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% U.S. Department
¥ of Veterans Affairs

Veterans Health Administration In Reply Refer To:
Washington DC 20420

September 21, 2015

FOIA Request: VHA-15-01307-F

This letter is in response to your Freedom of Information Act (FOIA) request,
5 U.S.C. § 552 to the Department of Veterans Affairs, VA FOIA Service submitted on
November 24, 2014. The FOIA Service determined that the records you seek may be
located within the Veterans Health Administration (VHA) and as a result your request
was referred to the VHA FOIA Office on December 1, 2014 and assigned FOIA tracking
number 15-01307-F. Within your request you seek the two most recent reports entitled:
“Activities of the Office of Research” produced under Public Law 108-170, Section
401(a)(1).

VHA Initial Agency Decision

A search for responsive records has concluded. At the time of your request the
two (2) most recent reports entitled: “Activities of the Office of Research” were available
for calendar years 2012 and 2013. At this time VHA is also proving the most recent
report for calendar year 2014. All reports are provided in their entirety therefore no
information has been redacted or otherwise withheld. This concludes VHA response to
your request for information.

If you have any questions, please feel free to contact me at (717) 450-4662.

Sincerely,

.&J,Mu. Marabsurlec

Deana Marakowski
VHA FOIA Officer

Enclosures
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This report summarizes the activities of the Veterans
Health Administration Office of Research Oversight
(ORO) from January 1 through December 31, 2012,
and describes all suspected lapses in protecting human
subjects and others in VA research as required under
title 38 United States Code (38 U.S.C.) §7307(d)(4).

The report was prepared for the Committees on
Veterans' Affairs of the Senate and the House of
Representatives of the United States pursuant to
38 U.S.C. 87307(f).

ORO reports directly to the Under Secretary for Health
In monitoring, reviewing, and investigating compliance
with VA and other Federal requirements for the
protection of human research subjects, laboratory
animal welfare, research safety, research laboratory
security, research information security and privacy,
research misconduct, Federalwide debarment for
research impropriety, and the activities of facility-level
research compliance officers.

%PQ@?% A

J. 1nomas Puglisi, PhD
Director and Chief Officer
Office of Research Oversight
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

A. INTRODUCTION

The Department of Veterans Affairs (VA), through the Veterans Health Administration
(VHA) Office of Research Oversight (ORO), conducts one of the most comprehensive
programs of research compliance oversight in the Federal Government.

Creation of ORO within VA was mandated under legislation signed by the President of
the United States on December 6, 2003, as Public Law 108-170. Section 401 of this
statute stipulates ORO’s functions as follows:

(a) Requirement for Office.-- (1) There is in the Veterans Health Administration
an Office of Research Oversight (hereinafter in this section referred to as the
'Office"). The Office shall advise the Under Secretary for Health on matters of
compliance and assurance in human subjects protections, research safety, and
research impropriety and misconduct. The Office shall function independently
of entities within the Veterans Health Administration with responsibility for the
conduct of medical research programs. (2) The Office shall -- (A) monitor,
review, and investigate matters of medical research compliance and assurance
in the Department with respect to human subjects protections; and (B) monitor,
review, and investigate matters relating to the protection and safety of human
subjects and Department employees participating in medical research in
Department programs.

This report summarizes ORO’s activities for the period from January 1 through
December 31, 2012. The summary includes oversight activities carried out by ORO in
advising the Under Secretary for Health (USH) on matters of regulatory compliance
related to the protection of human research subjects, research safety, research
laboratory security, and research misconduct, as required under title 38 United States
Code (38 U.S.C.) §7307.

These activities reflect ORO’s responsibilities to monitor, review, and investigate
matters of regulatory compliance in each of these aspects of VA research. The report
addresses suspected lapses from all causes in protecting human subjects and others in
VA research as required under 38 U.S.C. §7307(d)(4).

The report also includes ORO’s activities in providing oversight of laboratory animal
welfare, research information security and privacy, Governmentwide nonprocurement
suspensions and debarments for research impropriety, facility research compliance
officer (RCO) audits, and RCO education, as directed by the USH.
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

A total of 108 VHA facilities operated research programs in CY2012. All 108 of these
facilities operated human research programs, 80 of these facilities operated laboratory
research programs, and 77 of these facilities operated animal research programs.

In addition, the VHA Central Office Human Research Protection Program (HRPP)
operates an Institutional Review Board (IRB) for oversight of multi-center clinical trials
sponsored by VA, such as trials conducted under the VA Cooperative Studies Program
(CSP).

Summaries of ORQO’s compliance cases have been provided in ORQO’s activity reports for
the first, second, and third quarters of calendar year 2012 (CY2012). OROQO’s activities
for the fourth quarter of CY2012, including case summaries, are incorporated into this
report, which provides a complete listing of ORO cases for CY2012.

Because this report contains sensitive information related to open investigations,
distribution of the report should be limited to those persons engaged in authorized
Congressional oversight and to other required Congressional entities.
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

B. BACKGROUND

ORO Central Office (CO) develops and manages ORO'’s programs. CO professionals also
provide direct oversight of VA research activities related to laboratory animal welfare,
research safety, research laboratory security, research information protection and
privacy, research misconduct, Governmentwide suspension and debarment for research
impropriety, RCO audits, and RCO education. ORO Regional Offices (ROs) provide
direct oversight of VA research activities related to the protection of human subjects and
facility research program administration and oversight.

ORO’s ROs are located within VA space in four geographic regions to provide prompt
access and response to issues that may require onsite review and assistance. Each RO
has oversight responsibility for approximately 25-30 VA research facilities:

e Midwestern RO (Edward Hines, Jr. VA Hospital, Chicago, IL)

e Northeastern RO (Edith Nourse Rogers Memorial Veterans Hospital,
Bedford, MA)

e Southern RO (Veterans Integrated Service Network 7 Headquarters,
Duluth, GA)

e Western RO (VA Loma Linda Health Care System, Loma Linda, CA)

A full ORO staff includes 26 individuals in ORO’s CO, and 27 individuals in ORO’s ROs.
Figure 1 below illustrates the staffing levels for ORO since its creation in December 2003.
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

ORO'’s current fiscal year budget is approximately $11.6 million. Figure 2 below illustrates
the funding provided to ORO since its creation in December 2003.
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ORO fulfills its review and oversight responsibilities for regulatory compliance and
assurance through three types of programs:

e Onsite program reviews and inspections
e Remote compliance reviews
e Research assurances, education, and quality assurance

ORO solicits advice and feedback from the research community through the ORO Field
Advisory Committee. The ORO Chief Officer chairs the Committee and appoints
members annually for 3-year staggered terms.

Committee members are encouraged to raise any and all matters of concern related to
ORO’s activities and to recommend strategies to enhance efficiency and effectiveness in
the fulfillment of ORO’s mission. The Committee convenes quarterly by video
conference. Members are also invited to participate in ad hoc work groups pertinent to
ORQO'’s mission.
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

C. Onsite Research Compliance Reviews

ORO conducts four types of onsite compliance reviews:

For-cause onsite reviews

Routine (proactive) onsite reviews

Onsite reviews of Biosafety Level 3 (BSL-3) research laboratories
Onsite technical assistance reviews

Most onsite reviews are announced to the facility in advance, but ORO also may conduct
unannounced onsite reviews as warranted. Summaries of ORQO’s onsite compliance
reviews are provided in the Appendix to this report. Complete reports of these reviews
are available upon request.

C1. For-Cause Onsite Reviews

ORO receives reports of possible noncompliance from a variety of sources, including
other VA offices, other government agencies, VA employees, Veterans, family members
of Veterans, and the media.

In cases where there may be serious, systemic concerns about a facility’s research
protection programs, ORO may conduct for-cause onsite compliance reviews to
establish the nature and severity of the possible noncompliance, and to assess the
effectiveness of the facility’s research protection programs. These reviews involve
in-depth evaluations of potentially serious noncompliance with the laws, regulations,
and policies governing VA research.

ORO requires remedial actions to resolve any serious or continuing noncompliance that
is identified. All facilities that are required to develop and execute remedial action plans
are carefully monitored, and cases are held open until ORO confirms that remedial
actions have been implemented satisfactorily to ensure compliance.

Number of For-Cause Onsite Reviews:

Cases Continuing from Previous Calendar Year

New Cases — January 1 through March 31

New Cases — April 1 through June 30

New Cases — July 1 through September 30

= New Cases — October 1 through December 31

New Cases in Calendar Year

Total Cases (Continuing Plus New) in Calendar Year

ocrroor o
I
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

ORO'’s for-cause onsite compliance reviews are summarized in Table 1 of the Appendix.
Complete reports of these reviews are available upon request.

C2. Routine (Proactive) Onsite Reviews

Routine onsite reviews are systematic proactive inspections of regulatory compliance to
assist VA facilities in fulfilling their responsibilities to conduct research with appropriate
human subject protections, care and use of laboratory animals, research safety, research
laboratory security, and research information protection.

The routine onsite review program involves a process of thorough onsite review,
assessment, and follow-up of issues identified concerning regulatory compliance in VA
research programs. Routine onsite reviews are performed on a rotating basis by teams
of two to six ORO professionals.

Number of Routine (Proactive) Onsite Reviews:

e 91 = Cases Continuing from Previous Calendar Year

e 26 = New Cases — January 1 through March 31
e 24 = New Cases — April 1 through June 30

e 21 = New Cases — July 1 through September 30
[ ]

16 = New Cases — October 1 through December 31
e 87 = New Cases in Calendar Year
¢ 178 = Total Cases (Continuing Plus New) in Calendar Year

ORO'’s routine (proactive) onsite compliance reviews are summarized in Table 2 of the
Appendix. Complete reports of these reviews are available upon request.

C3. Onsite Reviews of Biosafety Level 3 (BSL-3) Research Laboratories

ORO proactively conducts onsite safety reviews and physical security inspections of VA's
BSL-3 research laboratories. The inspections involve verification of compliance with VA
research safety requirements and required security controls.

Number of Onsite Reviews of BSL-3 Research Laboratories:

= Cases Continuing from Previous Calendar Year

New Cases — January 1 through March 31

New Cases — April 1 through June 30

New Cases — July 1 through September 30

New Cases — October 1 through December 31

New Cases in Calendar Year

Total Cases (Continuing Plus New) in Calendar Year
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

ORO’s onsite reviews of BSL-3 research laboratories are summarized in Table 3 of the
Appendix. Complete reports of these reviews are available upon request.

C4. Onsite Technical Assistance Reviews

ORO onsite technical assistance reviews constitute an additional prospective approach
to assist research programs at VA facilities in fulfilling their responsibilities to conduct
research with adequate protections for human subjects, laboratory animal welfare,
research safety, research laboratory security, research information protections, and the
responsible conduct of research. Onsite technical assistance reviews may be conducted
at the request of the facility or initiated by ORO as a follow up action to a for-cause or
routine onsite review, as a targeted review to address specific areas of concern, or as a
supplementary review opportunity.

Number of Onsite Technical Assistance Reviews:

e 3 = Cases Continuing from Previous Calendar Year
e 11 = New Cases — January 1 through March 31

e 6 = New Cases— April 1 through June 30

e 7 = New Cases — July 1 through September 30

e 15 = New Cases — October 1 through December 31

39 = New Cases in Calendar Year
42 = Total Cases (Continuing Plus New) in Calendar Year

ORO'’s onsite technical assistance reviews are summarized in Table 4 of the Appendix.
C5. Summary: Onsite Compliance Reviews

The number of onsite program reviews conducted to date is consistent with ORO’s goal
of conducting approximately 90-100 such reviews annually.
Summary: Number of Onsite Program Reviews and Inspections:

e 109 = Cases Continuing from Previous Calendar Year
37 = New Cases — January 1 through March 31

e 32 = New Cases — April 1 through June 30

e 28 = New Cases — July 1 through September 30

e 31 = New Cases — October 1 through December 31
e 128 = New Cases in Calendar Year

212

Total Cases (Continuing Plus New) in Calendar Year
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Figure 3 below illustrates the number of new onsite reviews conducted by ORO since its
creation.
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

D. Remote Compliance Reviews

Certain compliance cases can be evaluated and managed remotely through written
communications with facility leadership and facility compliance personnel. ORO
conducts seven types of remote reviews to ensure compliance with VA research
requirements:

e Reviews of externally identified noncompliance

e Reviews of facility self-identified noncompliance

¢ Reviews of Research Compliance Officer (RCO) audits

Reviews of annual facility director certifications of research oversight
Remote technical assistance reviews

Reviews of unanticipated serious adverse events related to research
Reviews of research misconduct and debarment proceedings

Each review includes monitoring by ORO to verify that remedial actions have been
implemented as warranted.

D1. Remote Reviews of Externally Identified Noncompliance

ORO'’s remote compliance reviews include cases of apparent noncompliance that have
been identified by sources external to the facility’s HRPP. Such sources include, but are
not limited to, apparent noncompliance identified by ORO, by other VA offices, by
government regulatory agencies, and by industry sponsors.

Number of Reviews of Externally Identified Noncompliance:
e 22 = Cases Continuing from Previous Calendar Year
e 48 = New Cases — January 1 through March 31
e 30 = New Cases — April 1 through June 30
e 40 = New Cases — July 1 through September 30

e 52 = New Cases — October 1 through December 31
¢ 170 = New Cases in Calendar Year
¢ 192 = Total Cases (Continuing Plus New) in Calendar Year

ORO’s remote reviews of externally identified noncompliance are summarized in Table 5
of the Appendix.
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OFFICE OF RESEARCH OVERSIGHT

ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

D2. Remote Reviews of Facility Self-ldentified Noncompliance

Both ORO and the VHA Office of Research and Development (ORD) strongly encourage
VA research facilities to accept responsibility and accountability for maintaining a
compliant research program and fostering a culture that values adherence to the
required protections for Veterans and other human research subjects, research
personnel, and research animals. Building a culture of local accountability has been the
focus of ORO and ORD education activities for the past several years.

VA facilities are required to report to ORO any events that might reasonably indicate
serious or continuing noncompliance in research. As the focal point for fulfilling VA'’s
research mission and a responsible steward of VA resources, each VA research facility
has an obligation to serve as the primary watchdog for identifying and correcting
noncompliance problems in its own research programs.

ORO works cooperatively with VA research facilities to manage their self-identified

noncompliance cases by assisting them in developing appropriate remedial action plans
and monitoring resolution of any deficiencies.

Number of Reviews of Facility Self-ldentified Noncompliance:

e 78 = Cases Continuing from Previous Calendar Year

e 50 = New Cases — January 1 through March 31

e 54 = New Cases — April 1 through June 30

e 60 = New Cases — July 1 through September 30

e 56 = New Cases — October 1 through December 31

e 220 = New Cases in Calendar Year

e 298 = Total Cases (Continuing Plus New) in Calendar Year

ORO’s remote reviews of facility self-identified noncompliance are summarized in
Table 6 of the Appendix.

D3. Remote Reviews of Research Compliance Officer (RCO) Audits

Facility RCOs must conduct audits of all informed consents obtained for VA research
throughout the year. Regulatory audits of all VA research must be conducted at least
every 3 years. Facilities are required to report to ORO any noncompliance identified in
these audits.
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Number of Reviews of RCO Audits:

e 79 = Cases Continuing from Previous Calendar Year

e 41 = New Cases— January 1 through March 31

e 85 = New Cases— April 1 through June 30

e 75 = New Cases— July 1 through September 30

e 47 = New Cases — October 1 through December 31

e 248 = New Cases in Calendar Year

e 327 = Total Cases (Continuing Plus New) in Calendar Year

ORO’s remote reviews of RCO audits are summarized in Table 7 of the Appendix.

D4. Reviews of Annual Facility Director Certifications of Research Oversight

ORO requires that the director of each VA research facility lead an annual program-wide
self assessment of research compliance and provide ORO with an annual certification of
research oversight based on this self assessment. Certifications must be completed and
forwarded to ORO by July 31 each year.

The program requires that the facility director’s certification include an action plan to
remediate any deficiencies identified by the self assessment. ORO monitors the case
until appropriate remedial actions have been implemented satisfactorily.

Number of Reviews of Annual Facility Director Certification of Research Oversight:

e 26 = Cases Continuing from Previous Calendar Year

e 0O = New Cases—January 1 through March 31

e 0O = New Cases— April 1 through June 30

e 108 = New Cases — July 1 through September 30

e 0O = New Cases— October 1 through December 31

e 108 = New Cases in Calendar Year

e 134 = Total Cases (Continuing Plus New) in Calendar Year

ORO'’s remote reviews of annual facility director certifications of research oversight are
summarized in Table 8 of the Appendix.

D5. Remote Technical Assistance Reviews

ORO remote technical assistance reviews constitute an additional prospective approach
to assist research programs at VA facilities in fulfilling their responsibilities to conduct
research with adequate protections for human subjects, laboratory animal welfare,
research safety, research laboratory security, research information protections, and the
responsible conduct of research. Remote technical assistance reviews may be conducted
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

at the request of the facility or initiated by ORO as a follow up action to a for-cause or
routine onsite review, as a targeted review to address specific areas of concern, or as a
supplementary review opportunity.

Number of Remote Technical Assistance Reviews:

12 = Cases Continuing from Previous Calendar Year

67 = New Cases — January 1 through March 31

30 = New Cases — April 1 through June 30

41 = New Cases — July 1 through September 30

e 71 = New Cases — October 1 through December 31

e 209= New Cases in Calendar Year

e 221 = Total Cases (Continuing Plus New) in Calendar Year

ORO’s remote technical assistance reviews are summarized in Table 9.

D6. Remote Reviews of Unanticipated Serious Adverse Events

VA requires that unanticipated serious adverse events (SAES) in research be reported to,
and rapidly reviewed by, the responsible IRB. Reporting to ORO is required for any
unanticipated SAEs, including deaths, that the IRB suspects were caused by, or probably
caused by, the research. ORO uses these reports to review local SAE management and
assist facilities in improving their research programs.

Number of Reviews of Unanticipated SAEs Related to Research:

= Cases Continuing from Previous Calendar Year

New Cases — January 1 through March 31

New Cases — April 1 through June 30

= New Cases — July 1 through September 30

New Cases — October 1 through December 31

New Cases in Calendar Year

Total Cases (Continuing Plus New) in Calendar Year

N O1 00 OO N
|

2
31

Summaries of ORO’s remote reviews of unanticipated SAEs suspected to have been
caused by research are provided in Table 10 of the Appendix.

D7. Research Misconduct and Debarment Procedural Reviews

All Federal agencies that conduct or support research have adopted the following
uniform definition of research misconduct: fabrication, falsification, or plagiarism in
proposing, performing, or reviewing research, or in reporting research results. VA
has established precise processes for responding to allegations of misconduct involving
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

VA research and for sanctioning with Governmentwide debarment VA investigators who
commit serious improprieties in the conduct of research. The potential consequences
and severity of research misconduct and Governmentwide debarment necessitate
procedurally detailed mechanisms for adjudication.

Number of Reviews of Research Misconduct and Debarment Proceedings:

= Cases Continuing from Previous Calendar Year

New Cases — January 1 through March 31

New Cases — April 1 through June 30

New Cases — July 1 through September 30

= New Cases — October 1 through December 31

New Cases in Calendar Year

Total Cases (Continuing Plus New) in Calendar Year

4
2
2
2
3
9

13

ORO'’s research misconduct and debarment reviews are summarized in Table 11 of the
Appendix.

D8. Summary: Remote Compliance Reviews

Summaries of all ORO remote reviews of non-systemic noncompliance incidents, facility
self-identified noncompliance, and noncompliance identified by facility RCO audits have
been provided previously in ORO’s Quarterly Activity Reports. Additional copies of
these summaries are available upon request.

Summary: Number of Remote Compliance Reviews:

e 228 = Cases Continuing from Previous Calendar Year

e 214 = New Cases — January 1 through March 31

e 206 = New Cases — April 1 through June 30

e 334 = New Cases — July 1 through September 30

e 234 = New Cases — October 1 through December 31

e 988 = New Cases in Calendar Year

¢ 1216 = Total Cases (Continuing Plus New) in Calendar Year

Figure 4 below illustrates the number of remote compliance reviews conducted by ORO
since its creation.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Office of Research Oversight —
New Remote Compliance Reviews
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OIG, and CSP reviews —
450 ORO and ORD Begin Local \
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300 . ]
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| ----ESTIMATED - - - - | 197
150| . 76 100 75
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

E. Human Research Assurance Program

ORO administers the VA human research assurance program. Assurances are formal
agreements required by regulation and signed by VA facility directors and network
directors assuring compliance with VA and other Federal requirements, including
provision of adequate training and resources, for the protection of human research
subjects. The Federalwide assurance (FWA) for any VA research facility requires the
approval of both ORO and the Office for Human Research Protections (OHRP) in the
Department of Health and Human Services (HHS).

ORO has the authority to restrict or suspend a VA facility’s FWA for failure to meet its
responsibilities for protecting human subjects.

All 108 VA research facilities and the VHA Central Office HRPP hold active, approved
FWA:S.

Although FWAs are typically approved for 5 years, the facility must modify its FWA
whenever certain changes occur (e.g., a change in the designation of an IRB or a change
in responsible facility officials). ORO'’s participation in the approval, renewal, or
modification of FWAs during this calendar year is reflected in Table 9. ORO also tracks
membership and membership changes in all IRBs used by VA research facilities to
ensure regulatory compliance.

Each VA research facility that uses an IRB operated by another VA facility (54 facilities),
operated by the VHA Central Office HRPP (94 facilities), or operated by the facility’s
academic affiliate (40 facilities) must effect a memorandum of understanding (MOU)
indicating how the entities will work together to support the IRB and collaborate in the
protection of human research subjects. MOUs documenting these IRB arrangements
must be reviewed by ORO whenever substantive modifications occur and at the time of
FWA renewal.

The MOU can also be used to document other related organizational arrangements used
in human research protection programs, such as using the Research and Development
Committee (R&DC) of one VA facility to oversee the research program of another VA
facility. ORO regularly reviews MOUs and provides guidance to facilities on developing
appropriate MOUSs, as reflected in Table 9.
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

F. Research Compliance Officer (RCO) Education and Guidance

Every VA research facility is required to support at least one RCO to provide facility-
level oversight of its research program. The lead RCO at each facility must report
directly to the facility director, and each facility director has a responsibility to ensure
the functional independence of the facility’s RCO(s).

ORO conducts an RCO education program to strengthen oversight of research at the
facility level and monitors RCO activities to ensure compliance with VA requirements.

The primary function of RCOs is to conduct mandatory informed consent and regulatory
audits of VA research. Every VA research study must receive a 100% audit of informed
consent documentation each year, as well as a regulatory audit approximately every 3
years. ORO provides audit tools for this purpose on its Web site and trains RCOs in
their use.

RCOs also serve as local resources on research compliance requirements and as official
consultants to the R&DC, IRB(s), Institutional Animal Care and Use Committee
(IACUC), Subcommittee on Research Safety (SRS), and other facility research oversight
committees.

During this calendar year, ORO developed a variety of informational materials and audit
tools (listed in Appendix B) and conducted monthly “Live Meeting” teleconferences for
RCO education. Educational materials and audit tools prepared during the reporting
period are available on the ORO Web site and the ORO Research Compliance and
Technical Assistance SharePoint site, which is available to all VHA employees at
http://vaww.vha.vaco.portal.va.gov/sites/ORO/RCO/default.aspx.

Each VA research facility is required to report the results of its RCO informed consent
and regulatory audits annually. RCOs conducted audits of over 99,000 informed
consent documents and regulatory audits of over 4,200 human research protocols
during this period (see Section 1V of this report). The regulatory audits involved review
of case records for over 26,200 human research participants.

ORO regularly develops updated policy, guidance materials, and oversight tools to assist
the VA research community in implementing optimal protections for human research
subjects, laboratory animals, and research investigators. These materials are provided
on the ORO public Web site at http://www.va.gov/oro/ and the ORO SharePoint site for
VA employees at http://vaww.vha.vaco.portal.va.gov/sites/ORO/RCO/default.aspx.
ORO also maintains several large ListServs for rapid distribution of guidance materials
and important announcements.
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(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Topics addressed during CY2012 included common findings of noncompliance in
human research, research information protection and privacy, and animal care and use
programs; research safety and security training requirements; research versus non-
research operational activities; audit tools and guidelines; research information security
and privacy checklist; and frequently asked questions on HRPP roles and
responsibilities, advertising and subject recruitment, informed consent, Health
Assurance Portability and Accountability Act (HIPAA) authorizations, IRB membership,
and training.

ORO holds nationwide research compliance “Live Meeting” teleconferences at 2-month
intervals and contributes extensively to educational activities sponsored by ORD and
national professional associations such as Public Responsibility in Medicine and
Research (PRIM&R) and the American Association for Laboratory Animal Science
(AALAS).

ORO has been instrumental in convening and continues to participate vigorously in
collaborative workgroups with the VHA ORD, the VHA Privacy Office, the VA Office of
General Counsel, the VA Office of Information and Technology (O1&T), and the
Association of American Medical Colleges (AAMC) to address common areas of concern,
including data ownership and data security issues in research with VA’s university
affiliates.

ORO also participates actively in several interagency workgroups, including the HHS
Secretary’s Advisory Committee on Human Research Protections (SACRHP), the
Federal Research Integrity Workgroup and the Trans-Federal Task Force on Optimizing
Biosafety and Biocontainment Oversight.

VA Defining
weaur | EXCELLENCE
CARE | in the 21st Century

OFFICE OF
RESEARCH
: OVERSIGHT ~17~

000021
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

G. QUALITY ASSURANCE

Over the past several years, ORO has developed a set of indicators for assessing the
quality of VA research protection programs. These quality indicators have been
incorporated into RCO informed consent and regulatory audits and the annual facility
director certifications of research oversight.

Quality indicators for human research include documentation of informed consent,
Health Insurance Portability and Accountability Act (HIPAA) authorization for use and
disclosure of protected health information, IRB approval, protocol documentation, and
investigator qualifications and training.

Quality indicators for animal research include Institutional Animal Care and Use
Committee (IACUC) approval and investigator qualifications and training. Quality
indicators for research safety include Subcommittee on Research Safety (SRS) approval.

ORO compiles the data for these indicators to identify areas for system-wide quality
improvement and provides these data to each VA research facility and Veterans
Integrated Service Network (VISN) for quality improvement purposes at the facility and
VISN level.

The 2012 quality assurance data cover the period between June 1, 2011 and May 31,
2012. Data were collected from all 107 VA research facilities active as of July 1, 2012.

1. Human Research Quality Indicators

The table below illustrates selected quality indicators for documentation of informed
consent and HIPAA authorization since ORO began collecting these data. These data
reflect a 100% audit of all informed consent documents and HIPAA authorizations
obtained in VA research during the reporting period.
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Human Research

Quality Indicators 2009 || 2010 | 2011 || 2012

Informed Consent Documents (ICDs)

ICDs Reviewed 92,208 89,216 100,832 99,013
ICDs Missing or Lacking Subject 167 197 284 201
Signature/Date (0.2%) (0.2%) (0.3)% (0.2%)
. L 2141 2143 1478 1086
ICD with Other Deficiencies (2.3%) (2.4%) (1.5%) (1.8%)
HIPAA Authorizations
Authorizations Reviewed 92,208 89,216 95,916 96,290
Authorizations Missing or Lacking Subject 1243 480 1,383* 827
Signature/Date (1.3%) (0.5%) (1.4%) (0.9%)

* Coincides with new VA requirement for separation of ICD from HIPAA authorization.

ORO'’s review found that the majority VA research facilities reported no informed
consent or HIPAA authorization deficiencies. ORO has required remedial actions by
those facilities at which deficiencies were identified.

The table below illustrates selected quality indicators for IRB approval, protocol
documentation, and investigator qualifications and training since ORO began collecting
these data. These data were derived from protocols receiving RCO regulatory audits
during the reporting period. Because VA research protocols receive an RCO regulatory
audit on a triennial basis, these data reflect approximately one third of the human
research protocols that were active during the reporting period. Each regulatory audit
includes a 3-year look-back period for the protocol under review. Thus, as improved
processes are implemented, reports of regulatory audits may continue to reflect issues
that occurred up to 3 years previously. For this reason, improvements as reflected in
regulatory audits may lag actual improvements in current protocol implementation.
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(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Human Research
. . 2010 2011 2012
Quality Indicators
Human Research Protocols — Initial IRB Reviews
Protocols Audited 2,102 3,558 4,229
Protocols Conducted or Initiated Without IRB Approval 3 4 5
(0.14%) (0.11%) (0.11%)
* 47 63
Protocols Suspended by IRB (1.3%) (1.48%)
Human Research Protocols — Continuing Reviews
Protocol Requiring Continuing IRB Review 1,606 2,942 3411
Protocols Conducted Without Continuing IRB Review 2 6 4
(0.12%) (0.2%) (0.12%)
Human Research Protocol Documentation
Protocol Case Histories Reviewed 11,387 23,657 26,291
- . . 249 39 91
Procedures Initiated Prior to Subject Consent (2.2%) (0.2%) (0.4%)
. o . . . 226 657
Inclusion Criteria Documentation Lacking (0.9%) (2.5%)
. _— . . 167 189
*
Exclusion Criteria Documentation Lacking (0.7%) (0.7%)
Human Research Investigator Qualifications
Personnel in Human Research Protocols Audited * 12,328 16,598
. . 294 92
*
Personnel Lacking Research Scope of Practice (2.4%) (0.55%)
. . . . 9 7
Personnel Working Outside Research Scope of Practice (0.1%) (0.04%)
Personnel Lacking Initial VHA-Required Training * 92 /3
(0.8%) (0.44)

* Not obtained.
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(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

These data indicate a relatively low incidence of noncompliance related to basic human
research protections in VA research. It is ORO’s goal over a period of years to develop
more refined quality indicators that reflect more complex aspects of human research
protection.

2. Animal Research and Research Safety Quality Indicators

ORO has also developed quality indicators for animal care and use programs and
research safety programs. The tables below illustrate selected quality indicators for
these programs collected for the 2012 reporting period.

Animal Research

Quality Indicators 2010 2011 2012

Animal Research Protocols — Initial IACUC Reviews

Protocols Audited 585 1347 1286
. . . . 2 2
Protocols Conducted or Initiated Without Initial Approval (0.2%) (0.2%)
Animal Research Protocols Suspended by IACUC * 12 14
(0.9%) (1.09%)

Animal Research Protocols — Annual IACUC Reviews

Protocols Requiring Annual IACUC Review * * 1159
. 25
*
Protocols Conducted Without Annual IACUC Approval - (2.16%)

Animal Research Investigator Qualifications

Personnel in Animal Research Protocols Audited * 4926 4604

Personnel Lacking Research Scope of Practice * (31;(0}0) (62.(7)?/0)
Personnel Working Outside Research Scope of Practice * (0_012%) (0_012%)
Personnel Lacking Initial VHA-Required Training * (1%3%) (Oég%)

* Not obtained.
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(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Research Safet
) atety 2011 2012
Quality Indicators
Protocols Requiring Initial SRS Reviews
Protocols Audited 2264 2722

Protocols Conducted or Initiated Without SRS Approval 79 28
(3.48%) (1.02%)

7 6
Protocols Suspended by SRS (0.30%) (0.22%)

These data indicate a relatively low incidence of noncompliance in VA related to basic
animal research oversight and basic research safety protections. It is ORO’s goal over a
period of years to develop more refined quality indicators that reflect more complex
aspects of VA’s animal care and use programs and research safety programs.

VA is among the first entities to develop systematic quality indicators for research
protections. VA is making public its data for these quality indicators in an effort to
stimulate the development of comparable quality measures for university and private
sector research protection programs.

H. Outreach

ORO conducts a variety of outreach activities to familiarize the VA community, VA
research affiliates, Veterans, and the public with VA’s programs to protect human
research subjects; promote appropriate care and use of laboratory animals; ensure
research safety, research laboratory security, and research information protection; and
promote the responsible conduct of research.

ORO outreach to Veterans includes participation in Veterans Service Organization
(VSO) national meetings and the annual meeting of the Association of Military Surgeons
of the United States (AMSUS) - The Society of the Federal Health Agencies. ORO also
maintains a Web site to assist Veterans in deciding whether or not to participate in
research and a telephone Hotline through which Veterans and other participants in VA
research can anonymously express concerns or file complaints about specific VA
research studies.
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2", 3" and 4™ Quarters of CY2012)

I. FUTURE CHALLENGES

Lessons learned from ORQO’s compliance cases from 2003 to the present indicate that
strong leadership and oversight at the facility level are essential to establishing and
maintaining an effective research compliance program. The facility Director, Chief of
Staff, Associate Chief of Staff for Research (ACOS/R), Administrative Officer for
Research (AO/R), and facility research committees must all exercise their leadership
and oversight roles to ensure consistent adherence to VA research requirements.

The current and future challenge for VA is to clarify, and where necessary redefine,
these roles to adapt to changing research and health care environments. Other
challenges include (a) fine tuning the RCO audit program to maximize the most critical
research protections; (b) adapting an aging infrastructure to meet current research
safety and security requirements; (c) implementing reliable standards for data
ownership, data security, privacy, and confidentiality relative to collaborative research
with VA's university affiliates; and (d) adapting quickly and effectively to meet VA'’s
Transformational Initiatives for creating a 21st Century people-centric, results-driven,
and forward-looking VA.

ORO has identified the following four strategic objectives for CY2013:

1. Ensure the effectiveness of VA research compliance programs by (a) revising
VHA Handbooks to produce clear, consistent, and complete policies;
(b) providing improved facility self-assessment tools; (c) developing and tracking
specific research compliance performance metrics; (d) implementing standards
for distinguishing research activities from non-research program operations
activities; and (e) developing mechanisms for oversight of research conducted by
VHA Program Office personnel.

2. Regularize ORO onsite reviews to provide proactive oversight of all VA research
by developing and implementing a 3-5 year review cycle to include all facility
research compliance programs.

3. Implement an expanded education program for all VA RCOs by integrating the
work of the research compliance education program with the work of ORO
Regional Office and Central Office teams to provide national and regional RCO
training within a structured curriculum that includes use of specific audit tools
and strategies and continued professional development.

4. Enhance research protections by aligning ORO’s activities with those of relevant

internal and external offices and agencies, including (a) the VA OI&T, the VA
Office of Inspector General, the VHA ORD and the VHA Privacy Office; (b) the
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ANNUAL REPORT OF ACTIVITIES: JANUARY 1 - DECEMBER 31, 2012
(Includes all compliance cases for 1%, 2™, 3, and 4™ Quarters of CY2012)

Department of Defense; (c) the Office of Science and Technology Policy (OSTP)
and Department of Health and Human Services (HHS) initiative to revise the
Federal Policy (Common Rule) for the protection of human research subjects; the
HHS Office of Research Integrity (ORI), Office of Human Research Protections
(OHRP), and Office of Laboratory Welfare; and (d) the VA-designated human
research and animal research accrediting organizations.
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This report summarizes the activities of the Veterans
Health Administration Office of Research Oversight
(ORO) from January 1 through December 31, 2012,
and describes all suspected lapses in protecting human
subjects and others in VA research as required under
title 38 United States Code (38 U.S.C.) §7307(d)(4).

The report was prepared for the Committees on
Veterans' Affairs of the Senate and the House of
Representatives of the United States pursuant to
38 U.S.C. 87307(f).

ORO reports directly to the Under Secretary for Health
In monitoring, reviewing, and investigating compliance
with VA and other Federal requirements for the
protection of human research subjects, laboratory
animal welfare, research safety, research laboratory
security, research information security and privacy,
research misconduct, Federalwide debarment for
research impropriety, and the activities of facility-level
research compliance officers.

%PQ@?% A

J. 1nomas Puglisi, PhD
Director and Chief Officer
Office of Research Oversight
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 1. FOR-CAUSE ON-SITE REVIEWS

ORO for-cause onsite reviews involve in-depth evaluations of suspected serious systemic non-compliance with VA or other
federal research requirements. ORO review teams typically spend 4 to 5 days at the facility examining records and
interviewing key personnel involved in the issues under review. Remediation involves development by the facility of an
action plan acceptable to ORO, and oversight of corrective actions by ORO until remediation is complete. NOTE: Cases under
the jurisdiction of additional offices (for example, OIG or FDA) or involving physical infrastructure improvements may remain
open for extended periods.

SUMMARY
® 9 = Cases Continuing from Previous Calendar Year
® (0 = New Cases—January 1through March 31
® 1 = New Cases— April 1through June 30
® (0 = New Cases—July 1 through September 30
® (0 = New Cases—October 1 through December 31
® 1 = New Casesin Calendar Year
® 10 = Total Cases (Continuing Plus New) in Calendar Year
TABLE 1. FOR-CAUSE ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)
e Date of . q q
Case||VISN|| Facility [|Focus Review Issue of Noncompliance Remedial Actions
ORO on-site review of R&DC program Remedial actions: Correct previously identified
VA beginning December January 19, 2010. |[regulatory concerns; R&DC annual program reviews;
11l 05 || Maryland P 01/29/2010 Facility reported improper entry into Annual MOU reviews; COl management; Membership
H:IS ePromise of non-VA, affiliate research and quorum; Inventory of investigational and
valued at $15 million. research-related drugs; accurate entry of protocols
into ePromise. CASE CLOSED
ORO for-cause onsite review beginning ||Remedial actions: Complete IRB, PO, ISO review/re-
VA on February 16, 2010. Off-site VA review of off-site studies, including ICD; ensure
. research did not receive substantive VA |[inclusion of VA responsibility for injury; MCD
2 || o8 Carll_lbcbsean H 02/16/2010 IRB review and oversight. permission for recruitment of non-Veterans; CRADO
waiver for child research; renewed consent from off-
site. All protocols to be re-reviewed. CASE CLOSED
Follow-up review of HRPP (incomplete |[Remedial actions: SOP lacked recurring procedures:
protocol inventory and lapsed study initial review; risk-benefit assessment, risk level,
approvals). quorum, recusals, teleconferencing, HIPAA waiver,
3| 16 Jackson H 05/07/2010 cont. review, exempt& expedited criteria; protocol
tracking; SOPs; RCO change reports, reports to
ISO/PO, IRB Ed; 4.27.12 SOP completed case close
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 1. FOR-CAUSE ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

‘Case VISN|| Facility ||Focus ::‘t’?e‘:: Issue of Noncompliance Remedial Actions
ORO for-cause on-site review of RSPP Remedial actions: Protocol management database
beginning May 7, 2010 in follow-up of  [[established; self-assessments completed; research
February 5, 2010 R&DC on-site review. ||staff trained; qualified biosafety officer appointed;
Noted that significant progress had been|[rDNA expert appointed; SOPs revised; lab inspections;
4 16 Jackson S 05/07/2010 in all areas. Self-assessments conducted; ||weekly lab access reviews; SRS SOPs; safety concerns.
research-wide database management of [[CASE CLOSED
all research activities; qualified Biosafety
Officer, SOP revisions
Follow-up review of ACUP (complete Remedial actions: Comprehensive VMU HVAC
installation of substantial HVAC upgrade; replace primary VMU HVAC; individual
51 o1 Bedford A 06/22/2010 upgrade). ba'ckup heating/cool.ing units and sel:msors inall
animal; 24-hour environmental monitoring and
emergency response plan; HVAC commissioning; final
QA checks CASE CLOSED
ORO For-Cause review of ACUP Remedial Actions: Noncompliance was not identified
beginning January 3, 2011. Four non- during the visit; further techical assistance requested
human primate deaths reported. ORO |[|for the animal procedures under investigation; an
Southern Regional Office (SRO) advisor with an improved technique has been
6 16 Houston A 01/03/2011||reviewed redacted IACUC minutes and ||identified to assist the VAMC. CASE CLOSED.
found other non-human primate injuries
and rabbit deaths. Other deficiencies
related to OSHP were also noted by the
SRO.
ORO follow-up review of HRPP Remedial actions: Substantive review of all research;
VA (inadequate IRB review and oversight of |[revise IRB and HRPP SOPs; admin resources needed;
7 || 08 || Caribbean H 02/28/2011||off-site research) beginning on February ||accurate meeting minutes; ISO and PO review, IRB
HCS 28,2011. quorum no joint meetings, etc. Adequate resources
hired, CASE CLOSED
Follow-up review of R&DC (inadequate ||Remedial Actions: The MCD must ensure adequate
administrative support and R&DC administrative support; the R&DC cannot use
VA oversight). designated review procedures; research team
8 || 08 || Caribbean R 02/28/2011 members must have current scopes of practice or
HCS functional statements; and the R&DC must receive
and approve minutes from every subcommittee. CASE
CLOSED
ORO for-cause onsite review of multiple [[Remedial actions: Use only IRBs designated on FWA;
areas (confusion regarding VA versus suspend research lacking R&DC & VA IRB approval;
VA s T ) N :
Northern affiliate research and jurisdiction of use policy definition of VA research; establish
9| 21 I P 04/26/2011||affiliate IRB for oversight of VA research)||institutional culture of regulatory and policy
California L . . . o K
HCS beginning April 26, 2011. compliance; acquire & maintain required records;
adhere to VHA investigational drug policy. CASE
CLOSED.
Allegation of possible research Remedial actions: Implement monitoring plans;
VA Boston . R X . .
10 1| o1 ||Realthcare p 05/01/2012 mls'conduct and/or noncomphancej ensur.e c.on.qphance.of pharmacy practice; determine
System aga.lnst the'LSI.. ORO for-cause onsite any disciplinary action needed.
review beginning May 1, 2012.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 2. ROUTINE (PROACTIVE) ON-SITE REVIEWS

ORO routine onsite inspections provide a prospective, systematic approach to assist research programs at VA facilities in
fulfilling their responsibilities to conduct research with adequate protections for human subjects, laboratory animal welfare,
research safety, research laboratory security, research information protections, and the responsible conduct of research.
Onsite reviews involve a two stage process of assessment and remediation. The assessment stage includes a review of
compliance with current federal laws, regulations, and VA policies governing research. Remediation involves development
by the facility of an action plan acceptable to ORO, and oversight of corrective actions by ORO until remediation is complete.

SUMMARY
® 91 = Cases Continuing from Previous Calendar Year
® 26 = New Cases —January 1 through March 31
® 24 = New Cases — April 1 through June 30
® 21 = New Cases —July 1 through September 30
® 16 = New Cases — October 1 through December 31
® 87 = New Cases in Calendar Year
® 178 = Total Cases (Continuing Plus New) in Calendar Year
case|[visN||  Facility || Focus Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Review (FULL REPORT AVAILABLE UPON REQUEST)

Remedial actions: OI&T ITOC review noted concern that the facility requires VA CIO waiver for
1 || 20 ||Portland VAMC | 01/07/2008||use of university servers to store VA data. ORO referred apparent ISO approval of deficient
procedures to OI&T Central Office and OGC for follow-up. CASE CLOSED

VA Boston Remedial actions: wire mesh screening for research buildings; training program; replace
2 || 01 Healthcare S 04/17/2008||emergency eye wash stations with stainless steel (flush weekly in interim). CASE CLOSED.
System
09 VA Tennessee 04/21/2009 Remedial actions: Remediate off-site storage of VA sensitive information; update equipment
3 Valley HCS ! 4/21/, inventories; revise sample HIPAA authorization document. CASE CLOSED
VA Tennessee Remedial actions: SRS education on NIH guidelines for rDNA research; IBC approval of rDNA
4 || 09 S 04/21/2009||research; designation of research safety coordinator; weekly review of lab access records. CASE
Valley HCS
CLOSED.
Remedial actions: halt unapproved research; expand SOPs; protocol/space review; track
5 15 St Louis A 06/15/2009 investigator training; cgmm!ttee chairs and memben:s:; correct identified deﬂaenqes;. .
emergency plan and drills; risk and hazard vulnerability assessments; lab access monitoring;
staffing. CASE CLOSED
Remedial actions: halt unapproved research; expand SOPs; lab chemical inventories and safety
. plans; track training; committee chairs and members; correct deficiencies; emergency
6| 15 St Louis S 06/15/2009 plan/drills; risk and hazard vulnerability assessments; lab access monitoring; staffing; replace
ACOS/R.CASE CLOSED
Remedial actions: safety review of animal research; facility inspection risk reviews; OSHP
. animal research personnel at risk; SOPs; documentation of semi-annual program reviews;
08 Bay P A ||07/07/2009
7 ay Fines 107/ IACUC meeting minutes; information security; registered IBC for rDNA research; IACUC
member appointments. CASE CLOSED
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Appendix: Compliance Case Summaries
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VISN

Facility

Focus

Date of
Review

TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

05
SR

DC VAMC

08/31/2009

Remedial actions: Ensure required IACUC quorum/recusals; timely IACUC/SRS annual reviews;
SRS review prior to study initiation; USDA pain/distress documentation/justification; annual
overheat test; 5% IACUC protocol audit; presentation of semi-annual program evaluations to
MCD. CASE CLOSED

05
SR

DC VAMC

08/31/2009

Remedial actions: Annual program evaluations; chemical hygiene program; current chemical
inventories; current fume hood/safety cabinet certifications; incident response plans; annual
drills; SRS SOPs; SRS continuing review protocols; unapproved rDNA research; Child research
CRADO waiver. CASE CLOSED

10

02

VA Western
New York HCS

09/28/2009

Remedial actions: rDNA review; semi-annual program reviews and inspections; annual
overheat tests; animal monitoring; SOPs; pest control program; safety showers and eyewashes;
signage, PPE. CASE CLOSED.

11

18

New Mexico
VA HCS

10/19/2009

Remedial actions: Initial and continuing SRS review; emergency preparedness and response
plans; annual drills; lab staff training; bloodborne pathogen exposure control plan; annual
multidisciplinary vulnerability assessment; chemical hygiene plan; registered IBC for rDNA
research. CASE CLOSED.

12

12
NE

Hines

10/26/2009

Remedial actions: Annual overheat tests; SOPs for documented IACUC-SRS communication;
Occupational Health Safety Plan (OHSP) for all-risk ACUP personnel, engineering, housekeeping
personnel. CASE CLOSED

13

07

Charleston

11/16/2009

Remedial actions: Modify SOPs per VA requirements; unattended work stations requirements;
employee separation procedures; encryption and protected environment for all computers
with VASI; IT equipment inventory controls; ISO and PO protocol reviews; finalize
MOUY/Interconnection Agreement CASE CLOSED

14

16

Houston

01/19/2010

CASE CLOSED Remedial actions: MOU/SIA approval by ESCCB; VA and non-VA equipment
tracking and accountability; compliant document shredders; revise HIPAA Authorization
template.

16

Houston

01/19/2010

Remedial actions: Affilite MOU; CRADO waiver for pediatric research; unredacted IRB meeting
minutes; IRB membership roster; IRB SOPs; contingent approval process; effective R&DC
compliance oversight; CRADO waivers for non-VA tissue banks; VA required tissue banking
consent information. CASE CLOSED.

16

01

VA Connecticut
HCS

04/26/2010

Remedial Actions: Annual program review; emergency preparedness and incident response
plans; annual safety drills; multidisciplinary vulnerability assessment; chemical inventory;
annual chemical hygiene plan review; review of protocol hazardous chemical inventories; off-
site access logs. CASE CLOSED

17

16

Houston

05/24/2010

Remedial actions: Annual program reviews; hazardous chemical reviews; IBC documentation;
SRS SOPs; emergency plan; research-specific safety and security plan; annual safety drills;
chemical inventory reviews; oversight of offsite research; occupational safety and health. CASE
CLOSED

18

22

VA Greater Los
Angeles HS

06/07/2010

Remedial Actions: VMU HVAC monitoring, testing, temperature, pressure regulation, routine
maintenance; security of outside canine exercise area; VMU supervision; pest control; cage
standards; veterinary access to animals and records; canine husbandry; protocol adherence;
SOPs; offsite oversight.

‘15

21

San Francisco
VAMC

06/28/2010

Remedial actions: Compliance with VASI protection and VA data storage requirements;
application of HIPAA privacy rule; ISO/PO protocol reviews; SIA with affiliate; secure storage of
paper documents; complete IT property inventories; repository requirements; record
retention; training. CASE CLOSED

VA Central
Texas HCS

06/28/2010

Remedial Actions: MOUs; semi-annual IACUC program reviews; IACUC to consistently adhere
to VHA-specific policies; scopes of practice; OSHP requirements. CASE CLOSED

&
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caselvisn||  Facility ||Focus Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: IBC MOU; annual program review; multidisciplinary vulnerability
21 || 17 VA Central S 06/28/2010 assessments; safety, security, emergency preparedness plan; safety drills; research-specific
Texas HCS security plan; lab inspections; hazardous chemical inventories; research-specific safety training;
lab access reviews; SOPs.
2 17 VA North Texas A 09/07/2010 Remedial actions: Administrative review procedures; review of protocol modifications; safety
HCS reviews; noncompliance reporting; OSHP for all animal research personnel. CASE CLOSED
Remedial actions: System to monitor research actions; SRS reviews of ACORPS; Written
. approval to start research; Resolution of audit findings; Minimum audits completed. Annual
231 Detroit A 09/21/2010 overheat test; MCD briefed on semi-annual reviews; RSSP MOUs; Comprehensive OHSP; VMU
eyewash/shower. CASE CLOSED
San Francisco Remedial actions: RCO audits; annual safety testing; SOPs; MOU; safety and biosecurity
24 || 21 A 10/18/2010||procedures; semiannual program evaluations; continuing reviews; monitor breeding colonies;
VAMC
emergency safety showers, veterinary care plan. CASE CLOSED
VA Southern Remedial actions: Appoint VA representatives to IRB; ensure completion of appointment
25 || 22 H 11/17/2010||letters; VA representative present at IRB; MOU for SRS with coordinating VA; draft SOP for
Nevada HS
HRPP; Pl training scheduled. CASE CLOSED.
%6 . K Remedial Actions: R&DC annual oversight of SRS & RSSP; R&DC monitor access to VA labs; SRS
12 Milwaukee S 11/29/2010 risk assessments, safety reviews animal protocols; non-exempt rDNA research. CASE CLOSED.
2 VA Puget 2/07/2010 Remedial actions: SRS review of animal studies; IACUC review of modifications; continuing
27 Sound HCS A 12/07/201 review; occupational health and safety risk assessments; HVAC settings; SOPs. CASE CLOSED
28 || 19 VA Eastern | 01/10/2011 Remedial actions: Move VASI off OE, place all IT on the appropriate EIL, ensure all human
Colorado HCS subject protocols have an I1SO and PO review. Case Closed
Remedial Actions: Evaluate annual performance of SRS/RSSP; establish procedures for
29 || 19 VA Eastern S 01/10/2011 reporting noncompliance; document lab access records; monitor annual physical security
Colorado HCS surveys; conduct annual vulnerability assessment; conduct semiannual review of hazardous
chemicals inventory. CASE CLOSED.
Remedial Actions: Establish procedures to ensure electronic voting not used to approve
research; ensure procedures for use of designated member review are consistent w/ PHS
30 || 02 Albany A |[02/15/2011 Policy; ensure quorum of voting members and annual overheat test is conducted annually;
expand OHSP; revise SOPs. CASE CLOSED
Remedial actions: Establish procedures to report noncompliance; establish procedures to
31 || 02 Alban S 02/15/2011 review the research security plan; ensure multidisciplinary vulnerability assessment of
v research; establish procedures to review chemical hygiene; research personnel complete
mandatory training. CASE CLOSED
32 08 VA Caribbean | 02/28/2011 Remedial actions: Logical Access controls; VASI on OE; VASI unsecured; HIPAA Auth Template;
HCS Unapproved waivers of HA,ISO/PO Review; unauthorized network connection. CASE CLOSED
Remedial actions: Update SOPs, MOU, IRB roster; require justifications for inclusions of non-
33| 23 lowa City H 04/04/2011||veterans; require waiver of informed consent for recruitment; update ICD template; expand
investigational drug study reviews; implement LOU's as needed. CASE CLOSED.
Remedial Actions: Establish procedures to review effectiveness of the ACUP annually; ensure
34 || 20 Boise VAMC A [[04/11/2011||appropriate oversight of animal research activities conducted off-site; establish SOPs for using
Designated Member Review; ensure annual overheat test is conducted and reported to IACUC.
Remedial Actions: Ensure risk assessment results of proposals are adequately documented;
20 Boise VAMC S 04/11/2011 adhere to MOU with collaborating VA for the establishment of shared rDNA subcommittee;

E

ensure annual assessment security plans; R&DC annual review of SRS and RSSP; correct lab
inspection findings.

&
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- Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Conduct substantive risk/benefit levels review; Assure signed audio consent
36 || 03 VA New Jersey H 04/11/2011 form in participant's file; IRB ensure protocol changes approved before implementations; IRB
HCS ensure IC and protocol consistency; HIPAA has required language. All remedial actions
completed.
VA New Jerse Actions taken: All remedial actions completed.Org chart revised, SRS properly constituted,
37 || 03 HES v R 04/11/2011||procedures for proper approval of continuing review in place, SOPS re-written, annual QA
reviews conducted.
Remedial actions: Develop SOPs to ensure VA research is distinguished from affiliate research
38 || 19 VA Salt Lake H 04/11/2011 and that IRB action regarding VA research is separate and distinguishable from the affiliate
City HCS research and R&DC only approves VA research; R&DC must ensure all research is reviewed as
required. CASE CLOSED.
Remedial Actions: Appropriately constitute IBC; SRS must annually review safety, security, and
39 || 16 Central S 04/25/2011 emergency response plans; SRS must review inventories of hazardous chemicals every six
Arkansas VHS months; SRS ensure deficiencies noted during lab inspections are addressed; lab findings must
be addressed.
Remedial Actions: VASI stored on OE, PHI disclosed to non-VHA entities that are not listed on
40 || o4 Philadelphia | 04/25/2011|the HIPAA Authorization; use of personal USB drive; SOPs; IT equipment not on appropriate
EIL; permissive access to electronic data. Case Closed
VA Boston Remedial Actions: Maintain safety program consistent with VA policies and NIH guidelines;
41 || 01 Healthcare A [[05/09/2011]|ensure protocol review process is consistent with SOPs; document official actions correctly in
System minutes; ensure staff completes credentialing; address VMU deficiencies.
Remedial actions: IRB must ensure that protocols are not inappropriately exempted from IRB
42 || 01 Bedford H 05/10/2011||review, IRB must ensure within 120 days that protocols either include prospective informed
consent or that waivers of informed consent are justified and documented; CASE CLOSED.
Remedial Actions: RDC must ensure all protocols are appropriately reviewed and approved;
43 || o1 Bedford R |los/10/2011 RDC must maintain oversight of and ensurfe .subcommlttees operate in compll.ance with VHA
requirements; and MCD must ensure provision of adequate resources. All actions completed.
Case closed.
an || 2 VA Palo Alto H 06/13/2011 Remedial Actions: Revisions of applications and policies to ensure distinction of VA from non-
HCS /13/ VA research and to ensure that research is not initiated in advance of required CRADO waivers.
Remedial Actions: R&DC SOPs for initial and continuing reviews not assigned to a
45 || 21 VA Palo Alto R 06/13/2011 subcommittee; improve tracking of initial and c9ntinuing .reviews; ensure appropriate
HCS approvals; ACOS/R must conduct annual QA reviews; retain records per Records Control
Schedule. CASE CLOSED.
Remedial actions: SOP approval; compliant IRB minutes for COI/ recusals/vote counts;
46 23 Sioux Falls H 06/21/2011||document primary member for whom alternates are substituting; ensure changes in IRB roster
are submitted to ORO CO. CASE CLOSED
Remedial actions: Updated IRB SOPs missing RDC approval; annual review of subcommittees
47 || 23 Sioux Falls R [[06/21/2011||completed without vote by members; review of Dec/Jan RDC minutes for annual review. CASE
CLOSED
VA Connecticut Remedial Actions: Document ISO/PO review; IRB minutes; Research not to be initiated before
48 || 01 HES H 06/27/2011||R&DC approval; revise HIPAA Authorization template; complete thorough IRB reviews; obtain
CRADO approval for international research; Investigational Devise procedures. CASE CLOSED
VA Connecticut Remedial Actions: Revise R&DC Org Chart; properly constitute SRS; R&DC Annual reviews of
01 R [[06/27/2011||Subcommittees and Research Programs; annual review of publications; lapse in training CASE

\ﬁ
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VISN

Facility

Focus

Date of
Review

TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

50

05

VA Maryland
HCS

06/27/2011

Remedial actions: VA CIO waiver for VASI on OE; remediate unauthorized device on LAN;
secure paper VASI; revise HIPAA authorization template; list 7332 info on HIPAA; get proper
person rep to sign HIPAA; get & document HIPAA waivers; revise SOPs re ISO/PO roles/review;
training CASE CLOSED

‘51

02

Syracuse

06/28/2011

Remedial Actions: Facility must describe the nature and reasons for the departures from the
Guide and PHS Policy; IACUC minutes must identify the Chair and Veterinarian by name; the
OSHP must include all at-risk personnel; refrigerator signage; emergency eye wash; emergency
shower. CASE CLOSED

‘52

02

Syracuse

06/28/2011

Remedial Actions: Establish written procedures to report noncompliance & unexpected events;
must make local RSSP policies consistent & represent actual practices; label lab chemicals as
per SOP; emergency eyewash station must meet safety standards; chemical fume hood
inspection annually. CASE CLOSED

E

08

Tampa

07/12/2011

Remedial Actions: ISO review exempt research; report serious unanticipated problems and
SAEs; data destruction; exempt research appropriately; provide required IRB approval
documents to pharmacy; IRB suspend protocol if approval lapses. CASE CLOSED.

‘54

08

Tampa

07/12/2011

Remedial Actions: Create process for continuing review and oversight for which R&DC is
responsible; provide R&DC and ACOS/R approval notifications; satisfy annual review
requirements; record votes on actions in meeting minutes. CASE CLOSED.

‘55

19

VA Eastern
Colorado HCS

07/18/2011

Remedial Actions: Identify VA/affiliate research, approve VA research; MDC appointments of
VA IRB members; VA IRB member present for VA research review; Provide IRB minutes in 3
weeks; Complete pharmacy records; IRB to determine serious/continuing noncompliance. Case
closed.

‘56

19

VA Eastern
Colorado HCS

07/18/2011

Remedial Actions: R&DC must ensure all protocols are appropriately reviewed and approved
prior to initiation; completion of all required QA reviews and assessments; develop and
implement SOPs; ensure completion of mandated training; and ensure compliant R&DC and
subcommittee membership appointments

‘57

10

Dayton

07/25/2011

Remedial Actions: Update IRB membership roster/appointment letters; revise IRB MOU;
suspend study until CR review completed; revise HIPAA template; IRB determine disposition of
data; update Investigational Pharmacy binders; ISO and PO reviews to IRB; ensure ICDs
consistent with protocol. CASE CLOSED

‘58

10

Dayton

07/25/2011

Remedial Actions: Org Chart and roster updated; R&DC minutes reviewed; brief proper voting
procedures; R&DC minutes will be available; R&DC minutes accurately recorded; institute
research safety review process; conduct annual assessments of subcommittees and
publications; Scopes reviewed. CASE CLOSE

‘59

23

VA Black Hills
HCS

07/25/2011

Remedial actions: Complete VHA Pharmacy Form (#10-9012) accurately; SOPs; accurate IRB
minutes; IRB appointment letters; accurate ICD language. Remedial action completed. CASE
CLOSED.

‘60

23

VA Black Hills
HCS

07/25/2011

Remedial Actions: RDC needs to meet monthly; RDC membership composition; RDC minutes
correction; appointment letters; additions needed to RDC SOP. Remedial Actions complete.
CASE CLOSED.

E

01

Providence

08/01/2011

Remedial Actions: VASI not to be stored on non-VA OE; do not store VASI on unencrypted
removable media; do not use unencrypted removable storage devices; revise HIPAA
template/authorization language; document HIPAA waivers properly.

‘62

16

Central
Arkansas VHS

08/09/2011

Remedial Actions: Annual subcommittee evaluations; quality assurance reviews; Member
recusal during votes on own studies; accurately count/record attendance and votes; IRB not
R&DC determines human subjects research; Appointment letters specify term dates; revise
SOPs. CASE CLOSED.

B

VA Puget
Sound HCS

08/15/2011

Remedial actions: Meeting minutes; timely PO reports to IRB; expedited review findings to IRB;
HIPAA authorization content; SOPs; IRB review of noncompliance. All corrective actions
completed.

000039

OFFICE OF
RESEARCH
OVERSIGHT

VA Defining
near | EXCELLENCE
CARE | in the 21st Century




OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

- Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
VA Puget Remedial actions: Annual program quality reviews; procedures for recording accurate
‘ 64 || 20 Sound HCS R 08/15/2011 committee votes; SOPs. CASE CLOSED.
Remedial actions: VASI not to be stored on OE; secure paper with PHI; encrypted PHI on CDs;
65 |l 12 Chicago HCS | 08/29/2011 SOPs; obtain HIPAA Auth wl?e.n required; complete I?O reviews prior to research
commencement; ensure training completed as required; Pl not to depart VA with research
records. CASE CLOSED
VA Central Remedial actions: HRPP organizational chart; incident reporting; SOP revision; consent
| 66 || 00 Office . 08/30/2011 template revision; and required annual program review.
Remedial actions: Add HIPAA record retention statement; revise IRB/ICD checklist content;
. Update IRB roster and member appointments; update IRB members appt; PO review each
67 15 Columbia H 09/13/2011 protocol; ensure informed consent waiver for recruitment; IRB roster to id alt members
substitute; update SOPs. CASE CLOSED.
Remedial actions: Limit R&DC approvals to VA research; establish current MOU with affiliate
. IRB; conduct annual program reviews; ensure signed approval notifications to ACOS; upgrade
68 || 15 Columbia R 09/13/2011 PO reviews; ensure review of manuscripts; compliant SRS activities: RDC Chair term appt. CASE
CLOSED.
Remedial Actions: Encrypt VASI outside VA protected environment; restrict access to VASI; use
VA thumb drives only; secure VASI in locked cabinets; put IT equipment on proper EIL; fix
69 || 11 ||AnnArborHCS|| 1 1/09/19/201111\ b0 a4 o blate; identify all users of PHI in HIPAA: ISO/PO summary reports prior to IRB. CASE
CLOSED
Remedial Actions: Ensure overheat test is conducted annually; ensure test results are reviewed
70 || 09 Huntington A |09/19/2011||by the IACUC; address 6 facility issues (unsecured CO2 tank, recapped needles, etc) in timely
manner. CASE CLOSED.
VA Central Remedial Actions: Increase HRPP administrative resources; improve IRB protocol review and
71 17 Texas HCS H 09/20/2011 documentation; ensure drug storage compliance; revise SOPs.
VA Central Remedial Actions: Establish MOU for use of affiliate IACUC; review (and, as appropriate)
72 || 17 Texas HCS R 09/20/2011||increase administrative support; review and consolidate, revise, and/or expand SOPs; conduct
annual program reviews. Corrective actions completed, case closed.
Required Actions: Protocols and ICDs must contain compliant records retention language; IRB
73 || 04 Coatesville H 09/26/2011||meeting minutes must document attendance and vote counts; investigator files must not be
used as the IRB administrative files. All actionable items completed. Case Closed
Remedial Actions: R&D Org Chart corrected; accurate R&DC and IRB rosters; ensure compliant
74 || 04 Coatesville R 09/26/2011([SRS; education complete; completed PO and ISO reviews; signed COI forms obtained. CASE
CLOSED
VA Pittsbureh Required Actions: IRB must ensure: members recuse themselves when COI exists; new
75 || 04 HES g H 10/17/2011||protocols have HIPAA and ICD as separate documents and active protocols meet this
requirement at the CR; minutes accurately document attendance and vote. CASE CLOSED
Required Actions: R&D Org Chart and roster must be corrected; R&DC Annual reviews of
76 || 04 VA Pittsburgh R 10/17/2011 subcommittees and Research Programs, and ACOS/R&D annual quality assurance review of
HCS publications must be done; R&DC must ensure quorum when conducting business; ensure
shredder bin security. CASE CLOSED
VA South Texas Remedial actions: Revisions of SOPs (one SOP revision remaining); revision of IRB application
77 || 17 HCS H 10/17/2011||forms to distinguish VA research from affiliate research completed; clarification of IRB
alternate member designation clarified. All corrective actions completed.
| VA South Texas Remedial Actions: Obtain waiver for VASI residing on OE, account for non-VA equipment used
78 17 HCS ! 10/17/2011 for VA research. Case Closed

&
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Focus

Date of
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TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

17

VA South Texas
HCS

10/17/2011

Remedial actions: Update SOPs; R&DC to establish program objectives; R&DC review of IRB
exempt protocols; Update MOU; and R&DC approval of final subcommittee minutes. Case
closed.

23

Minneapolis

10/18/2011

Remedial actions: Ensure that an overheat test is conducted annually. CASE CLOSED

23

Minneapolis

10/18/2011

Remedial actions: Destroy exempt quantities of select toxins; conduct annual vulnerability
assessment; review research access records & safety manual annually, conduct annual drills;
review access status of personnel authorized to do research; revise policies for reporting
noncompliance. CASE CLOSED

82

16

Houston

10/24/2011

Remedial Actions: Research pharmacy records; Report suspension or termination to MCD
within 5days; sufficient detail in IRB minutes; substantial changes back to full IRB; ISO in IRB
reviews; R&DC to evaluate and monitor alternate subs process; evaluate CIRB; match SOPs &
VA policy; all signatures on scopes of practice.

83

09

VA Tennessee
Valley HCS

11/01/2011

Remedial actions: Ensure Pharmacy has oversight of all investigational drugs; IRB meeting
minutes must include actions and vote taken on actions. Remedial actions complete. CASE
CLOSED.

84

09

VA Tennessee
Valley HCS

11/01/2011

Remedial actions: update SOP for record retention language; ACOS/RDC perform adequate QA
of publications and institute policy and procedure for submission. CASE CLOSED.

20

Portland VAMC

11/14/2011

Remedial actions: Conduct the annual overheat test per VHA Use of Animals in Research
Handbook (1200.07). CASE CLOSED

86

20

Portland VAMC

11/14/2011

Remedial actions: IBC review and approval of non exempt rDNA research; R&DC conduct
annual review of IBC; conduct vulnerability assessment of research areas; properly store and
label chemical hazards; proper signage posted on research lab entrances; resolve lab findings
cited. CASE CLOSED

87

05

VA Maryland
HCS

11/28/2011

Remedial actions: Maintain accurate protocol list; Research must have R&DC approval; R&DC
must conduct initial & continuing reviews of IRB exempt protocols; Pl must provide IRB
approval to pharmacy; and IRB-approved ICDs must contain required information. CASE
CLOSED.

88

16

Gulf Coast HCS

12/12/2011

Remedial actions: Transition to updated HIPAA Authorization template; SOPs; ensure data is
appropriately categorized in protocols; harmonization of ICF, HIPAA Authorization, and
protocol; Data Repository SOPs CASE CLOSED

89

|85

04

Wilkes-Barre

12/12/2011

Remedial Actions: Draft minutes within 3 weeks; document IRB members who attend via
videoconference; maintain research records separately from administrative records, record
meeting attendance correctly. CASE CLOSED.

90

07

Atlanta

12/13/2011

Remedial actions: IACUC to ensure overheat test is conducted as described in VHA Handbook
1200.07 CASE CLOSED

‘91

07

Atlanta

12/13/2011

Remedial Actions: IBC review of non exempt rDNA research; conduct and report safety,
security, and emergency drills properly; full committee review of research involving new
hazards; proper storage and labeling of chemical hazards; post proper signage on lab
entrances; correct lab findings cited.

‘92

08

Miami

01/10/2012

Remedial Actions: Conduct annual overheat test; properly review and approve offsite research;
develop SOP for reporting research noncompliance; properly review protocols for alternatives;
review VMU SOPs annually.

B

&
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

- Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Revise expedited review procedures; Revise exempt study determinations;
Revise study recruitment procedures; revise HIPAA Authorization template; Revise record
94 || 04 Clarksburg H 01/23/2012 retention language; PO/ISO protocol review procedures; Complete training; Revise COI
policy/procedure. CASE CLOSED
Remedial Actions: RCO role clarification; Revise procedures for committee voting,
documentation and membership; Revise committee approval procedures and notifications to
9 || o4 Clarksburg R 1/23/2012 PI; 1ISO and PO review procedures revised; Satisfy requirements for Annual Reviews and quality
assurance reviews. Case Closed.
Remedial actions: Restrict access to folders; secure PHI; account for non-VA IT; decide if data
under invalid authorization may be used; document review process used to grant HIPAA
96 16 Shreveport ! 01/23/2012 waivers; obtain waivers for subject recruitment; ISO/PO assessments for exempt studies;
information security training. CASE CLOSED
Remedial Actions: Exempt protocols must meet criteria; PO review to be provided prior to IRB
97 15 VA Kansas City H 01/23/2012 review; Pl to maintain master list of subjects; IRB reviewer to sign PI notice; IRB minutes to
Medical Center document COI; IRB to review cost statement in ICD; SAE SOP to be updated. Remedial actions
complete, CASE CLOSED.
VA Kansas City 01/23/2012 Remedial Actions: Facility to address deficiencies in R&DC/ACOS/R annual QA reviews; R&DC
98 || 15 Medical Center R 1/23/201 and IRB member appointments; R&DC minutes. All actions complete. Case closed.
Remedial actions: Maintain drug logs; Investigational drugs must be stored separately;
. Pharmacy must maintain required documents; IRB must utilize expedited review appropriately;
07 Columb H ||01/24/2012
99 olumbla 124/ SOPs must be consistent with VHA policy; and HIPAA Authorizations must contain required
statements. CASE CLOSED.
Remedial Actions: R&DC must cease expedited reviews and electronic voting; PIs must have
100 || o7 Columbia R [|01/24/2012||official VA appointment; Must not approve research prior to subcommittees' full approval;
Must conduct annual reviews; and Update SOPs. CASE CLOSED
Remedial Actions: Firewall management for the system interconnection; Improve process for
101 07 Atlanta | 02/13/2012||justification of waivers of HIPAA Authorization; Improve compliance with research records
retention requirements
Remedial Actions: ACOS/R must consistently issue letters to Pl's to initiate research; secure
102 || o7 Birmingham A [[02/14/2012]|laboratory areas; establish MOU for affiliate IBC oversight; revise protocol recordkeeping
practices to comply with VHA policy
Remedial Actions: Committee approvals to Research Pharmacy; Study drugs properly labeled;
103 || o6 Durham H [[02/21/2012||Study drugs dispensed directly to subjects; investigational drugs stored separately from clinical
stock.
VA Boston Remedial Actions: HIPAA template revised; IRB Chair offered VA part-time appointment;
104 || o1 Healthcare H 02/21/2012(|delegation of authority issued to allow research drug storage outside of pharmacy; IRB SOP
System revised; obtain consent for audio recordings.
VA Boston Remedial Actions: Revised Organizational Chart, revised committee rosters, issued
ealthcare appointment letters and update s.
105 || 01 || Health R [|02/21/2012 i I d updated R&DC SOP
System
Remedial Actions: Describe recurring processes in SOP; R&DC must not conduct expedited
106 || o6 Durham R 02/22/2012||review; Ensure current training for all research staff & committee members; R&DC members
must not be appointed for terms > 3 years. CASE CLOSED.
Remedial Actions: Revision of ICD and HIPAA Authorizations templates; modification of
107 09 Louisville H 02/27/2012 previously approved ICDs and HIPAA Authorizations; revision of SOPs and practices regarding
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

case|[visNl|  Facility || Focus Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Update RDC SOPs to comply with current VHA policies; perform QA of
108 || 09 Louisville R 02/27/2012||publications; review CIRB on annual basis; accurate RDC roster information; Election of Chair
and Vice Chair
New Mexico Remedial Actions: Distinguish VA from non VA research (using VA definition of research);
109 || 18 VA HCS H 02/27/2012||monitor approval periods and ensure cessation of research upon expiration; discontinue use of
expedited review for greater than minimal risk/substantive changes.
New Mexico Remedial Actions: R&DC and ACOS/R to conduct annual QA reviews and review of
110 || 18 VA HCS R 02/27/2012([subcommittees and research program; R&DC not to use expedited review procedure; update
R&DC roster; revise SOPs. All required actions completed, case closed.
Remedial actions: Revise HIPAA Authorization template; documentation of waivers of HIPAA
111 || o9 Huntington | 03/19/2012||Authorization; SOPs; disposal of PHI in secure containers; ISO/PO review for one protocol;
affiliate IT equipment on appropriate EIL. CASE CLOSED
VA Salt Lake Remedial actions: Distinction of VA from non-VA human subject research; determinations of
- minimal risk; use of expedited review procedures; documentation for ecisions;
112 || 19 City HCS H [[03/26/2012||minimal risk f dited revi d d ion for HIPAA decisi
¥ consistency of SOPs with VHA policy; receipt, storage and dispensing of investigational drugs.
VA Salt Lake Remedial Actions: The RDC to establish SOPs; Develop program objectives; Conduct annual
113 || 19 City HCS R 03/26/2012||reviews of subcommittees and research programs; Individuals participating in VA research to
¥ be officially appointed; and Scopes to Practice to be established. CASE CLOSED.
Remedial Actions: Committee approval docs to Research Pharmacy; Direct dispense of study
drugs to subjects; all study drugs properly labeled; Reportable events are submitted and
06 Sal H ||03/27/2012
114 alem 127/ reviewed within guidelines; all personnel have scopes of practice; Greater detail of IRB
minutes. CASE CLOSED.
Remedial Actions: R&DC not use expedited review; R&DC approval to initiate research must
not occur prior to final subcommittee approval; IRB and SRS must notify R&DC of project
115 | 06 Salem R 03/27/2012 approvals via a written communication; R&DC review manuscripts before publication. CASE
CLOSED.
VA North Remedial Actions: Formalize a written policy for DMR subsequent to FCR protocol review;
116 || 08 || Florida/ south A |l03/27/2012 update PHS Assurance; document oversight of animal research at affiliate institution; provide
Georgia HCS emergency shower and eyewash stations in cagewash area; remediate specific VMU inspection
g findings.
VA North Remedial Actions: Review and document access records; Document review of multi-disciplinary
117 || 08 || Florida/ south S 03/27/2012 vulnerability assessment; Ensure annual drills are conducted; Install emergency shower &
Georaia HCS eyewash stations; Document review of semi-annual chemical inventories; remediate specific
g laboratory findings.
Remedial actions: Update SOPs; IRB report to MCD UAP, SAE, noncompliance in 5 days; amend
. template ICD to VHA policies, ensure ICD consistent with protocol; ISO/PO summary reports to
11 Detroit H ||04/02/2012
118 etrol 102/ IRB; RCO reports to IRB; identify alternates on IRB; minutes in 3 weeks; IRB member missing
training. CASE CLOSED.
Remedial Actions: SOPs and RDC minutes to be updated to comply with VHA policies; RDC to
119 || 11 Detroit R [[04/02/2012||review meeting and quorum requirements; RDC to fully satisfy requirements of annual Quality
Assurance reviews; RDC rosters to be updated to reflect current membership. CASE CLOSED.
Remedial Actions: Limit access to folders account for non-VA IT; revise noncompliant HIPAA
120 || 18 Phoenix VA | 04/03/2012 Authorization; remediate unauthorized disclosure; separate ICF and HIPAA,; revise Privacy
HCS Policy; stop requests for SSN by phone; ensure timely ISO review; revise records retention
language. CASE CLOSED
12 James A. Lovell Remedial Actions: Update SOP procedures to include FWA, MOU and IRB registrations;
121 NE Federal Health H |[04/16/2012(|investigational drug logs not overseen by licensed physician; expired IRB appointment letters.

Care Center

CASE CLOSED
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

VISN

Facility

Focus

Date of
Review

TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

12
NE

James A. Lovell
Federal Health
Care Center

04/16/2012

Remedial Actions: Form appropriate Research Safety Subcommittee; document committee
discussions; update process for finalizing committee minutes; update MOU and SOPs; monitor
training; appoint committee members; and document ISO protocol reviews. CASE CLOSED

123

16

New Orleans

04/17/2012

Remedial Actions: Obtain LOU for affiliate research pharmacy; VA Pls must provide documents
to research Pharmacy; Revise ICD text to conform with VA Policy; Review non-Vet recruitment;
I1SO PO must review IRB studies; ensure all IRB approval criteria are met; apply exemption
criteria. CASE CLOSED.

16

New Orleans

04/17/2012

Remedial Actions: Require the IACUC & SRS to provide written and signed notification of
project approvals; not use expedited review; fully satisfy annual review of subcommittee;
maintain R&DC SOPs; meet VHA membership requirements.

125

22

VA Long Beach
HS

05/07/2012

Remedial Actions: Facilitate ISO/PO reviews; No cold calling of prospective subjects; Ensure
consistent use of injury language in ICDs; Reconcile pharmacy & Research Office records;
Update SOPs. Form for offsite research approved/implemented; IND spreadsheet developed;
SOP revised. Case Closed.

126

22

VA Long Beach
HS

05/07/2012

Required Actions: Develop program objectives; Complete and document annual program and
subcommittee reviews; Appoint eligible members to R&DC; Discontinue use of expedited
approval procedures; Ensure protocol relevance to VA mission; and Establish Scopes of Practice
for all staff. CASE CLOSED.

127

03

VA New Jersey
HCS

05/14/2012

Remedial Actions: VASI on unencrypted CDs; VASI on non-VA audio recorder; affiliate IT
equipment on appropriate EIL; incomplete documentation of waivers of HIPAA Authorization;
SOPs; inaccurate deidentification of data; incomplete documentation of ISO and PO reviews;
training lapses

12

Milwaukee

05/15/2012

Remedial Actions: Provide WOC appointment for non-affiliate IRB members; comply with SAE
reporting timelines; provide documentation of justification for use of non-veterans. CASE
CLOSED

129

12

Milwaukee

05/15/2012

Remedial Actions: ACOS/R to perform annual QA of publications/CRADAs; RDC to perform
annual evaluation of subcommittees including CIRB and send summary to MCD; RDC to
approve final subcommittee minutes; RDC minutes to comply with attendance requirements.
Remedial actions complete. CASE CLOSED.

130

21

VA Northern
California HCS

06/04/2012

Required Actions: Use VA ICDs with all required elements, medical record flagging, justification
for inclusion of non-Veterans, and PO/ISO review; reevaluate study risk; ensure research stops
when studies expire, require training and VA appointments; maintain an IND study list; comply
with R

131

21

VA Northern
California HCS

06/04/2012

Remedial Actions: Approve all research engaged by the facility; QA review of CRADAs; RDC
must re-review MOUs; ensure all staff have appropriate VA appointments, scopes of practice,
credentialing and training; maintain program records; and conduct and report the outcome of
required audits.

04

Philadelphia

06/11/2012

Remedial Actions: Revise HIPAA templates; Recuse Vice-Chair IRB 1 from vote on COE studies;
Re-review all international research studies; Request ORD Off-Site Tissue Bank Waiver. CASE
CLOSED.

04

Philadelphia

06/11/2012

Remedial Actions: Revise organization chart; Complete Annual Reviews of Subcommittees; Re-
review exempt protocols; ACOS notifications to PI; Appointment letters for Committee
members; IACUC Self-assessments review with MCD; Appoint Chemical Hygiene Officer to RSS;
Annual review of pubs.; SOP compliance. CASE CLOSED

Asheville

06/19/2012

Remedial Actions: None as no regulatory or policy concern identified. Final report sent. CASE
CLOSED

Asheville

06/19/2012

Remedial Actions: Provide an accurate vote count in RDC meetings; follow their R&DC SOP.
CASE CLOSED.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

VISN

Facility

Focus

Date of
Review

TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

16

Fayetteville

06/19/2012

Remedial Actions: 1. Revise IRB MOU to reflect current VISN Director and I0s at both facilities
and to comply with current VHA research policy. CASE CLOSED.

e e
w
-

16

Fayetteville

06/19/2012

Remedial Actions: Conduct annual evaluation of the IRB; Revise R&DC SOP to describe all
recurring processes.

01

Togus

06/19/2012

Remedial Actions: Unsecured PHI in a defective collection container; incomplete waivers of
HIPAA Authorization; SOPs; inaccurate de-identification of data; Awareness of Records Control
Schedule CASE CLOSED

139

23

VA
Nebraska/Wes
t lowa HCS

06/19/2012

Required Actions: Establish research-specific plans; review research safety plans annually;
conduct annual drills to test effectiveness research-specific plans; document semiannual
chemical inventory review; ensure affiliate oversight; establish SOP for reporting; establish BSL-
3 lab safety plan.

23

Minneapolis

06/25/2012

Remedial Actions: IRB Chairs to review and sign approval notices; ICD templates to have all
VHA requirements; Pharmacy SOP needs additions; Pls to submit documents to Research
Pharmacy; RCO can't be designated as voting/non-voting IRB member; IRB chairs to be
appointed in 1 year terms. CASE CLOSED.

23

Minneapolis

6/25/2012

Remedial actions: RDC continuing review of protocols; RDC vote on final RDC minutes;
RDC/ACOS review of manuscripts and publications. CASE CLOSED.

20

Portland VAMC

07/16/2012

Remedial Actions: Discontinue noncompliant administrative approval; communicate expedited
review category in letters to Pls; specify, in appointment memoranda, status of alternate IRB
members; ensure presence of a VA representative during affiliate IRB review of VA research.
CASE CLOSED.

20

Portland VAMC

07/16/2012

Remedial Actions: Use definition of VA research; satisfy annual QA requirements; review of
CRADAs, MOUs, and subcommittees; all personnel have appointments; oversee protocols not
meeting criteria for assignment to any subcommittee; and SOPS for recurring processes.
Actions completed case closed.

02

Bath

07/23/2012

Remedial Actions: Update membership on IRB to meet VHA Handbook 1200.05 requirements.
CASE CLOSED

02

Bath

07/23/2012

Remedial Actions: Update Organization Chart; conduct all required annual reviews in full;
conduct quality assurance reviews of publications; maintain administrative files for all human
subject research protocols; records R&DC meeting vote counts accurately

146

02

Canandaigua

07/23/2012

Remedial Actions: Revise HIPAA Authorization template to include required language; Re-
review study performed at a detox facility using non VA ICD and HIPAA authorization; educate
investigators on need of CRADO waiver to conduct children research; document PO and I1SO
reviews of all active protocols

147

02

Canandaigua

07/23/2012

Remedial Actions: Update Organizational Chart; Update and revise MOU between Syracuse
VAMC and Canandaigua VAMC; R&DC must conduct annual review of all its subcommittees;
ACOS/R&D must conduct an annual quality assurance review of publications; Meeting minutes
must accurately reflect vote summaries

148

15

VA Kansas City
Medical Center

07/23/2012

Remedial Actions: Limit folder access; inventory IT; revise HIPAA and make consistent w/ICD;
HIPAA waiver for subject recruitment; correct de-identification code; ISO review in SOP; PO
review exempt studies; PO report to IRB; PO review backlog; incident reporting SOP; record
retention SOP correction

149

Augusta

07/24/2012

Remedial Actions: Research must notify Pl when approval expires; ICD must contain all
required elements; POC must sign and date ICD; Pls maintain master list; IRB minutes
document determinations; No data collection after Authorization revoked; Research can't
manage RCO
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

- Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Chair can't be a WOC; ACOS can't chair subcommittee; No expedited review;
ACOS must provide written notification to Pls; R&DC complete annual reviews of
150 |f 07 Augusta R 07/24/2012 subcommittees; No electronic voting; Subcommittees complete required activities; satisfy
requirements of annual quality reviews.
Remedial actions: Update SOPs to include need for IRB Chair/designated reviewer approval of
151 || 23 St Cloud H 7/24/2012 ||exempt research. Amend Scopes of Practice forms to include approval by Research
Coordinator(AO). CASE CLOSED.
Remedial Actions: None required; no regulatory or policy concerns identified. CASE CLOSED.
|152 23 St Cloud R 7/24/2012 a & v or policy
Remedial Actions: Ensure HIPAA authorizations or documented waivers for all research use of
153 || o6 Hampton | 08/13/2012 PHI
Remedial Actions: Ensure IACUC documentation and assessment of annual overheat test;
154 || 23 Sioux Falls A [|08/21/2012]|remove extension cord; removed locking mechanism on emergency exit; replace threshold on
exterior emergency exit door.
Remedial Actions: Conduct annual drills to assess research-specific security plan; SRS review of
155 || 23 Sioux Falls s |los/21/2012 dr|l|.re.sults conducte.d. to assess effectiveness of resea@h-speuﬁc plans.; SRS review of multi- .
disciplinary vulnerability assessments; SRS documentation of subcommittee and programmatic
activities.
VA Eastern Remedial Actions: All Investigator's Research Records must include all required
156 || 15 Kansas H 08/28/2012 'docurr.1ent'ation; Research Pharmacy reFords must contain all reql.Jirc.ed documentation for all
(Leavenworth) investigational drug protocols; PI must implement the protocol within the parameters of the
HCS IRB approval. CASE CLOSED.
VA Eastern Remedial Actions: Update local RDC and VA CIRB SOPs. CASE CLOSED.
157 || 15 Kansas HCS R [[08/28/2012
(Leavenworth)
Remedial Actions: Revise and update HRPP SOPs; ensure required representation to IRB of
158 || 20 Boise VAMC H 09/10/2012(|record; require use of photographs or video/voice recordings consent form; PO conduct
required reviews.
Required Actions: Conduct annual review of subcommittees, programs, of IRB exempt
. research; establish and implement SOPs for all recurring and required processes; review and
159 |} 20 Boise VAMC R 09/10/2012 approve subcommittee minutes; remove ineligible voting members from the R&DC; and
ensure individuals have VA appointments.
X Remedial Actions: Revise R&D organizational chart; R&DC not to use expedited review
160 || o8 Bay Pines R 9/17/2012 procedures; and complete annual program reviews. CASE CLOSED.
Remedial actions: IRB SOP revision; ICD template revision, correctly use and document of
161 || o8 Bay Pines H 9/17/2012 ||expedite review procedures; obtaining authorization for recruitment; and correctly record
recusals in minutes. CASE CLOSED.
Remedial Actions: Unsecured shred bins with exposed VASI; unsecured PHI in an interview
room; ElLs; unencrypted VASI on CDs; HIPAA Authorization template missing required element;
162 || 02 Syracuse ! 09/24/2012 incomplete waiver of HIPAA Authorization; ISO review; SOPs; undocumented research data
repository
Remedial Actions: Review and revise HRPP SOP to be consistent with VA policies; revisit IRB
163 || 03 VA New York H 10/01/2012 approval expired protocols to ensure research activities not conducted during lapse period;
Harbor HCS make draft minutes available for review within 3 weeks of the meeting; committee members
complete required training.
VA Remedial Actions: Document R&DC activities in minutes; ensure approvals are granted only
164 || 03 New York R 10/01/2012 after all 'comm|ttees have apprqveq pro;eFt; ensure committee Chairs are appointed for
Harbor HCS appropriate term; conduct continuing reviews on all exempt protocols; ACOS/R&D letter to Pl

state research can be initiated.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

case|[visNl|  Facility || Focus Date of TABLE 2. ROUTINE (PROACTIVE) ONSITE REVIEWS
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Appoint VA representatives to all IRBs of record; IRB roster to identify
. . members and each alternates; HIPAA waivers to be requested and approved prior to CPRS data
165 || 11 Indianapolis H 10/02/2012 mining; grant Category #4 exemptions properly; ensure compliant forms, templates, and
records destruction language.
Remedial Actions: RDC must conduct continuing reviews of IRB exempt protocols; RDC must
ndianapolis separate rom non-VA research; may not be a member of the an ; there
166 || 11 Indi li R 10/02/2012 VA f VA h; RCO b ber of the SRS and IACUC; th
must be an accurate protocol list; must update ORO of all IRB changes within 30 days.
167 Il 22 VA | 10/15/2012 Remedial Actions: waiver of HIPAA authorizations for recruitment from VA records; document
Loma Linda HS /15/ al HIPAA authorization waivers; encrypt all laptops.
Remedial Actions: Ensure properly constituted IACUC; establish an MOU with affiliate;
. establish local SOP on reporting; report and document annual overheat test; report in the
168 || 12 Madison A 10/23/2012 semiannual program review departures from guidelines; adhere to the triennial de novo
reviews of protocols
Remedial Actions: Establish an MOU with affiliate; ensure that access records are reviewed
169 12 Madison S 10/23/2012||weekly; ensure that the status of personnel with access to labs are reviewed semi-annually;
ensure semi-annual inventory of hazardous chemicals; establish SOP on reporting
Remedial Actions: IRB review criteria for expediting CR studies; ensure risk determination
170 || o7 Atlanta H 11/05/2012||documented; IRB SOP update and revisions; apply for CRADO waiver; revise ICD template
language.
Remedial Actions: Revise system and review exempt protocols; ensure PO and ISO reviews
171 || o7 Atlanta R 11/05/2012 |[submitted to committees; revise SOPs; complete annual reviews of subcommittees and quality
reviews; re-assess RCO functions.
VA Terms for VA information on external systems; list affiliate IT equipment; correct HIPAA
template, authorizations, SOPs (HIPAA waivers, 1058.01 reporting; study approval), waiver
172 1 17 Centﬁé;rexas ! 11/05/2012 requests, privacy policy, records retention, repositories; direct ISO/PO reports; retain original
records.
Remedial Actions: maintain investigational drug list; provide electronic copy to the Pharmacy
) service; verify exemption categories; document materials and participation of all members in
173 || 09 Lexington H |[11/06/2012 meeting minutes for IRB teleconferences; maintain current and previous membership rosters.
Case closed.
174 || 09 Lexinet. R 1/06/2012 Remedial actions: SOPs must be developed for all RDC subcommittees. CASE CLOSED.
exington
Remedial actions: Unencrypted VA laptop w/o waiver; Personal laptops onsite for research w/o
permission; ElLs; HIPAA Authorization template missing required elements; incomplete or non-
07 A t | 12/03/2012
175 ugusta 103/ existent waiver of HIPAA Authorizations; PO review; SOPs; undocumented research data
repository
VA Remedial Actions: Establish procedures for reporting noncompliance; ensure that deviations
176 || 17 || South Texas A ||12/04/2012||are scientifically justified; update whistleblower policy; ensure that all IACUC members
HCS participate in the Occupational Health Program
VA Remedial Actions: review of weekly access records; establish procedures for reporting;
semiannual inventory of hazardous chemicals; document the multidisciplinary vulnerability
a7 Sout:c'l'sexas S 12/04/2012 assessment; SRS membership; review the research security plan; establish an MOU for the use
of the IBC
ik Remedial Actions: Harmonize local policy with regulations, conduct all aspects of annual
178 || o4 Wilkes-Barre R 12/12/2012 reviews, proper committee procedures (vote count, quorum). CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 3. ONSITE REVIEWS OF BIOSAFETY LEVEL 3 (BSL-3)
RESEARCH LABORATORIES

ORO conducts routine and for-cause onsite safety and security reviews/inspections at the nine VA facilities operating BSL-3
research laboratories. Inspections may be either announced or unannounced. Where deficiencies are identified, ORO
requires that the facility develop a remediation plan and monitors implementation of the plan until remediation is complete.

Summary

Cases Continuing from Previous Calendar Year

New Cases —January 1 through March 31

New Cases — April 1 through June 30
New Cases — July 1 through September 30

New Cases — October 1 through December 31

New Cases in Calendar Year

e 6 o6 o o o o
N B, O O »r O O
n

Total Cases (Continuing Plus New) in Calendar Year

e Region Date of TABLE 3. ONSITE REVIEWS OF BSL-3 RESEARCH LABORATORIES
Review (FULL REPORT AVAILABLE UPON REQUEST)
1 Remedial actions: Verify operational functionality annually; evaluate personnel access status semi-
: February |lannually; review security plan annually; correct programmatic deficiencies promptly; document meeting
Midwest
2012 [(activities fully. CASE CLOSED
2 Remedial actions: SOPs for inventory software, anesthesia of rodents for sample collection; reporting
October |l5ncompliance; R&DC review of applicable SOPs per local requirements. CASE CLOSED
Northeast
2010
3 Remedial Actions: Verify BSL-3 facility design and operational parameters on annual basis; annual
South April review of BSL-3 safety, security, and emergency response SOPs; annual drills to evaluate the BSL-3
2011 safety, security, and emergency response; post appropriate signage to entrances of labs.
4 Remedial Actions: Propagate M. tuberculosis cultures under BSL-3 containment; decontaminate
Northeast June Powered Air Purifying Respirator prior to removal from BSL-3 lab; install hands-free operated washing
2011 |[sink in D-305; install ANSI compliant eyewash in labs.
5 S b Remedial Actions: Modify BSL-3 ventilation system to provide sustained negative directional airflow;
Northeast eptember install ANSI-compliant eyewash.
2011
6 Remedial actions: Weekly review of facility egress records for the BSL-3; appropriate containment for
West November ||centrifuge in BSL-3 laboratory; laboratory signage to include biosafety level and other relevant
2011 information. CASE CLOSED.
7 M Remedial actions: No remedial actions were identified. CASE CLOSED
ay
South 2012
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 4. ONSITE TECHNICAL ASSISTANCE REVIEWS
ORO onsite technical assistance reviews constitute an additional prospective approach to assist research programs at VA
facilities in fulfilling their responsibilities to conduct research with adequate protections for human subjects, laboratory animal
welfare, research safety, research laboratory security, research information protections, and the responsible conduct of
research. Onsite technical assistance reviews may be conducted at the request of the facility or initiated by ORO as a follow up
action to a for-cause or routine onsite review, as a targeted review to address specific areas of concern, or as a supplementary
review opportunity.
Summary
® 3 = Cases Continuing from Previous Calendar Year
® 11 = New Cases —January 1 through March 31
® 6 = New Cases — April 1 through June 30
(] = New Cases —July 1 through September 30
® 15 = New Cases — October 1 through December 31
® 39 = New Cases in Calendar Year
® 42 = Total Cases (Continuing Plus New) in Calendar Year
- Date of
Case || VISN || Facility Focus || ¢ oview TABLE 4. ONSITE TECHNICAL ASSISTANCE REVIEWS
1 Remedial actions: Complete required training; prepare training and follow up audit plan for
15 St Louis H 12/13/2011 study staff; approval of study amendment by CIRB. Remedial actions complete. Case closed.
2 Technical assistance: To review audit plan, interpersonal communication and dynamics with
23 Minneapol E 12/14/2011 research program, decision support systems in research program office and RCO office.
is CASE CLOSED
3 VA Remedial actions: Completion of the 100% re-review of the research portfolio, review and
08 Caribbean H 12/14/2011 approval of the IRB SOP. CASE CLOSED
HCS
4 VA Boston Technical assistance: Reviewed audit plan, interpersonal communication and dynamics with
01 Healthcare E 01/10/2012 ||research program, decision support systems in research program office and RCO office.
System CASE CLOSED.
5 Technical assistance: To review audit plan, interpersonal communication and dynamics with
10 Cleveland E 01/24/2012 ||research program, decision support systems in research program office and RCO office.
CASE CLOSED
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

- Date of
Case||VISN || Facility || Focus || . . TABLE 4. ONSITE TECHNICAL ASSISTANCE REVIEWS
6 VA Technical assistance provided regarding the content of the R&DC SOP and related
Northern documents, R&DC review and approval requirements for individual projects, R&DC review
21 e R 01/24/2012 . .
California processes for programmatic oversight, and procedures related to the management of
HCS research.
7 VA Technical assistance: To review audit plan, interpersonal communication and dynamics with
08 Caribbean E 01/27/2012 ||research program, decision support systems in research program office and RCO office.
HCS CASE CLOSED
8 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
17 VA North £ 1/28/2012 with research program, decision support systems in research program office and RCO
Texas HCS office, evaluated and addressed current auditing plan and progress on 2011 triennial
human subjects' auditing requirements. CASE CLOSED
9 Technical assistance visit on-site to review HRPP and RDCP, documentation in the IRB
09 Lexington p 02/02/2012 ||meeting minutes, recusals of members with conflicts of interest, maintenance of quorum,
and ongoing mentoring.
10 New Technical assistance: To review audit plan, interpersonal communication and dynamics with
18 Mexico VA E 02/08/2012 ||research program, decision support systems in research program office and RCO office.
HCS CASE CLOSED
11 VA Provided Technical Assistance regarding the ongoing need for specific R&DC and program
21 Northern R 02/13/2012 policies and SOPs, and the historical context concerning the addition of specific policy
California statements following previous ORO Routine and For-cause reviews. CASE CLOSED.
HCS
12 irmingh Technical assistance: Review of VHA Handbooks 1058.01, 1200.06 and 1200.08; review of
07 Birmingha S 02/14/2012 ||VHA Directive 2009-026; regulatory requirements, RCO audit requirements, relationship
m between VA and affiliate institutions and use of MOUs. CASE CLOSED
13 Technical Assistance Visit: Reviewed audit plan, interpersonal communication and dynamics
16 Houston E 02/28/2012 ||with research program, decision support systems in research program office and RCO
office. CASE CLOSED.
14 Technical assistance: To review audit plan, interpersonal communication and dynamics with
08 Bay Pines E 03/20/2012 ||research program, decision support systems in research program office and RCO office.
CASE CLOSED
15 Technical assistance: Reviewed audit plan, interpersonal communication and dynamics with
. research program, decision support systems in research program office and RCO office,
09 L t E 04/10/2012
exington /10/ evaluated and addressed auditing plan and progress on 2012 triennial human subjects'
auditing requirements. CASE CLOSED.
16 Technical assistance: Reviewed audit plan, interpersonal communication and dynamics with
17 VA South £ 04/23/2012 research program, decision support systems in research program office and RCO office,
Texas HCS evaluated and addressed current auditing plan and progress on triennial human subjects’
auditing requirements. CASE CLOSED
17 Technical assistance: To review audit plan, interpersonal communication and dynamics with
23 Sioux Falls E 05/16/2012 ||research program, decision support systems in research program office and RCO office.
CASE CLOSED
18 VA Technical Assistance: Document IACUC review and assessment of annual overheat test;
23 Nebraska/ A 6/19/2012 document IACUC review of deviations from the Guide during semi-annual program
West lowa evaluations and reports submitted to the Institutional Official; Add biological indicator test
HCS to sterilization QA processes. CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

- Date of
Case||VISN || Facility || Focus || o . TABLE 4. ONSITE TECHNICAL ASSISTANCE REVIEWS
19 VA Technical assistance: To review audit plan, interpersonal communication and dynamics with
08 Caribbean E 6/20/2012 ||research program, decision support systems in research program office and RCO office.
HCS CASE CLOSED.
20 VA Technical assistance: ORO recommends new MOU between VALLHCS and VASNHS for use
2 Southern P 06/20/2012 of the VALLHCS IRB aer RDC;‘c.IearIy defined ro!es for the VASNHS.A.COS/R and PO; IRB
Nevada HS members should receive additional human subjects protection training; RCO should have
access to electronic IRB records. CASE CLOSED.
21 Technical Assistance: Research engagement; limited data sets vs. de-identified data human
. biological samples; IRB determination of non-human subject research and exempt
o1 Providence H 08/08/2012 categories of human subjects research; oversight by SRS and R&DC for exempt studies.
CASE Closed.
22 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
07 Atlanta E 08/14/2012 ||with research program, decision support systems in research program office and RCO
office, evaluated and addressed current auditing plan. CASE CLOSED
23 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
07 Atlanta E 08/15/2012 ||with research program, decision support systems in research program office and RCO
office, evaluated and addressed current auditing plan. CASE CLOSED
24 hoeni Technical Assistance: The Federal Policy on Research Misconduct; VHA Handbook 1058.2
18 Phoenix M 08/21/2012 ||("Research Misconduct"); and applicable sections of VA Handbook 0700 ("Administrative
VAHCS Investigations"). CASE CLOSED.
25 Technical Assistance: To review audit plan, SOP, and research program interpersonal
2 VA San £ || 08/28/2012 ||communications with the RCO. CASE CLOSED
Diego HS
26 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
17 VA Central £ 09/19/2012 with research program, decision support systems in research program office and RCO
Texas HCS office, evaluated and addressed current auditing plan and progress on triennial human
subjects' auditing requirements. CASE CLOSED
27 Technical Assistance: The Federal Policy on Research Misconduct; VHA Handbook 1058.2
11 Detroit M 09/25/201 2 ||("Research Misconduct"); and applicable sections of VA Handbook 0700 ("Administrative
Investigations"). CASE CLOSED.
28 Southern Technical Assistance: Implementation of policies and procedures relating to the forming of
18 Arizona VA H 10/15/2012 ||an internal IRB. CASE CLOSED
HCS
29 . Technical assistance: To review audit plan, interpersonal communication and dynamics with
20 Boise E 10/16/2012 ||research program, decision support systems in research program office and RCO office.
VAMC CASE CLOSED
30 Orland Technical Assistance: SOP and template revisions; documentation of IRB meetings. CASE
rlando
CLOSED.
08 VAMC H 10/23/2012
31 Orland Technical Assistance: R&D organizational chart and SOP revisions. CASE CLOSED.
rlando
08 VAMC R 10/23/2012
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

- Date of
Case||VISN || Facility || Focus || . . TABLE 4. ONSITE TECHNICAL ASSISTANCE REVIEWS
32 Technical Assistance conducted with final Onsite TA Visit Report issued on November 14,
07 Columbia E 11/06/2012 |[2012. CASE CLOSED
33 VA Sierra Technical assistance: Reviewed audit plan, interpersonal communication and dynamics with
21 Nevada E 11/15/2012 ||research program, decision support systems in research program office and RCO office.
HCS CASE CLOSED
34 VA New Technical Assistance: key issues addressed were improved IRB processes incl. voting
York practices, timely IRB minutes, expedited review of amendments with minor changes;
03 P 11/19/2012 ) . . . -
Harbor education re: risk assessment; improved PO and ISO review process; improved protocol
HCS continuing review process.
35 VA New Technical Assistance: Key issues addressed, R&DC meeting organization; priorities for
03 York R 11/26/2012 committee. review and discussion; MOU review responsibilities; actions requiring voting.
Harbor
HCS
36 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
05 DCVAMC £ 11/29/2012 Wlt.h research program, decision support syngms in research program office arld RFIO
office, evaluated and addressed current auditing plan and progress on 2011 triennial
human subjects' auditing requirements. CASE CLOSED
37 VA New Technical Assistance: IRB disaster recovery after Hurricane Sandy, IRB oversight, procedures
03 York P 12/10/2012 and processes. CASE CLOSED
Harbor
HCS
38 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
08 Orlando £ 12/13/2012 with research program, decision support systems in research program office and RCO
VAMC office, evaluated and addressed current auditing plan and progress on 2011 triennial
human subjects' auditing requirements.
39 VA New Technical Assistance: R&DC Membership, R&DC oversight, procedures and processes,
03 York P 12/17/2012 research staff tracking of committee actions. CASE CLOSED.
Harbor
HCS
40 Technical Assistance. Advice provided regarding: the IRB and R&DC SOPs; the
2 VA San H 12/19/2012 management/documentation of IRB activities; R&DC program oversight; electronic
Diego HS portfolio management (IMedRis); and additional topics presented by the ACOS/R. CASE
CLOSED
41 Technical Assistance. Guidance provided regarding: the R&DC responsibility and authority;
01 Manchester P 12/20/2012 ||R&DC SOPs; the management/documentation of research review activities; R&DC program
oversight; and additional topics requested by the MCD. CASE CLOSED
42 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
20 VA Puget £ 3/26/2013 with research program, decision support systems in research program office and RCO
Sound HCS office, evaluated and addressed current auditing plan and progress on 2011 triennial
human subjects' auditing requirements. CASE CLOSED
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

Certain compliance cases can be evaluated and managed remotely through written communications with facility leadership
and facility compliance personnel. Among these reviews are remote reviews of apparent noncompliance that have been
identified by sources external to the facility’s HRPP. Such sources include, but are not limited to, apparent noncompliance
identified by ORO, by other VA offices, by government regulatory agencies, and by industry sponsors. Table 5 summarizes
ORO’s remote reviews of apparent noncompliance identified by such external sources. NOTE: Cases under the jurisdiction of
additional offices (for example, OIG or FDA) or involving physical infrastructure improvements may remain open for extended
periods.

Summary
® 22 = Cases Continuing from Previous Calendar Year
® 48 = New Cases —January 1 through March 31
® 30 = New Cases — April 1 through June 30
® 40 = New Cases —July 1 through September 30
® 52 = New Cases — October 1 through December 31
® 170 = New Cases in Calendar Year
® 192 = Total Cases (Continuing Plus New) in Calendar Year

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions

ORO was notified that a physician's Remedial Actions: OIG criminal investigation;
assistant recorded patient data on a results pending.
personal laptop for unknown purposes;

1 |07 MA]l Atlanta ! 06/16/2010 then left the VA. Data return was
requested. Destruction of the information
could not be confirmed.
ORO found that VASI and research data and ||Remedial Actions: Inventory of all records
records for 4 alcohol/alcoholism VA studies ||generated for the 4 VA studies; no definitive

VA San may have been destroyed (in violation of inventory of what remains in possession of
2 22 Dieeo HS | 08/23/2010||the records retention policy), disclosed, affiliate; return of some original documents to
g and/or relocated without authorization VA; PO assessment of privacy risk; ORD, VHA

when Pl left the VA and moved the studies ||Privacy, and OGC to follow-up as necessary.
to the academic affiliate. CASE CLOSED
RIPP Associate Director notification of Remedial actions: NERO inquiry underway.
possible non-compliance in study of Remedial actions pending review of facility

3 |l 12 NE Hines H 06/03/2011 educational rr'@tenals for spinal cord injured||reply to inquiry. CASE CLOSED
veterans. Facility IRB apparently approved a
verbal HIPAA Authorization for mobility
impaired SCI patients.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported disclosure of audio Remedial actions: This practice is no longer
recordings of 17 Veteran subjects to a non- ||taking place; the recordings have been deleted;
VA Va employee through unencrypted email. staff education on proper information
4 04 Pittsburgh [ 10/20/2011 ||Facility also reported incident to the NERO. ||handling. CASE CLOSED
HCS Case linked to NERO DSS# 0081-646-H
because NERO will provide primary
oversight of incident.
NSOC reported a Research Assistant WOC  [|Remedial actions: Documents were securely
employee removed full name/SSN, address, ||shredded; recruitment voluntarily suspended;
phone number (9 Veterans) from VA to staff reeducation on protocol adherence and
affiliate; asked non-study student to make ||{importance of veteran's privacy; IRB
5 06 Durham ! 10/25/2011 calls. Purpose recruitment in PTSD, determined PI will reassess and rewrite SOPs
addiction study, but protocol states that would synchronize with facility SOPs and
recruitment at VA. Primary issues HRPP; policies. CASE CLOSED
SRO to open/manage H case.
NSOC reported theft of a backpack Remedial actions: Three veterans were
VA San belonging to a research WOC employee. informed of the breach and offered credit
6 22 Diego HS | 11/03/2011 |[The backpack contained forms with PIl of protection services. CASE CLOSED
three Veterans enrolled in a prostate cancer
study.
Anonymous Report--a terminated employee||Remedial Actions: RCO to review protocols to
alleged that a Study Coordinator was added |[ensure all study staff appropriately added,
! 07 Tuscaloosa H 11/14/2011 to three protocols without IRB Approval, credentialed and have scopes. CASE CLOSED
scope-of-practice, or credentialing.
NSOC reported electronic entry of incorrect [|[Remedial actions: Veteran A returned the
W.G. (Bill) SSN on a VA ICD and HIPAA authorization paperwork containing deceased Veteran B?s
Hefner VA form that was subsequently signed by the |[PHI, completion of enrollment paperwork by
8 06 Medical | 11/16/2011 ||Veteran intended to be enrolled. The the correct veteran; Counseling, retraining and
Center Veteran did receive a copy of the form with ||oversight of new research employee; CIRB
another Veteran's SSN (deceased) and has ||determined no further action required beyond
stated he will return the forms to the VA. actions taken. CASE CLOSED
NSOC reported vulnerability in what was Remedial Actions: Affiliate immediately
thought to be a secure email system inactivated the listserv; AIB completed;
between the VA, an affiliate research transmit VASI by email only with encryption;
9 20 VA Puget | 11/21/2011 institution and possibly 25 other sites improve information security/privacy training
Sound HCS related to bone marrow transplant studies. ||for research staff; increase RCO staff; enhance
Research protocols permit transmission by |[PO/ISO audits; prepare new MOU with affiliate.
fax not via email/list serv. AIB determined
no breach of VASI
Study sponsor identified potential genetic |[Actions: Discontinue drug administration;
abnormalities from study drug treating Unblind subjects; Long-term monitoring for
10 06 Durham H 11/22/2011 ||peripheral artery disease. Drug permanently||effects. CASE CLOSED
discontinued and all subjects monitored. 5
subjects at site were on the drug.

&

000054

OFFICE OF
RESEARCH
OVERSIGHT

~A22 "~

Defining
EXCELLENCE

in the 21st Century

VA

HEALTH
CARE




OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
For cause review remote as a result of Remedial actions: Submission of a systemic
MWRO noticing a possible pattern of VHA  [[noncompliance report with regards to affiliate
. . Handbook 1058.01 noncompliance by the  |[IRB review and reporting of noncompliance
11 11 {{indianapolis H 11/23/2011 affiliate IRB in terms of how apparent reports; joint review by VA and affiliate as to
noncompliance is reviewed and the IRB processes and procedures. Remedial
timelines of their reporting. actions completed. CASE CLOSED.
DSMB report to facility providing Remedial actions: Local enrollees contacted,
notification of suspension of one treatment ||study drug discontinued, standard care
12 20 VA Puget H 12/01/2011 arm of a Phase 3 prostate cancer study due ||continued; IRB approval of study continuation
Sound HCS to higher toxicity rate (other arm remains without suspended treatment arm; sponsor-
open); more information from sponsor to directed modification of protocol and ICD.
follow.
Privacy Compliance Assurance review Remedial Actions: HIPAA Waiver obtained for
discovered a lack of HIPAA waiver for an data going forward; IRB to approved use of
exempt retrospective chart review of data previously collected; Facility revised IRB
13 06 Hampton H 12/05/2011 antipsr;chotic rzedication adherence. The revie\’; & apperaI checklists: Retllised OP & ISO
missing waiver was discovered shortly after ||checklist: RCO to conduct a final QA of
initiation of data collection. documents. CASE CLOSED
NSOC reported unencrypted transmission Remedial actions: Data transmissions were
via email and fax of research subject logs stopped immediately upon discovery; affiliate
. ) containing VA patient Pll to the affiliate will de-identify data currently in system;
14 11 |{Indianapolis ! 12/05/2011 without valid HIPAA Authorization. Number ||affiliate will no longer receive patient
of Veterans affected was 167. identifiable data; RCO to monitor action plan.
CASE CLOSED
NSOC reported transmission of an internal [|Remedial actions: Employee self-reported;
unencrypted email with attachments employee reminded to use encryption or only
New Mexico containing unredacted PHI. The document ||send redacted copies; IRB staff and employee
15 18 VA HCS | 12/09/2011 ||received unredacted was subsequently removed unencrypted email from mailboxes;
destroyed. clarified that email was not internal; facility has
clear procedures to send PHI to affiliate IRB.
CASE CLOSED
Sponsor of gene therapy for Crohn's Disease||Remedial actions: Protocol amendment; Single
notified site of external drug reactions and ||subject reconsent; Enrollment suspended; No
16 06 McGuire H 12/12/2011 discontinued high dose (4 units) but additional dosing. Sponsor final decision to
(Richmond) continued the low dose (1 unit)- enrollment ||close study drug arm. CASE CLOSED
suspended until protocol amended. No local
SAE's.
Study of veterans in persistent vegetative No non-compliance. CASE CLOSED
. states is monitoring distance recruitment
1 01 Providence H 12/15/2011 procedures for veteran who is from a
vulnerable population.
Sponsor/monitor identified noncompliance; ||IRB review determined the noncompliance was
VA a research subject received an excluded unanticipated and study related, but not
Northern concomitant medication while on protocol ||serious. The IRB directed the Pl to remove the
18 21 California H 12/16/2011 Co-Pl, sign all CPRS progress notes, ensure that
HCS procedures are conducted by qualified
personnel. CASE CLOSED
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
Continuing and serious noncompliance Remedial actions: 3 month audit of study
discovered during an affiliate protocol team's work; report of self-audit by study

. audit; one previous incident involving a VA ||team; report of the audit findings that have
19 12 Madison H 12/22/2011 subject in which lab work was missing was ||been reported to the IRB; staff training;
determined not to be serious/continuing proposal on future study management. CASE
noncompliance. CLOSED.
Funds for CIRB-approved, NIH-sponsored Remedial Actions: Assess engagement of NPCs;
SPRINT study (blood pressure intervention |(develop MOU for IRB oversight; Brief VHACO
20 00 VA Central H 12/22/2011 trial) were transferred through VA to the Institutional Official; IRB determined issue did
Office primary VA facility and being administered ||not involve noncompliance.
by its NPC. The NPC engaged in the research
without the required IRB oversight.
SMART Audit of a mental health study Remedial Actions: Copies of ICD and HIPAA
found that copies of signed ICD and HIPAA [[distribution to the enrolled subjects; Have a
VA Hudson were not given to 23 subjects immediately ||process in place to ensure all future
21 03 Valley HCS H 12/27/2011 ||following the consent process. participants receive copies immediately
following consent; Staff review 1200.05 and
receive additional hands on training in the
consenting process CASE CLOSED
NSOC reported noncompliance case Remedial actions: Pl instituted a QA plan to
VA Puget involving DNA testing on samples ensure that DNA testing is only performed with
22 20 Sound HCS H 12/28/2011 ||containing PIl without informed consent. consent; the IRB determined that the event
ORO CO RIPP team requested that WRO was not serious and did not pose risk to
manage this HRPP case. subjects.
Sponsor of new diabetes drug notified site ||[Remedial Actions: Consent form revised;
of enrollment suspension due to lack of Subject letter sent; Only subject completed
McGuire efficacy and increased adverse events. 6 study so reconsent not required; Enroliment
23 06 (Richmond) H 01/06/2012 locally enrolled, 5 finished study, 1 off study ||reopened. CASE CLOSED
drug in follow-up. Two events of syncope
(only one possibly related) no other SAE's.
Multiple protocol deviations (inadequate IRB review and acceptance of investigator
24 17 VA Central H 01/06/2012 documentation of study-specific activities) ||corrective actions, with a requirement for
Texas HCS determined to be serious but not supplemental oversight - quarterly reports for
continuing. the next two quarters. CASE CLOSED
FDA terminated an IND study due to non- Remedial actions: IND termination by FDA; PI
submission of required annual reports to suspended all subject research activities;
FDA; removal of red blood cells (RBCs) from [[Review by Affiliate IRB Chair, Research
25 10 Cincinnati H 01/09/2012 ||the study subject, labeling the cells with Compliance, General Counsel. IND application
biotin in vitro and then re-infusing the resubmitted to FDA. PI corrective action plan
labeled cells back. reviewed. Study suspended on Clinical Trials
website. CASE CLOSED
NSOC reported Misused Physical or Verbal [|Remedial actions: Pl education. CASE CLOSED
Information. Researcher published one
) . subject's name and diagnosis in a
26 23 ||Minneapolis H 01/09/2012 publication named VA Research Currents
(Dec. 2011/Jan 2012)without appropriate
signed authorization.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported loss of one HIPAA Remedial actions: UPS issued claim number for
W.G. (8ill) Authorization and two other documents damaged package; letter of notification with
He.fn.er VA due to damage of United Parcel Service offer credit protection services mailed to two
. package during shipment. It was eterans; cease including s on maile
27 06 Medical | 01/11/2012||(UPS) package during shi I v including SSN iled
Center subsequently determined that two documents. CASE CLOSED
Veteran's HIPAA Authorizations with names
and full SSNs were missing.
NSOC reported unencrypted transmission of[[Remedial Actions: Review and revise the
email from VA to Pl's account at the research team's data handling procedures;
affiliate. The email contained a file with 68 ||detailed data handling re-training conducted by
28 06 Durham | 01/19/2012 |[names and SSNs and was deleted within 5 Pl to research staff member who transmitted
minutes. Affiliate employs up to date email. CASE CLOSED
firewalls, anti-virus measures and Windows
updates at least monthly.
Novartis suspended study enrollment due [|[Remedial actions: The one study participant at
to PBM warning of increased risks found on [|facility completed treatment five months ago,
another related trial of the chronic heart and the IRB has agreed with the PI's plan to
29 16 Houston H 01/25/2012 failure study drug. IRB approval of an notify the participant by mail.
amended consent form is required before
enrollment may resume.
Sponsor of a Hepatitis C drug study notified [|Remedial actions: Enrollment hold; current
p p g y
McGuire all sites of manufacturing quality control subjects notified; amendment to modify
30 06 (Richmond) H 01/26/2012 ||issues. Enrollment suspended. All current enrollment. Analysis by sponsor has corrected
subjects to continue with existing stocks. manufacturing problems. Study to re-open.
Subject reconsented. CASE CLOSED
NSOC reported transmission of unencrypted|[Remedial actions: Employee counseling
VA Lon information containing PHI outside the VA ||training, and application for PKI; verified email
31 22 g | 01/30/2012 ||protected network to two VA patients. The ||[remained within VA; email removed from
Beach HS
information was sent to the intended sender and recipient email boxes. CASE
recipients. CLOSED
NSOC reported lost or misplaced research  [|Remedial actions: Facility confirmed the
consent form of a non-Va subject. Facility missing ICD was not a VA document. CASE
VA South ACOS determined within the 5-day CLOSED.
32 17 Texas HCS ! 01/31/2012 reporting window that the missing ICD was
not a VA document. Facility noncompliance
report not required.
NSOC reported one Veteran's ICD was Remedial actions: Pl found the misfiled missing
missing from a Rheumatoid Arthritis ICD within 5 business days; verified by
33 05 DC VAMC | 02/01/2012 ||Registry protocol. No misuse has been Research Compliance Officer. CASE CLOSED
reported. The report also stated that no
media attention is anticipated.
New Mexico NSOC reported transmission within the VA [|Remedial actions: Remedial training of staff
34 18 VA HCS | 02/01/2012 ||of an unencrypted mail containing Pll of 14 [[person; deletion of email. CASE CLOSED
research participants.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported affiliate research server Remedial actions: Close coordination between
containing VA research information VAMC and affiliate to assess and resolve issue;
Ann Arbor collected under 5 protocols(first/last name, ||more stringent server security controls
35 11 HeS [ 02/02/2012 ||address) was hacked by an email spambot. ||deployed; IRB authorized Pls to inform subjects
DTA and HIPAA Authorizations in place. of shutdown. CASE CLOSED
Investigation revealed no evidence of lost,
altered or compromised VA data.
SMART Monitor audit identified enroliment ||[Remedial Actions: Re-educating study staff on
of a non-veteran employee in a CSP study ||the inclusion and exclusion criteria; data
VA Hudson assessing the genetics of functional collected will not be submitted for analysis; Pl
36 03 Valley HCS H 02/03/2012 ||disability in schizophrenia and bipolar and staff will undergo training by CSP
disorder Coordinator; review of VHA Handbooks for
roles and responsibilities of the Pl and study
staff CASE CLOSED
NSOC reported that 527 research Remedial actions: Addressing error identified
solicitation postcards containing Veteran's |[and corrected; Pl asked local post office to
VA names and addresses were inadvertently contact them if postcards are located. CASE
37 04 Pittsburgh | 02/03/2012 ||prepared using the affiliate's return address ||{CLOSED
HCS instead of the VA facility. None have been
returned as yet. Past postcard return rate
have low percentage.
NSOC reported five completed ICDs and Remedial actions: One Veteran will be offered
HIPAA Authorizations were missing and are |[credit protection services; responsible staff
VA likely misfiled. Subsequently determined 6 [|[member let go due to disorganization and
38 01 |[Connecticut | 02/06/2012 ||were actually missing and that 5 of the 6 unreliability; Pl improving document storage
HCS documents were found misfiled. Pl believes |[and organization. CASE CLOSED
the 6th is also misfiled or inadvertently
shredded.
VA NSOC0546985 A VA Researcher Remedial actions: Inadvertent case duplication.
) disclosed date of birth information on a VA ||CASE CLOSED
39 || 12NE Hines H 02/07/2012 Patient without proper HIPAA
authorization.
NSOC ticket initially reported affiliate server [[Remedial actions: One or more affiliate servers
had been hacked; this facility is one of three ||automatically shut down upon automated
affected VA facilities. If breach did occur, intrusion signal; more stringent security
40 11 ||Battle Creek | 02/08/2012 ||compromised data would include subject controls deployed on server; IRB approved
first name, phone number and birth year. methods to consent and inform subjects of
Investigation revealed no evidence that VA [|server security breach. CASE CLOSED
data was lost, altered or compromised
NSOC ticket initially reported affiliate server [[Remedial actions: One or more affiliate servers
had been hacked; this facility is one of three ||automatically shut down upon automated
affected VA facilities. If breach did occur, intrusion signal; more stringent security
41 11 Saginaw | 02/08/2012 ||compromised data would include subject controls deployed on server; IRB approved
first name, phone number and birth year; methods to contact and inform applicable
investigation revealed no evidence VA data ||research subjects of the server security breach.
was lost, altered or compromised. CASE CLOSED
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‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported affiliate research server Remedial actions: Investigations determined no
containing VA research information in a patient information from this facility had been
42 1 Detroit | 02/09/2012 mental health study was hacked by an email||stored on the affected server. CASE CLOSED
spambot originally from Ukraine.
Investigations concluded no patients at this
facility had been consented into this study.
ORO was notified that a VA human subject's ||Remedial actions: None at this time. IRB
. PHI in a mental health study being released [|determines event is not considered serious or
43 1 Detroit H 02/10/2012 to an off-site location (affiliate) under an non-compliance. CASE CLOSED.
invalid HIPAA authorization.
NSOC reported unencrypted message Remedial actions: Responsible staff counseled;
containing full names, hone phone confirmation of email deletion; education
VA Long numbers, gender, age and ethnicity of 3 provided by ISO on VA approved email
44 22 Beach HS | 02/13/2012 ||Veterans who responded to research study ||encryption technologies. CASE CLOSED
fliers. Unencrypted email was sent within
VA network and to a Pl at the affiliate. No
evidence of data breach.
NSOC reported unencrypted transmission of|[Remedial actions: Incident was determined to
email containing PHI of 7,500 patients; be non research-related and therefore not an
VA North including date and type of surgery, patient [|ORO case. CASE CLOSED
45 17 Texas HCS : 02/13/2012 name and full SSN. Transmission path was
within VA network. Per subsequent facility
report, email was non-research-related.
Externally identified SAE (identified by Remedial actions: IRB recommended R&DC
VA sponsor monitor) reported by facility. A evaluate the training standards for clinical
Northern subject in a treatment study for atrial research coordinators; Pl education that Pl has
46 21 California H 02/14/2012 ||fibrillation experienced atrial fibrillation and |[responsibility for reporting SAEs even if has
HCS required hospitalization. The Pl was aware ||delegated to a study coordinator. Case closed.
of the event but did not report to IRB as
required.
NSOC reported transmission of internal Remedial actions: Sender attempted to recall
Central unencrypted email related to the Million message but was unsuccessful; email
47 16 Arkansas | 02/15/2012 ||Vet Program (MVP). One Veteran's home subsequently deleted from recipient's account;
VHS address and full name was contained within |[employee retraining; PKI transmission of future
the message. sensitive information. CASE CLOSED
NSOC reported unencrypted email that Remedial actions: Email deleted from all
include one patient's PHI (full name and recipient mailboxes; research team reminded
48 1 Ann Arbor | 02/16/2012 telephone #) to other research team to encrypt messages with sensitive
HCS members within the VA system and at the ||information; staff re-education; development
affiliate. of alternate communication method; revised
protocol procedures. CASE CLOSED
NSOC reported ISO found a VA employee Remedial actions: WOC employee ceased
provided unauthorized electronic access to ||training and logged off computer; VA
- . a new research WOC employee to complete |[employee's service was notified; other actions
49 10 Cincinnati ! 02/16/2012 required training and Ieftpthz WOC P pen%iryg. No PHI involved in incident. CASE
employee unattended. Facility confirmed CLOSED
that PHI was not involved.
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Case|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported inadvertent transmission of |[Remedial actions: Recipients delete the
VA Hudson unencrypted internal email containing one ||message; sender reviewed the Privacy and
50 03 | 02/16/2012 ||Veteran's PHI (DOB, full name and full SSN) ||Freedom of Information Act (FOIA) policies.
Valley HCS
v for potential enrollment in a CSP mental CASE CLOSED
health study. Recall attempt was successful.
Sponsor-instituted enroliment suspension  ||Remedial Actions: Study closed at facility.
VA Western in a Phase Il investigational new drug study [|Although study had obtained IRB approval, no
51 02 New York H 02/17/2012 of complicated intra-abdominal infections. |[subjects had signed consent forms or enrolled
HCS Suspension due to potential rapid in this study at this facility. CASE CLOSED
resistance to drug. No subjects enrolled at
this facility.
Complaint received by VA Office of Remedial Actions: Study suspended;
Inspector General on unauthorized blood Administrative Investigation Board convened to
52 10 Dayton H 02/24/2012 [|draws from an anesthesia study. Pl's investigate unauthorized blood draws. CASE
response was that he had verbal consent CLOSED
from the patients in question.
Two non-profit corporation owned servers |[Remedial actions: Servers were relocated to an
VA Boston used for VA research were not located in an ||OIT controlled server room, tagged, and
53 01 Healthcare | 02/29/2012 ||OIT controlled FISMA compliant computer ||entered into the property accountability
System room. The ISO determined there was no PHI||system. CASE CLOSED
stored on the servers.
NSOC reported transmission of an internal [[Remedial actions: PO recommended remedial
. . unencrypted email containing one Veteran's||actions to the individual who made the
o4 23 ||Minneapolis ! 03/01/2012 PHI. It was subsequently verified that the unauthorized transmission; NSOC ticket was
email remained within the VA email system. ||resolved/closed. CASE CLOSED
IRB termination of approval in two obesity [[CASE CLOSED Remedial Actions: Study
. studies under the direction of the same PI. |[terminated. One year sanction against
55 || 12 NE Hines H 03/02/2012 conducting research implemented for this PI.
Study was closed, all participants notified.
NSOC reported VA researcher sent Remedial Actions: Data removed from affiliate
spreadsheets containing PHI (dates of birth ||server; sanitization of portable IT equipment;
) . and dates of labs) from his affiliate VA VA and affiliate agreed on a sanitization
56 23 ||Minneapolis ! 03/05/2012 account to the affiliate statistician. The process of affiliate server space. CASE CLOSED
spreadsheet contained data on 3497
subjects.
NSOC report identified the conduct of Remedial actions: Physician admonished to not
VA San unapproved research by a physician who use or publish data; and Data returned to VA
B collected data on eterans. The data and/or destroyed. Case Closed.
57 22 Diego HS H 03/05/2012||coll d d 367V Thed d/ord d. Case Closed
g was entered on a personal home computer
and shared outside of the VA.
VHA Issue Brief dated 3/6/12 outlined loss |[Remedial actions: Data destroyed in part due
of VA Surgical Quality Improvement to storage device technical failure; ORO
Program (VASQIP) dataset containing concluded the dataset never left the VA
scrambled SSNs and dates of surgery by a protected environment. CASE CLOSED
58 05 DCVAMC ! 03/06/2012 facility Pl (surgical study of perioperative
hyperglycemia). Dataset had been stored on
a hard drive which had apparently been
destroyed.
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported internal unencrypted email [|Remedial actions: Data immediately deleted
containing PHI (zip codes connected to from sender and recipient's accounts; sender
59 06 Durham | 03/06/2012 subject IDs) of 2,068 subjects in a post- retraining; email privacy requirement
deployment mental health database study. ||reminders sent to all staff; staff reminded to
use share drive instead of data transmissions
via email. CASE CLOSED
ORO was notified of pneumonia study Remedial actions: Suspension; I1SO and PO
suspension due to lack of MCD and CRADO ||review of data ownership and disclosures; RCO
approval for international research. Data for-cause regulatory audit; RDC to use tracking
60 09 Louisville H 03/06/2012 ||security issues may also be an issue. system that automatically notifies staff of
Subsequent RCO For-Cause audit found annual review date; Pl receive renewal packet
lapse in RDC review (administrative error). [|30 days prior to expiration; RCO to monitor
further incidents. CASE CLOSED
For-cause review remote as a result of Remedial actions: IRB determined
noncompliance reporting and review issues [[noncompliance was not serious or continuing;
- discovered during a routine, on-site HRPP CASE CLOSED.
61 09 Louisville H 03/07/2012 review. Timelines for reporting and review
of the reports were not compliant with VHA
Handbook 1058.01.
Sponsor of Hepatitis. C study drug Remedial actions: Dosage modification for one
instructed facilities to stop using the two facility subject; protocol amendment to
McGuire highest doses and only use the lowest. One ||limplement additional safety reporting for all
62 06 (Richmond) H 03/07/2012 ||participant at the facility was switched with ||enrolled subjects; additional monitoring along
no adverse events reported. with a stopping rule. In addition, sponsor is
requiring additional safety labs at W8 and W10.
CASE CLOSED
Sponsor notified site that Hepatitis C study ||Remedial actions: Two subjects onsite stopped
drug causing unacceptable raised liver study drug and continued with background
McGuire enzyme levels. Study drug stopped and therapy. Will be followed long-term for the
63 06 (Richmond) H 03/08/2012 ||standard of care treatment given. Two remainder of the study; protocol amendment
subjects asymptomatic will be followed long||to reflect changes. Subject reconsented as
term. sponsor is supplying background therapy for
the remainder of the study. CASE CLOSED
A non-VA server used for VA research was [[Remedial actions: Removal of Non-OIT IT staff
VA Boston hacked. A thorough investigation was computer room access and OIT staff will escort
64 o1 Healthcare | 03/09/2012 conducted, including n?ferral t9 the OIG.and if access necessary; removal of admi'nistrative
System NSOC for threat analysis. Multiple technical [|access to servers not connected to air gap
experts determined no possibility of VA network. CASE CLOSED
data breach.
NSOC reported that a Pl conducted a self- Remedial actions: Two (2) Veterans will be sent
initiated review of consent forms and general notification letters; perform period
discovered that pages from two separate spot checks to ensure compliant consent and
65 16 Houston | 03/15/2012 [[ICDs were missing. The missing pages record retention processes; bi-weekly research
contained Veteran's PHI (full name and last ||team meetings; amend the protocol to include
4 SSN). telephone script and verbal consent. CASE
CLOSED
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported a research staff person Remedial actions: I1SO will provide training to
allowed a patient to self-enter data on a staff; ORO subsequently determined no PHI
66 09 Huntington | 03/16/2012 ||website using the employee's access. loss, breach, or disclosure was involved. CASE
Employee stated the patient was observed [[CLOSED
during the entire process.
NSOC reported transmission of internal Remedial actions: Recipients fully deleted
. unencrypted email attachment containin email; Compliance audit of research stud
67 07 Columbia ! 03/19/2012 PHI (exZIZsive of name or SSN). Risk s found no isspues with protocol or staffing;ystaff
category determined to be low. retraining. CASE CLOSED
NSOC reported a Pl obtained reports Remedial actions: IRB Chair education meeting
containing patient PHI through a process and stand-down with research staff and
VA not contained within a protocol and not involved employees; SOP in development for
68 04 Pittsburgh | 03/19/2012 ||approved by the IRB. In addition, the accessing clinical data by researchers; Pl
HCS employees who accessed CPRS to obtain modification of protocol for recruitment
the data were not approved by the IRB to screening will include Biostatisticians CASE
conduct this task. CLOSED
NSOC reported facility PO discovered that [[Remedial Actions: Deletion of the information
69 20 Portland H 03/23/2012 Pll of five veterans in a level of amputation ([that had been stored outside the VA; Revision
VAMC study is stored electronically outside of the ||of the study protocol, ICD, and HIPAA
VA without approval. Authorization. CASE CLOSED
NSOC reported that a facility employee Remedial actions: Documents secured and
discovered patient research information appropriate storage planned. CASE CLOSED
(informed consents, progress notes,
handwritten notes, study surveys)
70 o1 Bedford ! 03/29/2012 mistakenly thrown into the recycled trash.
Documents were never out of VA control
and the probability of unauthorized
disclosure is next to zero.
NSOC reported Pl records File cabinet Remedial actions: Notification letter will be
containing records with PHI was moved w/o ||sent to 90 identifiable Veterans out of total 116
New Mexico Pl or research staff knowledge during a affected individuals; credit monitoring for 90
71 18 VA HCS | 04/02/2012(|2011 remodeling project. Pl left facility participants; new SOP for clearing station;
without notifying research service or study now inactive and pending closure; 26
transferring study responsibility. Cabinet participants remain unidentified. CASE CLOSED
later found, but was completely empty.
NSOC reported transmission of unencrypted||Remedial actions: Emails containing PHI have
email containing an attachment regarding ||been deleted; Pl plan to use a secure limited
. . 106 subjects. Recipients were internal access drive for study team; encrypt all emails
2 23 ||Minneapolis ! 04/03/2012 except cjme messaze was sent to an with sensitive informyation. CASE »gl)_OSED
affiliate's email account. ORO to determine
if attachment contained PHI.
NSOC reported that hard copy documents [|Remedial actions: Data were fully recovered;
containing PHI were sent by inter-office education provided to relevant employees;
Phoenix VA mail without utilizing a privacy envelope. mail routing issues were resolved. CASE
73 18 HES | 04/09/2012 || The documents were exposed minimally to ||CLOSED
one VA employee who promptly reported
the incident. Report stated no data breach
occurred.
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‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported NPC employee was Remedial actions: Facility report and local
accessing VA systems without appropriate ||inquiries clarified the incident scope that no
background check or suitability process. In  ||PHI had been accessed or compromised. CASE
VA North addition, another employee knowingly CLOSED
74 17 Texas HCS ! 04/13/2012 provided his/her login credentials to NPC
employee. Facility investigated and
determined no PHI was transmitted,
removed, stolen, or destroyed.
ORO review of IRB minutes found Remedial actions: The IRB determined that the
unreported facility concerns regarding actions of the research pharmacist constituted
75 17 VA North H 04/16/2012 adequate pharmacy staffing and resources |[serious but not continuing noncompliance. The
Texas HCS and raised questions regarding the ability to |[IRB approved the RAP. CASE CLOSED.
safely conduct investigational drug studies
in compliance with all rules and regulations.
NSOC reported new occupants of a former |[Remedial actions: Documents secured and
research office found research records that ||retrieved by Research staff. Per NSOC desk,
) had not been removed. The records were in ||does not meet criteria for data breach. CASE
76 06 Asheville ! 04/17/2012 a locked file cabinet and the office door was||CLOSED
locked. New occupants unlocked file
cabinets but no data breach occurred.
NSOC reported research assistant sent an Remedial Actions: The research assistant's
email containing CSP protocol amendments |[network access and employment were
and attachments containing Veteran's terminated; study is now closed at this site;
VA Hudson PHI/PIl in a study of mental health genetics. [[OIG determined no compromise of VASI. CASE
m 03 Valley HCS ! 04/20/2012 VISN Director, CIRB, OIG, CO Issue Brief CLOSED
submitted. OIG investigation found no
veteran/research PHI was transmitted due
to VA blocking.
NSOC reported internal unencrypted email |[Remedial actions: Recipients instructed to
78 |[ 12 NE Hines | 04/27/2012 ||containing PHI (dates and cause of death) to|[double delete email. CASE CLOSED
other VA study team members.
NSOC reported transmission of "unblinded |[Remedial actions: Education provided to PI; use
blast email" to private external email of "blast" emails was approved prior; however
addresses of all 324 consented study the "blind carbon copy" (Bcc) feature was
79 08 Tampa | 04/30/2012 ||participants (active duty soldiers) on an required by VA IRB amendment in May 2012;
approved study. All participant e-mail DOD IRB also required the same Bcc
addresses were visible in the message; requirement. CASE CLOSED
however no PHI was included.
NSOC reported that two completed ICDs Remedial actions: Document security
forms were mistakenly removed from their |[education to staff; RCO verify proper storage;
VA Long secure storage location while the Pl was on ||file cabinet keys only to authorized study staff;
80 22 Beach HS | 05/02/2012 ||leave and are missing. PIl was involved but ||project is closed. CASE CLOSED
doesn't meet criteria for credit protection
services. It is presumed the ICFs were
inadvertently shredded.
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Case|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported a VA issued laptop missing [[Remedial actions: No PHI was contained on the
VA Boston from a Research investigators office. Laptop ||laptop; therefore, noncompliance did not
81 01 Healthcare | 05/08/2012 ||is encrypted, but has not been used for five ||occur. CASE CLOSED
System years. Facility provided clarification that the
laptop only contains SAS datasets.
NSOC reported some identifiable Remedial actions: Dataset corrections to
information (ages >90) was retained in a ensure proper de-identification; store only
dataset after de-identification. The dataset ||correct file on the shared server (VA and
82 06 Durham | 05/09/2012 ||was then stored on the same server as the ||affiliate); deletion of unencrypted email. CASE
affiliate, can be viewed by affiliate CLOSED
researchers. Affiliate data manager was
only person who had accessed the data.
ORO onsite review of R&DC found what Remedial actions: R&DC subcommittee
appeared to be indications that an investigation in response to ORO query; all
VA Long investigator undertook prohibited research ||concerns resolved without evidence of
83 22 Beach HS P 05/16/2012 activities including international research noncompliance; case closed.
involving autoimmune disease in pregnant
women and neonates.
NSOC reported a research employee was Remedial actions: Education provided to
using personal email account for VA-related ||employee to discontinue using personal email
84 12 [[Chicago HCS | 05/17/2012 ||issues. Investigation by 1SO and PO account. CASE CLOSED
subsequently determined no VA PHI was
sent through the personal email account.
VA NSOC reported unauthorized disclosure of [|Remedial actions: Notification letter to Veteran
85 23 Nebraska/ | 05/21/2012 PHI when research gave a Veteran another [[whose PHI was disclosed; reinforcement of
West lowa Veteran's medication. The medication was ||policy to double-check names prior to release
HCS returned unopened. of study medication. CASE CLOSED
NSOC reported collection of PHI (consisting [|Remedial Actions: Data entry has stopped; data
of dates) not approved in the protocol and ||was transferred in a secure manner, but the
86 06 Durham | 05/24/2012 ||apparent transmission of this PHI to the transfer was in violation of protocol; data
affiliate. Only de-identified data were to be ||deleted from active database and moved to
entered into affiliate database. inactive status. CASE CLOSED
NSOC reported missing/stolen Netbook Remedial actions: Non-VA equipment; not an
VA Boston controller used by a Pl as a stand-alone incident. CASE CLOSED
87 01 Healthcare | 05/24/2012 ||device. The unencrypted Netbook was OE
System and not connected to either the VA network
or the network of the PI.
NSOC Reported HIPAA form not signed by  [[Remedial Actions: None. No PHI disclosed. No
88 07 Columbia H 05/25/2012 ||subject that failed to meet screening data breech. CASE CLOSED
criteria. No PHI disclosed. No data breech.
VA North NSOC reported one laptop and five Palm Remedial Actions: Mandated 100% inventory
Florida/ Pilots were missing during a routine of all IT items; ensure all devices are properly
89 08 South | 05/25/2012||inventory. Facility subsequently reported backed up, encrypted, and turned in if no
. neither the laptop nor the Palm Pilots were [|{longer used. CASE CLOSED
Georgia HCS
ever used to collect or store PHI.

&

000064

OFFICE OF
RESEARCH
OVERSIGHT

~A32"~

VA Defining
weaur | EXCELLENCE
CARE | in the 21st Century




OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
ORD was notified that facility was unable to ||Files were subsequently located and the
. . locate CSP 560 subject records, including records have been (and remain) in a secure
90 11 ||Indianapolis ! 05/30/2012 subject specific source documents and double locked research specific storage room
informed consent forms. at the VA
NSOC Report: Eleven names with full SSN Remedial actions: Document storage SOPs put
VA New were on a research consent log with into place to prevent future incidents. CASE
03 | 05/30/2012
9 Jersey HCS /30/ signature date; log was misplaced but never ||CLOSED
lost
RCO audit found one subject enrolled in a Remedial Actions: Pl removed the subject from
92 23 Sioux Falls H 06/04/2012 ||heart failure management study who met  ||the study. Remedial actions complete, CASE
exclusion criteria. CLOSED.
Affiliate IRB and Eastern Cooperative Remedial Actions: Study is now closed at the
Oncology Group reported enrollment of VA; remaining Pl's studies restricted to 6
. ineligible VA subjects and missed study labs [[month continuing review and must have co-PI
12 Mad H 06/05/2012
93 adison /05/ for four participants enrolled in this added; Pl to receive additional human subjects
multiple myeloma trial. training; studies to receive quarterly audits;
participants notified of closure.
NSOC reported discovery in a public Remedial actions: Facility investigation found
Phoenix VA restroom of research subject's copy of ICD ||no loss of VA PHI; no remedial actions required
an uthorization that were within  ||as not a reportable event; facility will continue
94 18 HES | 06/05/2012 ||and HIPAA Authorization th ithi bl facili ill i
an undisturbed sealed envelope. Appears to||efforts to reach the subject and return the
have been left behind by the subject. envelope. CASE CLOSED
NSOC reported transmission of an internal [[Remedial Actions: Staff member education
VA Puget unencrypted email containing the name of ||regarding transmission of PHI. CASE CLOSED
9 20 Sound HCS ! 06/08/2012 one Veteran former research participant
(now deceased).
An external VA IRB found during an Remedial Actions: A review determined that
expedited continuing review that a multi- the affiliate university was not engaged in
oise site study concerning cognitive process and ||research and that noncompliance had not
96 20 ||Boise VAMC H 06/11/2012||si d i iti d h and th li had
diagnostic reasoning lacked IRB approval occurred. Case closed.
from collaborating affiliate universities.
NSOC reported internal transmission of Remedial Actions: User reeducation; user will
97 07 Tuscaloosa | 06/11/2012 unencrypted email containing one Veteran's||utilize automatic encryption option and
PHI. User immediately recalled the deselect encryption for emails not containing
message. VASI/PHI. CASE CLOSED
NSOC reported mis-faxed master study Remedial Actions: All 91 participants will be
subject list containing PHI for 91 enrolled sent notification letters; The Research PO
Phoenix VA participants. It was subsequently recovered the information from the charity.
98 18 HCS ! 06/12/2012 determined that the fax went to a local CASE CLOSED
charity and was only seen by two
employees.
NSOC reported a VA staff physician gave his [[Remedial Actions: The physician's codes have
CPRS access information and his affiliate been changed; Information Security and
research access code to a nurse who Privacy training to the MD and nurse; new
04 Clarksb! | 06/13/2012 !
99 arksburg /13/ entered CPRS progress notes on his behalf. ||Rules of Behavior signed. CASE CLOSED
Subsequently determined no PHI was
transferred from CPRS to the affiliate.
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‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported a Pl transmitted an external [[Remedial Actions: Unencrypted email with PHI
unencrypted email message to his account ||was deleted from VA and affiliate email
. at the affiliate medical school and to a co-  ||systems; email encryption training to the CoPI.
07 Columb | 06/13/2012
100 olumbia /13/ investigator. The email contained first and ||CASE CLOSED
last initial and last 4 SSN of the study
participants.
ORO notified that audit found 6 ICDs Remedial Actions: Research staff provided re-
missing page 1 of the ICD and 6 missing education of consent process, project manager
Ann Arbor HIPAA authorizations in a Vitamin D will audit completed ICDs within 7 days; no
11 H 07/02/2012
101 HCS 102/ deficiency study. HIPAA reconsent since these subjects were not
enrolled; prepare tracking document for ICD
re-audit in 3 months. CASE CLOSED.
VA Kansas NSOC reported transmission of internal Remedial Actions: All copies deleted from all
102 15 ||City Medical | 07/02/2012 ||unencrypted email containing PHI of 62 Outlook folders; CASE CLOSED.
Center individuals. No data breach.
ORO notified of the suspension of Pl Remedial Actions: Completion of new IRB
privileges to conduct research at VA facility. ||application; Establishment of adequate
103 23 ||Minneapolis H 07/17/2012 Pl wa.s not comgllant in record keeping and docum'ent management processes for.both
carrying out basic protocol and ICD essential regulatory documents; Creation of a
processes in a brain cognition study. master list of subjects enrolled to date and a
plan to maintain it going forward.
CIRB reported enrollment suspension of a Remedial Actions: LSI to report all SAEs and
VA Central PTSD study at a facility due to potential protocol deviations; RCO to conduct an audit; a
104 00 Office H 07/17/2012 ||safety concerns identified by CSP internal qualified co-investigator delegated to oversee
monitoring involving enrolling ineligible enrolled subjects.
subjects and delay in SAE reporting.
NSOC reported that an envelope containing [|Remedial Actions: Staff to visually confirm
research subject's PHI and protocol name placement of unblinding envelopes in safe;
on the outside was inadvertently processed |[protocol will be revised to include this
through the US Postal Service instead of procedure; affected Veteran will receive HIPAA
105 o1 Bedford ! 07/18/2012 being dropped off for placement in the notification letter. CASE CLOSED
hospital's safe. Envelope contained
"unblinding" info for use in case of subject
emergency.
CIRB suspends enrollment of this PTSD Remedial Actions: ACOS/R is developing an
study due to patient safety concerns: oversight and follow-up plan to ensure the
VA Kansas enrollment of ineligible participants and safety of participants currently enrolled in the
106 15 ||City Medical|| H ||07/18/2012 |[reporting of SAEs. The LS| also had study PTSD study; replace new LSI. Remedial actions
Center enrollment suspended for the Million complete. CASE CLOSED.
Veterans Program and a depression
outcomes study which are both CSP studies.
NSOC reported a research supervisor Remedial Actions: Facility subsequently
permitted the sharing of network user reported that the access description was
107 23 Minneapolis | 07/19/2012 ||accounts. This was a policy violation; no inaccurate and the individual did not
data breach occurred. inappropriately access any Government
system. CASE CLOSED
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported research study surveys with [[Remedial Actions: Certified by VACO Mental
PIl for two subjects were sent via United Health Services that the surveys were related
108 07 |[Birmingham | 07/20/2012 ||Parcel Service (UPS) but never received. to training program evaluation activities and
UPS eventually discovered and delivered not research; credit protection and HIPAA
the package. notification letters not required. CASE CLOSED
NSOC reported that during a research Remedial Actions: Staff education, VA Form
VA Boston media encounter, a TBI/PTSD researcher 5345 provided to staff with education about its
109 01 Healthcare H 07/24/2012 ||permitted a photograph to be taken of a required use if PHI is to be released.
System brain scan where the procedure date was
visible in the image.
NSOC reported a subject inadvertently took [|[Remedial Actions: Subject returned all the sign-
the subjects' sign-in sheets with his in sheets 5 days later; affected participants will
110 06 Durham | 07/25/2012 [|handouts when leaving the group meeting. ||be sent notification letter; procedure for sign-
The sign-in sheets contained names and in sheets revised. CASE CLOSED
study IDs of 49 participants.
NSOC reported inadvertent disclosure of Remedial Actions: Re-education to Pl and staff;
VA Greater subject name to the research sponsor. ensure new staff are trained; report training to
111 22 || Los Angeles | 07/30/2012||Sponsor has since de-identified the report. |[[IRB; develop checklist; Pl to verify no PII/PHI
HS prior to faxing; credit protection services not
required. CASE CLOSED
NSOC reported stolen Research computer [[Remedial Actions: Development of an internal
with the name, DoB, and SSN of 36 subjects.|[security plan (immediate transfer from the
Computer was recovered. biomedical device computer to an encrypted
112 || 12 NE Hines | 08/03/2012 thumb drive; then to a secured study-specific
folder on research server); random data
external audits; cable lock computer to cart.
CASE CLOSED
ORO identified IRB approval of PI's study of |[Remedial Actions: Study closed. PI must take
caloric needs among obese spinal cord continuing education and work with a mentor
injured patients expired. Research Service ||prior to conducting other research studies.
113 o7 Augusta H %mﬁmufmwman%AmyMWmmmw CASE CLOSED.
notified Pl that the study was approved by
the IRB and R&DC.
VA NSOC reported an ICD containing name and [[Remedial Actions: PO confirmed documents
114 04 Pittsburgh | 08/07/2012 last 4 of S?N was found on a VA shuttlfa bus. ||were destroyed. CASE CLOSED
HES It was believed that the Veteran left his own
information.
NSOC reported study team erroneously Remedial Actions: Confirmed that screening
entered three screen failures name, date of |[data has been deleted; study team has
birth, date of service to sponsor's electronic [[undergone remedial training and reminded
115 03 Northport | 08/10/2012 ||database. The entries were deleted from that all approved protocol procedures (i.e.
the database. obtaining informed consent prior to research)
be followed; document consent prior to data
transmission. CASE CLOSED
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported transmission of internal Remedial Actions: Email senders and recipients
unencrypted electronic mail containing PHI ||instructed to retract and/or delete
for one Veteran research participant. This  [[unencrypted messages; retraining provided to
116 2 Portland | 08/10/2012 case outlines the same occurrence as study team regarding email encryption
VAMC #0092-648-1 because two separate NSOC requirements. Note that remedial actions are
tickets were filed. Also relates to WRO the same for each of the three DSS cases
0091-648-H for human subjects protection ||related to this occurrence. CASE CLOSED
issue.
NSOC reported missing study files for one Remedial Actions: Systematic search conducted
san participant. It is likely the documents may |[|by research study staff and the misplaced study
. be misfiled. file was located within the overall study
117 21 F's:slsgo ! 08/13/2012 participant folders; incident did not involve
unauthorized disclosure or loss of PHI. CASE
CLOSED
NSOC reported 5 subjects' PHI was sent to  [[Remedial Actions: Coordinating Center
an affiliate central database without confirmed all data has been deleted; study
118 03 Bronx ! 08/14/2012 obtaining informed consent or HIPAA team received re-training on study procedures.
Authorization. CASE CLOSED
NSOC reported transmission of internal Remedial Actions: Sender requested that
119 || 12 NE Hines | 08/14/2012 ||unencrypted email containing a password recipient delete message from all mailboxes.
for study CDs. CASE CLOSED
NSOC reported OIT personnel installed an Remedial Actions: OIT resolved. CASE CLOSED
unauthorized File Transfer Protocol (FTP)
VA Salt Lake client (Filezilla) in the research department.
120 9 City HCS ! 08/16/2012 It was subsequently determined that VASI
was never out of VA control or transferred
outside VA.
NSOC reported two medical students were [|Remedial Actions: ISO scanned laptop and
collecting data containing PHI for two removed all data; education to medical
VA Western projects on a personal laptop and students on use and security of VA data; PI
121 02 New York | 08/16/2012 transmitting the spreadsheet via a personal |[terminated from all current/future research at
HES email account. It was subsequently facility. One of PI's 2 active studies was
determined the research had not been terminated; other was suspended and may re-
approved by the IRB; HRPP case 0060-528-H|[(open with new PI.
opened by NERO.
NSOC reported that boxes of research study [[Remedial Actions: Boxes were immediately
McGuire forms and supporting documents were retrieved for proper storage in the research
06 | 08/22/2012
122 (Richmond) /22/ found in a locked dialysis storage closet. storage area. CASE CLOSED
The records were noted to be 12 years old.
NSOC reporting two missing VA-issued Remedial Actions: Reported to VA Police and
research laptops that were turned into the |[|ISO; Upon investigation, both laptops were
IRM for updates. Investigation revealed that|{located in a IT support space. CASE CLOSED
123 05 DCVAMC ! 08/23/2012 both missing laptops were found in the
OI&T work area and were never out of VA
control.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported a research employee was Remedial Actions: Bin secured immediately; PI
disposing of VASI with names, DOB, SSNs met with facility mgmt to obtain secure bins;
into an unlocked shred bin. staff to check that shred bins are locked prior;
124 || 12 NE Hines | 08/23/2012 Pl held lab specific meeting with staff on
disposal of VASI; AO/R reminded all research
staff via email of VASI disposal procures. CASE
CLOSED
ORO was notified that a subject took 40 Remedial Actions: Patient education on taking
extra doses of the study medication medication; ICDs signed on day obtained;
Polyphenon E (Green Tea) in a prostate patients screened in real time only; patient
125 16 Shreveport H 08/23/2012 ||cancer study. Subsequent liver function must bring study medications to first visit; pen
studies were within normal limits. must be used in medical record; reason for
Enrollment of an ineligible subject also withdrawal must be noted.
occurred.
RCO regulatory audit of treatment based Remedial actions: Pl voluntarily halted active
cardiac rehabilitation protocol for enrollee |[enrollment. IRB votes to terminate study. Pl to
126 15 Columbia H 08/28/2012 ||eligibility errors; missing inclusion/exclusion ||appeal. CASE CLOSED.
documentation; ineligible subject
enrollment; inconsistent data points.
Sponsor notified facility that an Remedial Actions: Subject notified; Reconsent
investigational Hepatitis C drug has been not required; EKG done and was normal. CASE
McGuire placed on partial clinical hold by FDA CLOSED
127 06 ) H 09/04/2012 ||because of possible cardiac risks. One
(Richmond) X .
subject at facility ended study drug 6
months ago. The subject will be notified and
have EKG.
NSOC reported the loss of 14 case studies Remedial Actions: Veterans were identified and
by a physician and researcher. Case studies ||offered credit monitoring; former study
consisted of participant CRFs and coordinator contacted but no further details
128 07 Charleston | 09/07/2012 ||corresponding source documentation, were provided; verified that former
including PHI. Files were last seen with coordinator's other research folders were
Study Coordinator who left VA accounted for. CASE CLOSED
employment.
ORO was notified of programmatic Remedial Actions: further education for IRB
noncompliance on a autoimmune arthritis  ||reviewers; PO will now review all protocols
. study for incorrect protocol assignment of ||including exempt. Remedial actions complete.
129 09 Memphis H 09/07/2012 exen\:ption status, rrpﬁssing PO/ISgO review, Case Clogsed. P P
missing HIPAA waiver, missing verbal
consent approval, and use of non-Veterans.
NSOC reported a previously unaccounted Remedial Actions: A loan agreement between
Phoenix VA for sponsor laptop was missing. It was sponsor and NPC will be executed; sponsor-
130 18 HES | 09/07/2012 ||subsequently returned by a former NPC owned equipment will be inventoried;
employee. education to current staff; evaluation of hard
drive for PHI.
VA Puget NSOC reported unencrypted internal email [[Remedial Actions: No data breach. CASE
131 20 | 09/12/2012||containing a HIPAA Authorization with CLOSED
Sound HCS o
unspecified PHI.
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported theft of a personal laptop Remedial Actions: Credit monitoring for one
and one paper document containing PHI research participant; Employee was
VA South that belonged to a WOC. The laptop was reprimanded and subsequently resigned;

132 17 Texas HCS I 09/17/2012 ||not encrypted and the WOC was not unanticipated problem report submitted to
authorized to store VASI on her personal IRB; Pl conducted extensive retraining for all
laptop. research staff; IRB approved Pls extensive

retraining agenda. CASE CLOSED
NSOC reported the original ICD containing [|Remedial Actions: Participant informed of
PHI for one patient was missing. Patient and|[missing document and offered credit
harmacy copies exist; also the document rotection services; search underway for

133 06 Durham ! 09/19/2012 \ﬁ/as scan::ed Fi)nto CPRS. It is suspected that pmissing ICD; SOPs were updated; sigzed copy

the original document was misfiled. of the original ICD was scanned into CPRS. CASE
CLOSED
NSOC reported a Veteran was inadvertently [[Remedial Actions: The Veteran whose PHI was
given a CPRS printout containing PHI for disclosed was offered credit protection
Phoenix VA another Veteran with the same last name. [|services; Veteran A returned Veteran B's CPRS
134 18 HCS | 09/19/2012 print out; Research Staff counseled on
minimum necessary use and recording of PHI
and not over printing CPRS chart data. CASE
CLOSED
Affiliate clinical trials monitoring committee ||Remedial Actions: Pl voluntarily suspended
found expired ICDs were used in an affiliate |[[enrollment until amendment is approved by
. . cancer biomarker study; 21 subjects did not ||IRB to update staff list; a Project Manager will

135 11 {{indianapolis H 09/20/2012 sign or date the ICDs correctly; and 3 staff  ||provide oversight at all future outside events.
who were obtaining consent were not on
the protocol.

Sponsor audit found five investigational Remedial Actions: Drug vials located and
drug(cetuximab) vials could not be disposed of as per local policy; appropriate
accounted for on a Phase Ill Lung Cancer labeling of investigational drug refrigerator; log

136 02 Syracuse H [/09/20/2012 ([trial. Other findings include logs did not update to reflect vial inventory and dose for
reflect the correct number of vials, dose of ||each treatment date; review of other protocols
each treatment and investigational drug dispensing drugs; audit of all studies approved
refrigerator not adequately labeled. to dispense drugs
NSOC reported nurse practitioner Remedial Actions: Paperwork for this closed
performing research for her advanced study is now stored in the Research
degree took research study material home ||Department; PO determined HIPAA notification

137 || 12 NE Hines | 09/21/2012 ||with her. Data was in hard copy only; not letters not required; Pl education. CASE
shared outside of the VA. Per PO/ISO CLOSED
review, data contained some HIPAA
identifiers but no names.

NSOC reported two Regulatory Research Remedial Actions: The binders were
study binders were found in a hallway. The |[immediately secured; determined HIPAA
binder contained PHI (names, phone notification letters and credit monitoring not

138 02 Albany ! Owgﬁmznmmm;mmaMSmdeml required; Pl no longer with the VA. CASE
information) of 41 participants in a closed ||CLOSED
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported transmission of an internal |[Remedial Actions: Employee follow-up PKI
unencrypted email with attachments training. CASE CLOSED
139 o1 Bedford ! 09/26/2012 containing subject PHI (VA employees/staff)
including full SSN.
VA CIRB-determined serious noncompliance [|Corrective Actions: determination of no
during continuing review of a CSP combat  ||physical harm to subject; study coordinator
New Mexico trauma PTSD study local site application. A |[reprimanded, prohibited from dispensing (or
140 18 VA HCS H 09/27/2012 |[study coordinator dispensed study assisting in dispensing) drug, not permitted
medication outside of her scope of practice ||unescorted entry to pharmacy. CASE CLOSED.
when the research pharmacist was not
available.
NSOC reported the occurrence of an Remedial Actions: Place the enroliment login a
unencrypted email with PHI of 3003 password-protected folder; staff member who
141 06 Durham | 10/02/2012 subjects sent from a VA account to an sent email was counseled and has re-taken VA
affiliate account. Human Subjects Protection training; email
deleted from all locations for both sender and
recipient. CASE CLOSED
WRO found, during review of another ORO ||Remedial Actions: Program to review ORO
VA North case 0057-549-H, consent for 5 of 8 subjects||reporting requirements; respond to ORO
142 17 Texas HCS H 10/03/2012 was not obtained prior to study inquiry. CASE CLOSED.
participation.
Sponsor notified facility of an urgent safety |[Remedial Actions: One subject on study drug
VA Palo Alto concern with study examining the antiviral |[stopped study medication; the IRB determined
143 21 H 10/11/2012 ||efficacy, safety, and tolerability of various [[that the problem was unexpected, related to
HCS
drug combinations for the treatment of the research, and harmful. CASE CLOSED.
Hepatitis C infection
Ann Arbor NSOC reported an unencrypted internal VA [[Remedial Actions: Email deleted from both
144 11 | 10/12/2012 [[email was sent without PKI and contained ||sender and receiver mailboxes in all locations;
HCS
PHI on approximately 4000 patients. email resent using PKI. CASE CLOSED
NSOC reported transmission of an internal [|[Remedial Actions: No data breach. CASE
. . unencrypted email containing an CLOSED
145 23 |[Minneapolis : 10/17/2012 attachment with four research subjects'
data.
Industry sponsor notified facility of an Remedial Actions: Study coordinator instructed
urgent safety concern in a Bardoxolone all participants to stop study drug immediately
. Methyl project (BEACON) examining the and sent sponsor letter; study close-out
12 NE H H 10/19/2012
146 ines /19/ occurrence of renal events in patients with ||procedures will be completed. CASE CLOSED
kidney disease and type 2 diabetes. No SAEs
reported for VA subjects.
Industry sponsor notified facility of an Remedial Actions: Study team contacted
urgent safety concern in a Bardoxolone subjects to stop study drug immediately; Final
Methyl project (BEACON) examining the study visits completed 12/06/12; No local AE's
06 Sal H 10/19/2012
147 alem /19/ occurrence of renal events in patients with ||which led to study closure. CASE CLOSED
kidney disease and type 2 diabetes. No SAEs
reported for VA subjects.
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‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
Industry sponsor notified facility of an Remedial Actions: One patient was active at
VA New urgent safety concern in a Bardoxolone this site. He has been contacted and study
148 03 |IYork Harbor H 10/19/2012 Methyl project (BEACON) examining the medication stopped.
HCS occurrence of renal events in patients with
kidney disease and type 2 diabetes. No SAEs
reported for VA subjects.
Industry sponsor notified facility of an Remedial Actions: Discontinue the study
urgent safety concern in a Bardoxolone medication, provide subjects follow-up
149 23 VA Neb do H 10/23/2012 Methyl project (BEACON) examining the information and conduct clinical follow-up of
not use occurrence of renal events in patients with ||{former subjects.
kidney disease and type 2 diabetes. No SAEs
reported for VA subjects.
Sponsor terminated a multisite study on Remedial Actions: Subjects contacted and
chronic kidney disease and diabetes due to |[asked to stop taking the drug; subjects
VA safety concerns (excess SAEs and mortality) ||encouraged to see their primary care
. physicians prior to the 4-week follow-up;
150 04 Pltt:t:::rgh H 10/26/2012 written notification sent to the subjects
subsequent to a phone call reiterating the
importance to stop taking the study drug. CASE
CLOSED
ORD issue brief to early terminate Remedial Action: Participating sites notified
VA Central medication of CSP #565 on treatment of
151 00 Office H 11/06/2012 diabetic nephropathy due to unexpected
side effects of study medications.
NSOC reported that a former research Remedial Actions: Since VA still owns the data,
employee has data stored offsite and the arrangements are being made for placing the
152 12 ||Chicago HCS | 11/07/2012 [[former researcher affiliate site is reluctant ||data under appropriate VA controls.
to release the data (electronic and hard
copy) back to the VA.
NSOC reported a non-GFE unencrypted Remedial Actions: All subjects notified and
laptop containing 73 research subjects PHI ||offered 1 year credit monitoring; VHA Privacy
Southern (nam(tes,I SSl;ls, contact/heilth inf;)rmation) Office dte\;ir;ql-iired data on the stolen laptop
- was stolen from a research monitor was no .
153 18 Anz:gg VA ! 11/13/2012 employed by the sponsor. A valid ICD and
HIPAA Authorization was signed by each
subject authorizing the sponsor as recipient
of the PHI.
CIRB reported a possibly related SAE CIRB preliminary determination of serious,
involving a fall with two fractures in a CSP  ||unanticipated and possibly related SAE. Based
VA Central systolic blood pressure intervention trial on additional information regarding blood
154 00 Office H 11/13/2012 pressure and posture change, CIRB final

determination SAE not related to research.
CASE CLOSED
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported six research staff in leased |[Remedial Actions: OIT will remove the local
space were using the VA Internet from a accounts; VA computer use and network access
VA local account on MAC computers to suspended from this lease space; VA
Northern remotely connect to the affiliate's email computers will be collected by facility IT staff
155 21 California ! 11/13/2012 program and server. The staff members and the hard drives erased.
HCS have not been cleared to use the VA
network. Incident did not involve PHI or
VASI.
CSP halted Protocol 565 (Combination Remedial actions: Study team to stop study
Angiotensin Receptor Blocker and drug and transition subjects to standard of
Angiotensin Converting Enzyme Inhibitor care.
) for Treatment of Diabetic Nephropathy - VA
09 M h H 11/14/2012
156 emphis /14/ Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments;
Angiotensin Receptor Blocker and evaluate subjects for safety and transfer from
Angiotensin Converting Enzyme Inhibitor study medication to standard clinical care;
. . for Treatment of Diabetic Nephropathy - VA |[complete all study exit visits within 6 weeks.
157 23 ||Minneapolis H 11/14/2012 Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments;
Angiotensin Receptor Blocker and evaluate subjects for safety and transfer from
Angiotensin Converting Enzyme Inhibitor study medication to standard clinical care;
VA North for Treatment of Diabetic Nephropathy - VA |[complete all study exit visits within 6 weeks.
158 17 Texas HCS H 11/14/2012 Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
DMC for CSP study notified facility that two- [[Remedial Actions: Participants notified by
drug study treatment in a diabetic phone and certified letter; advised to
McGuire nephropathy study was stopped by sponsor ||discontinue study medication; return to facility
159 06 . H 11/15/2012 ||for safety concerns. In addition, the for exit study visit.
(Richmond) s .
combination therapy failed to demonstrate
efficacy in lowering risk of kidney disease
progression.
CSP halted Protocol 565 (Combination Remedial Actions: Study participants to be
Angiotensin Receptor Blocker and contacted and instructed on what drugs to stop
VA Angiotensin Converting Enzyme Inhibitor taking; arrange exit visit; evaluate for safety
160 04 Pittsburgh H 11/15/2012 for Treatment of Diabetic Nephropathy - VA|land transfer particip.ants to standz?\r.d cl.inical
HeS Nephron-D study) due to high potassium care as soon as possible; send notification of

levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.

study termination to participants;
documentation in CPRS
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TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
Sponsor terminated CSP #565 study due to ||Remedial Actions: Study staff to notify
safety concerns including acute kidney participants; study close-out procedures
injury and hyperkalemia. (Study was to pending.
. assess the effect of combination of an
161 |/ 12 NE Hines H lﬂmnmza@b@mhmmmmgmwmﬁmmmr
and an angiotensin receptor blocker on
progression of kidney disease in patients
with diabetes and proteinuria.)
CSP halted Protocol 565 (Combination Remedial actions: CSP study closeout
Angiotensin Receptor Blocker and procedures completed. No adverse events.
Angiotensin Converting Enzyme Inhibitor CASE CLOSED.
for Treatment of Diabetic Nephropathy - VA
06 Durh H 11/20/2012
162 urham 120/ Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
CSP halted Protocol 565 (Combination Remedial actions: Pl letters and calls to notify
Angiotensin Receptor Blocker and participants to cease taking study drug and
VA Angiotensin Converting Enzyme Inhibitor consult primary care physicians for clinical
for Treatment of Diabetic Nephropathy - VA [[management 30-day close out visits. Reported
163 05 Ma:élgnd H 11/21/2012 Nephron-D study) due to high potassium closure to OHRP, IRB approved CAP. CASE
levels and acute changes in kidney function ||CLOSED
with combination treatment of losartan and
lisinopril.
CSP reported terminating the Nephron-D Remedial Actions: Study Treatments will be
study CSP 565 due to safety concerns. terminated as soon as feasible. All participants
164 08 Tampa H 11/23/2012 will be transferred to standard clinical care
within 6 weeks.
VA HIPAA related noncompliance identified by [[Remedial Actions: RCO provided training to the
165 271 Norther'n H 11/28/2012 ORO durlpg a routine on-sng HRPP review |[|Pl and staff regardmg consenting procgdures
California and clarified by an RCO audit in a study of ||and WRO reminded of 1058.01 reporting
HCS non-healing diabetic foot ulcers. requirements. CASE CLOSED
CSP DMC recommended termination of a Remedial Actions: Study team to stop study
. . VA sponsored diabetes study due to risk drug and transition subjects to standard of
11 Ind | H 11/29/2012
166 ndianapofis 129/ associated with study drug. Facility had 35 ||care.
subjects enrolled.
NSOC reported that data on an encrypted Remedial Actions: The matter has been
San NPC was rendered inaccessible due to assigned to an internal VA forensics team.
167 21 Francisco | 11/29/2012 ||system failure. The exact nature of the
VAMC inaccessible data is not known at this time;
an investigation is underway.
CSP is terminating a diabetic neuropathy Remedial Actions: 56 subjects to be contacted
study because of subject safety concerns. with instructions to terminate study drug;
168 12 || Milwaukee H |/11/30/2012|[This study was sponsored by the VA. Subjects to be brought into facility for study
exit visit and follow-up. Remedial actions
completed. CASE CLOSED.
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Case|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
CSP Coordinating Center notified facility of ||Remedial actions: Subjects to be taken off
VA Kansas the DMC's recommendation to close CSP study drug; subjects to complete study exit
169 15 ||City Medical|| H 11/30/2012 ||Study 565 (treatment of diabetic visit;
Center nephropathy) due to subject safety
concerns.
DMC recommended termination of CSP Remedial Actions: Subjects to be evaluation for
VA diabetic nephropathy study due to safety, taken off study drug and directed to
170 || 09 || Tennessee | H |[11/30/2012][ phropatny study v v erue .
Valley HCS increased risk to subjects. standard of care; subjects to attend a study exit
v visit. CASE CLOSED.
DMC notified facility of termination of CSP  [|Remedial actions: Subjects to be taken off
171 10 Cleveland H 12/03/2012||565 diabetic nephropathy study because of |[study drug and moved to standard of care
subject safety issue. treatment; Subjects to attend a study exit visit.
Pharmaceutical sponsor notified facility of [|[Remedial Actions: Sponsor termination of
VA Kansas termination due to safety concerns of study; subject notification to stop study drug
172 15 |[|City Medical H 12/03/2012 [|investigational drug study involving diabetic ||and complete exit procedures.
Center patients with Stage 4 chronic kidney
disease.
VA NSOC reported research employee mailed [|Remedial Actions: Employee contacted sponsor
173 23 Nebraska/ | 12/03/2012 two Veteran's rfecords toa s.ponsor without [|and reqtljestefj packet .be returned unopened.
West lowa properly redacting information. Sponsor's action pending.
HCS
Sponsor notified facility that DMC Remedial actions: Sponsor termination of
recommended termination of study; Subject contact for discontinued use of
. Pharmaceutical sponsored investigational  |[study drugs and scheduled exit follow-up with
174 |1 12 || Milwaukee || H ||12/04/2012|} (0 1 involving diabetic patients with ||P1. CASE CLOSED.
Stage 4 chronic kidney disease due to safety
concerns.
Facility reported that CSP is terminating the |[Remedial Actions: Study Treatments will be
175 07 Charleston H 12/05/2012 Nephron-D study CSP 565 due to safety te.rminated as soon as feasible. AII Participants
concerns. will be transferred to standard clinical care
within 6 weeks.
CSP reported terminating the Nephron-D Remedial Actions: Study Treatments will be
176 07 Columbia H 12/05/2012 study CSP 565 due to safety concerns. te.rmlnated as soon as feasible. AII partmpants
will be transferred to standard clinical care
within 6 weeks.
DMC recommended termination of a CSP Remedial Actions: Subjects to terminate study
177 15 St Louis H 12/05/2012 ||diabetic nephropathy study because of a drug; subjects to attend a study exit visit.
subject safety concern.
Portland NSOC reported transmission of internal Remedial Actions: Message recall and deletion
178 20 VAMC I 12/06/2012 unencrypted email containing PHI. from all mailboxes. CASE CLOSED
VA Loma DMC reported subject safety issue related [|Remedial actions: Subjects to be taken off
179 22 Linda HS H 12/07/2012 ||to one of the investigational agents in a CSP [[study drug; subjects to complete a study exit
diabetic kidney disease study. visit.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
Pharmaceutical sponsor notified facility of [[Remedial Actions: Sponsor requested
DMC's termination due to safety concerns [[termination of study, stop subject enroliment
180 10 Cincinnati H 12/11/2012 ||of an investigational drug study involving and use of investigational drug; study close out
diabetic patients with Stage 4 chronic pending.
kidney disease.
Industry sponsor notified facility of an Remedial Actions: Subjects notified to stop
urgent safety concern in a Bardoxolone taking study medication.
. Methyl project (BEACON) examining the
181 23 lowa City H 12/13/2012 occurrence of renal events in patients with
kidney disease and type 2 diabetes. Unclear
how many SAEs involved VA subjects.
Early Termination of a VA SCP study (#565), [[CSP Coordinating Center notified facility of
Portland in response to a directive from the CSP study closure for safety concerns; the IRB
182 20 VAMC H 12/13/2012 Coordinating Center. approved the close-out procedures, allowing
early termination of CSP #565.
VA
183 || 08 || caribbean H [|12/13/2012
HCS
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments;
Angiotensin Receptor Blocker and evaluate subjects for safety and transfer from
Angiotensin Converting Enzyme Inhibitor study medication to standard clinical care;
. for Treatment of Diabetic Nephropathy - VA |[complete all study exit visits within 6 weeks.
23 | Cit H 12/14/2012
184 owa tity /14/ Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
Sponsor terminated CSP #565 study due to |[Remedial Actions: Study staff notified 2
VA safety concerns related to high potassium ||participants by certified mail and will schedule
185 01 |lconnecticut H 12/14/2012 Ieyels and écut'e changes in kidney function ||for study exit visit. CASE CLOSED
HES with combination treatment. Study was to
assess the effect of two-drug combination
treatment for diabetic kidney disease.
VA Kansas FDA correspondence requests Pl to delay Remedial Actions: CASE CLOSED.
186 15 ||City Medical|| H 12/17/2012 ||further dosing and places a clinical hold on
Center the study of cocaine-reinforced behavior.
NSOC reported research packet including Remedial Actions: Veteran will be sent a
187 20 VA Puget | nﬂﬂmnrmmMmmWWmegmmmg n@MWMEMn%wmmﬂﬁmwmwm
Sound HCS incorrect Veteran; further information verify addresses and the contents of all
pending. research packets prior to mailing.
NSOC reported an unauthorized individual [[Remedial Actions: Individual removed from
attempted (with refusals) to connect role; individual's access disabled; other actions
VA Boston "hundreds of times" to the Million Veteran ||pending.
188 01 Healthcare [ 12/18/2012 [|Program production server. It also appears
System the individual somehow changed the local
security policy to allow him to act as part of
the operating system.
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‘ TABLE 5. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
‘Case VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
VA Boston NSOC reported permissions on a research Remedial Actions: The share permissions have
server were not limited to appropriate been corrected and the service account
189 o1 H(;al:tf;c;re ! 12/18/2012 personnel; one file on this server contained ||passwords have been changed; other actions
¥ passwords. pending.
NSOC reported four VA research consent Remedial Actions: The four individuals will be
VA Greater forms containing PHI for a CSP CIRB study  |[sent HIPAA notification letters; other actions
sent via UPS were received and signed for  ||pending.
190 22 Los A:Sgeles ! 12/18/2012 by research administration staff; however
the package was subsequently lost and
could not be located.
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments;
Angiotensin Receptor Blocker and evaluate subjects for safety and transfer from
VA Angiotensin Converting Enzyme Inhibitor study medication to standard clinical care;
Nebraska/ for Treatment of Diabetic Nephropathy - VA [[complete all study exit visits within 6 weeks.
191 23 West lowa H 12/18/2012 Nephron-D study) due to high potassium
HCS levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
Portland NSOC reported that RCO found PHI was Remedial Actions: Case closed with linkage to
192 20 VAMC H 12/31/2012||collected from 700 subjects without the 0102-648-H, in which management will be
appropriate IRB approval. tracked to resolution
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

The Director of each VA research facility is required to report promptly to ORO any serious or continuing noncompliance in the
facility’s research program. ORO requires that the facility develop an acceptable remediation plan and monitors
implementation of the plan until remediation is complete.

Summary

78 = Cases Continuing from Previous Calendar Year
50 = New Cases —January 1 through March 31

54 = New Cases — April 1 through June 30

60 = New Cases —July 1 through September 30

56 = New Cases — October 1 through December 31

220 = New Cases in Calendar Year

298 = Total Cases (Continuing Plus New) in Calendar Year

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
nonscientist member Oct/Nov 2006; IACUC; re-review of affected protocols;
HVAC deficiencies were not corrected in |[correcting HVAC problems; and completing
1 o7 Augusta A 03/03/2008 a timely manner, and IACUC members IACUC member training.

had not completed all training
requirements.

Facility reported that the 12 hour light Remedial actions: Continue to monitor the 12
cycle for the ARF housing rats and mice ||hour ARF light cycle manually until installation of

was nonfunctional and the lights had a permanent electronic monitor; purchase a
2 10 Cleveland A 11/17/2009 ||been on continuously for a period of monitoring system for the ARF or upgrade the
time (at least 3-4 wks). The automatic lighting system to include a monitoring and alert

light cycle failed during ARF renovations. |[system. CASE CLOSED

‘ Facility reported IACUC did not have Remedial Actions: Appointing nonscientist to
No animal harm resulted.

Facility reported multiple noncompliance [[Remedial Actions: Veterinary care; education of
problems in canine research, including Pl, study team, animal staff; extended IACUC

VA Greater excessive weight loss, lack of timely monitoring/follow-up; clinical veterinary
reporting, unapproved protocol monitoring plan; veterinary review of insulin
3 22 Los A;Sgeles A 07/26/2010 modifications; inappropriate medication [[pump and blood sampling operations;
acquisition; poor husbandry; lack of communications plan; medication log;
compliance with veterinary orders; unrestricted veterinary access. CASE CLOSED

inadequate record keeping.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported lab inspection found Remedial actions: responsible lab member
post-operative rats in spinal cord suspended from all animal studies till further
injury/regeneration studies: housed in notice; formal audits of all PI's ACORPS; assess
VA San unapproved laboratory overnight; animal care; retraining. Audits revealed further
4 22 Diego HS A 11/30/2010 ||inadequate monitoring; missing or noncompliance. Remediation is in progress.
inadequate documentation; and CASE CLOSED
performance of unapproved: surgical
procedures, test substance, use of
hazardous agent.
Facility reported unanticipated loss of Remedial actions: leak stopped by Engineering
5 21 VA Palo Alto A 12/17/2010 five caged rats in a metabolic syndrome ||Service; replace piping; VMU impact assessment.
HCS study due to leak in VMU ceiling water  ||Transferred to RSAW 02/11/11 Temporary
pipe. external heater has been installed. CASE CLOSED
San Facility reported safety incident involving [|[Remedial actions: Revision and SRS approval of
6 21 Francisco S 01/19/2011 ||a chemical. the standard operating procedures involving the
VAMC use of the hazardous chemical. CASE CLOSED
Facility reported failure in the HVAC Remedial actions: Custom fabrication of
VA North affecting one section of the VMU. All damaged coils repairs are in progress. CASE
! 17 Texas HCS A 02/27/2011 affected protocols involved mice and CLOSED
rats.
Facility reported tail biopsies were being [|[Remedial actions: IACUC investigate incident
performed on conscious adult mice IACUC recommend VMO and Pl receive counsel;
8 03 Bronx A 03/10/2011 without IACUC approval. additional training for the technician; IACUC
must approve all animal procedures prior to
initiation; incident and actions reviewed by the
IACUC CASE CLOSED
Facility reported an unanticipated Remedial Actions: Study medications are now
problem with inpatient pharmacy stored in the research pharmacy refrigerator;
vaccine refrigerator (temps too high); temp monitored manually -daily; Facility
9 05 DC VAMC H 03/11/2011 Study meds from 2 studies were stored |[|Management Service formed Integrated Project
there; sponsor instructed Pl to destroy Team (IPT) meeting weekly.
meds
Facility reported Project Suspension Remedial Actions: 1. RCO completed the for-
(MRSA rates in spinal surgery): Pl used cause audit of the study. There were no major
VA IRB-unapproved method to obtain findings; 2. IRB accepted the audit report; 3. No
. patient names; non-approved staff further response required from PI but PI must
10 04 Pltt;tétgrgh H 03/11/2011 attempted to receive Pll and send list of ||complete all research training requirements to
names to non-VA email acct. RCO Audit ||conduct future research. CASE CLOSED
to occur before IRB can review Pl's
request for study closure.
Facility reported-Inflammation in Family |[Remedial Actions: Pl will contact individuals who
Caregivers of TBI study-HIPAA agreed to be in study and obtain the
. Authorizations not obtained (5 subj.). Pt. [|[Authorizations. PO notified. All outstanding
11 |j12 NE Hines H 05/19/2011 identifiers collected for HIPAA Authorizations obtained.
screening/recruitment by interviews
using partial HIPAA Waiver

&

000079

OFFICE OF
RESEARCH
OVERSIGHT

~A47 "~

Defining
EXCELLENCE

in the 21st Century

VA

HEALTH
CARE




OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported Pl audited her own Remedial actions: Pl to obtain HIPAA
study and found HIPAA authorizations authorizations or request a waiver; reported
Oklahoma were missing for seven participants in a ||deviations to IRB.
12 16 City H 05/25/2011 tobacco-induced cancer study. Pl is trying
to contact participants to obtain signed
authorizations.
Facility reported employee conducted Remedial Actions: IRB Chair and supervisor made
unauthorized employee health behaviors ||with the student to ensure he/she is educated in
VA research. Data collected from the VHA requirements to conduct research; 2.
13 04 Pittsburgh H 05/25/2011 ||surveys of employees was to be used for ||Patient Care Services have procedures in place
HCS the employee's master's thesis work. All ||to educate nursing students that they must meet
surveys destroyed by employee, no data ||VHA requirements to conduct research. CASE
saved, analyzed. CLOSED
Facility reported substantive protocol Remedial Actions: = compliance review of
change in PTSD OEF/OIF Veterans enrollment activities completed; RCO audit of
14 02 Syracuse H 05/26/2011 ||substance misusing study implemented ||this study and another OEF/OIF study
without prior IRB approval. Breathalyzer ||completed; Pl training completed; Pl report
administered prior to consent. finalized. Enrollment reinstated.
Facility reported a Pl's personally owned [|Remedial actions: AIB completed; notification
laptop containing PHI was possibly used |[|letters to all Veterans; electronic media was
for unauthorized research; also found sanitized by IRM; case diagnostic information
15 09 Lexington | 05/27/2011 ||paper documents, other electronic files ||was shared without direct identifiers. CASE
(CDs, floppy paper, slides) and patient CLOSE
films. OIG is investigating. Reported
involved 1,900 Veteran's PHI.
Facility reported that a personally owned ||[Remedial actions: AIB determined Pl conducted
laptop containing PHI (>500 VA patients) ||research and shared PHI inappropriately; IRM
possibly used for unauthorized research; ||destroyed all e-files and computer was wiped
16 09 Lexington H 06/16/2011 ||Incident Response Team gathering clean; IRB/RDC actions postponed pending AIB
information; AIB starting to investigate results. CASE CLOSED.
Privacy and Research aspects; OIG is
investigating.
Facility reported suspension of two Remedial Actions: P.l.'s facility access
mouse protocols due to ongoing terminated; mice placed on hold until alternative
iy 02 Syracuse A 07/08/2011 misconduct investigation of NIH funded ||use is determined; notified relevant external
research activities at the affiliate. agencies CASE CLOSED
Facility reported several incidents of Remedial actions: Sepulveda alarm system
VA Greater HVAC failures within the animal facility. ||reprogrammed to contact VMU staff during
18 22 Los Angeles A 07/12/2011 ||One incident affected approximately 430 ||future HVAC failures; exhaust fans set in "fail-
HS mice. No mice died. off" position; VMU staff trained to operate
manual exhaust shut off. CASE CLOSED
Facility reported Conflict of Interest (COI) ||CASE CLOSED Remedial Actions: ACOS/R&D
on three different protocols with Pls asked all Pls to declare any COl issues by
employing family members. VISN Office, ||7/21/11. Focused RCO Audits have been
VA Western X o . X . .
19 02 New York H 07/26/2011 National Association .Of Veterans. |n.|t|ated; VISN D|rect9r |n|t|atfec.j ABOI - report in
HCS Research and Education Foundation with 3 recommendations: Policies and
(NAVREF), Non-Profit Program Office procedures (both COl and WOC) are revised,
(NPPO) and Regional Counsel were appointments for non-profit staff reviewed.
consulted.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
Facility reported: 4 missing consents(of [[Remedial Actions: Study suspended; no work on
18 reviewed), 14 consents missing samples until valid consent and HIPAA obtained
. signature or date of person obtaining pending IRB review; RCO training for both
01 Provid H 08/09/2011

20 rovidence /09/ consent, and no HIPAA Authorizations in ||students and Pl completed; RCO satisfied
a cost analysis study of non-invasive DNA ||recruiting is being done correctly; RCO
collection methods. conducted regulatory audit.

Facility reported water leak and flooding [[Remedial Actions: notify MCD; Evacuation and
of the 6th and 7th floors of the R&D inspection of 7th floor; VMU evacuation;

21 12 |chicago Hes S 08/22/2011 Department. One employee reported removal of water and debris. CASE CLOSED

g respiratory issues after the incident but
no flooding in the VMU and no animals
compromised.
VA New Facility reported lack of SRS annual Remedial actions: Study closure submitted; audit
22 03 Jersey HCS H 08/29/2011 ||review and approval for an oncology of all human research studies in need of SRS
v clinical trial. review.
Facility reported failure of SRS review for |[Remedial actions: Pl submitted materials for SRS
VA New animal study since 2004. review; study approved by SRS Aug 15, 2011;
reviewed and approved; next continuing
23 03 Jersey HCS R 08/29/2011 IACUC reviewed and d inui
4 review date will be included in ACOS notification
letter; audit for other instances underway.
Facility self report of VA funded study Remedial Actions: IRB approved plan to re-
Behavioral and Neuroimaging changes consent new and active study subjects with VA
tlanta after cognitive rehab. conducted at S. , PO an monitoring progress.

24 07 Atl H 09/16/2011 ||afi iti hab d d ICDs. RCO, PO and ISO itori
affiliate and at VA. Subjects (# unknown) [|Actions completed. Case closed.
consented using affiliate's ICD only.

Facility self report of VA funded study of ||Remedial Actions: IRB determination for re-
memory rehabilitation. Subjects enrolled ||consenting active and new study subjects w/

25 o7 Atlanta H 09/16/2011 w/ affiliate approved ICDs at affiliate (# ||[RCO,PO and ISO monitoring progress. All actions
subjects unknown) taken. Case Closed
Facility self report of two biopsies in a Remedial Actions: Privacy discussion with PO;
Hepatitis C research study that were secure data at outside facility and agreement

ronx conducted outside o without written; budgetary issues to be resolved;

26 03 B H 09/16/2011 d d ide of VA with i bud i b Ived
approval; monetary reimbursement enrollment suspended; liver biopsies suspended
issues, reporting issues. for research purposes. CASE CLOSED
Facility reported that a Pl of a vascular Remedial actions: Update the process for Pls

Martinsbur study left the VA without notification and||leaving VA employment. CASE CLOSED
27 05 VA Medicalg H 09/23/2011 did not seek IRB approval for a new PI.
Center IRB subsequently approved the new PI.
Data previously collected cannot be
used.
Facility reported a change of Pl to co-PI [[Remedial actions: Training to both Pls was
VA North which did not assign appropriate roles to ||conducted; The study was stopped and the
28 08 Florida/ H 09/23/2011 the Pl and 16 subjects were consented subjects were notified. The IRB determined not
South without Pl's appropriate scope of serious not continuing. The study is now closed.
Georgia HCS practice, this is a behavioral study of CASE CLOSED.
wheelchair use.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported MCD suspension of Remedial actions: Request RCO regulatory audit;
enrollment of new subjects in a trial of complete master log; report all SAE's to the IRB;
VA Kansas anticoagulant use for atrial fibrillation. update VA pharmacy prescriber form and FDA
29 15 ||City Medical H 09/27/2011 ||Suspension based on Pl history of non-  ||Investigator form 1572. MCD suspension lifted
Center compliance over the past year and 1/4/2012. Remedial actions complete. Case
results of two RCO audits of Pls other closed.
studies.
Facility reported suspension of Remedial actions: Change in PI; implemented
VA Kansas :nrolllTﬁdgn;of new;ubjzgts ina situdy of sitaffbc.hanggslfproto;rl t:?isning; allow e?rollment
. ) e |l diabetes and cardiovascular subject with new Pl an onsor monitor
30 15 ||City Medical H 09/27/2011 dzgths. Suspension based on IRB findings oversJight. Suspension Iiftedpjanuary 2012; PI RAP
Center . . R . .
of Investigator noncompliance in past to address delay of subject contact. Remedial
year and results of two RCO Audits. actions complete. CASE CLOSED.
Facility reported suspension of Remedial actions: Change in P1 9/1/11, PI
enrollment of new subjects in a trial of  ||initiated process changes and training of staff,
VA Kansas Type |l Diabetes and cardiovascular future Pl noncompliance may warrant research
31 15 [|City Medical H 09/27/2011 ||outcomes. Suspension based on IRB privileges revoked by MCD, allow enrollment 1
Center findings of Investigator noncompliance in||subject on trial basis with new Pl and Sponsor
past year and results of two RCO Audits. [[monitor oversight. Remedial actions complete.
CASE CLOSED.
Facility reported IRB approved Remedial Actions: All records and data
administrative termination of DNA associated with study do not have IRB approval
Banking Substudy to CSP#565, a diabetic |[and may not be used or accessed. IRB
32 10 Cleveland H 10/04/2011 ||kidney disease study involving a onetime |[determined subj. not at risk due to study
blood draw. Termination resulted from [[{termination. RCO audit to ensure no additional
expiration of the IRB approval period. study data or samples sent. ACOS contacted CSP
Study Coordinating Center. Case Closed
Facility reported IRB approved Remedial Actions: IRB determined all records
administrative termination of the and data associated with study do not have IRB
retrospective chart review study "Intra- ||approval and may not be used or accessed.
33 10 Cleveland H 10/04/2011 ||operative Predictors of Adverse Systemic issues re: communication of pending
Outcomes" due to lapse in continuing continuing reviews addressed by R&DC.
review (third occurrence). Study closed
to enrollment and in data analysis.
VA Illiana Facility reported that IRB failed to Facility in process of program closure by end of
34 1 Healthcare H 10/04/2011 accurately doc.umer)t approva.ls, a.nd December, 2011. Program closed January 24,
System Rese.arch Service failed to maTmtaln 2011.
requirements and protocol binders.
Facility reported medication Remedial Actions: IRB to review this event at
administration error in a blinded October 20, 2011 meeting. CASE CLOSED
VA treatment study of skeletal related
35 01 Connecticut H 10/19/2011 ||events in Prostate Cancer patients. No
HCS severe side effects are expected;
decision made to not unblind the
participant.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
Facility reported that a PI (Hepatitis C Remedial Actions: Pl to meet with PO; secure
study) was using a Non-VA facility for data at outside facility and agreement written;
liver biopsies. Privacy issue. Pl faxed budgetary issues to be resolved; enrollment
36 03 Bronx H 10/21/2011 ||PHI/PII to the offsite location (two suspended; liver biopsies suspended for
Veterans); stated it was discussed with research purposes; 2 Veterans will be offered
pts but it wasn't documented in chart or ||credit protection services. CASE CLOSED
included in the HIPAA Authorization.
Facility reported unauthorized Remedial actions: Pl provide written
transmission to affiliate of 17 audio confirmation audio/video taping not used in any
recordings for 9 subjects in a depression ||active protocols; if method used, submit UPR,
VA prevention study. The personnel that and confirm VAPHS appointment, credentialing
37 04 Pittsburgh H 10/21/2011 ||reviewed the audio tapes had no WOC and training of tape recipients, modify protocol
HCS appointment and were not credentialed ||to state consent must be obtained prior to
and privileged. Case linked to RIPP taping. CASE CLOSED
DSS#0079. NERO providing primary
oversight
Facility reported an incident of non- Remedial actions: IACUC notified Pl of incident;
compliance when mice were left IACUC developed action plan; Pl ensure proper
unattended for over an hour during coverage of all animals; Pl provide
38 08 Bay Pines A 10/25/2011 ||behavioral restraint procedure. documentation of monitoring; Pl's experiments
will be independently validated for compliance;
staff training on ethical treatment of animals.
CASE CLOSED
Facility reported that as part of a NIH Remedial actions: Immediately stop research
VA funded study, 3 human skin punch activities at VA; Pl educated on VA
biopsies collected at the affiliate were requirements; submission of new protocol to VA
39 09 \T/(:ﬂr;jsszg H 10/26/2011 processed using VA time, VA resources  ||RSS/IRB/RDC for approval. CASE CLOSED.
and equipment, and VA space without
prior approval by the VA IRB.
San FaEility riported thz recruitlment of Requlired action;:f(;ease nor:c%mpli?nt )
. subjects from a study population not enrollment, modify protocol, identify mechanism
40 21 FIS::/II%O H 10/28/2011 approved by the IRB for a simulation of ||to prevent recurrence. CASE CLOSED.
coronary artery bypass graft study.
VA North Facility reported unanticipated loss of life|[Remedial Actions: Husbandry staff training;
Florida/ in rats. revise procedures for health monitoring to
41 08 South A 10/31/2011 ensure timely veterinary notification; submission
Georgia HCS of protocol amendment to revise endpoint
criteria. CASE CLOSED.
Facility reported that CIRB suspended Remedial actions: Study suspended; complete
multi-site Hepatitis C and Depression audits of study files at all sites; re-consent of
42 16 Houston H 11/03/2011 study due to use of an amended ICD participants enrolled with the unapproved ICD
without prior approval.
Facility reported suspension of IRB Remedial actions: RCO audits at all 4 sites;
approval of a Hepatitis C study due to a ||reconsent subject; training; LSI action plan and
43 00 VA Central H 11/04/2011 finding that a local study site appeared to||weekly progress report. OIG decided not to
Office have forged IRB approval of an amended ||investigate case as the individual left VA.
informed consent document. Suspension
effective at all 4 study sites.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported a CIRB suspension of a  [|[Remedial actions: Local RCO performed
VA Greater multisite study of hepatitis C and requested audit of the local study file and
44 2 Los Angeles H 11/04/2011 depression. The facility is a local site in reported to the VHA CIRB and the local R&DC;
Hs this multisite study and was not directly ||no further local action required; CIRB study
involved in the noncompliance that suspension to be managed by ORO CO; local
resulted in the CIRB suspension. case closed.
Facility Self Report of noncompliance Remedial Actions: Pl and Study Coordinator IC
based on IRB audit of VA Merit Review education; CPRS Documentation; Obtain HIPAA
study of pressure ulcer assessment in authorizations; Use current IRB stamped ICD
spinal cord injured patients; 8 ICDs version; study staff training; providing copies of
45 10 Cleveland H 11/10/2011 V\?ithout IRB sjtamp;pl HIPAA auth. not authorizationys to researchgsupl:)jects; Sgtud\’;
signed; 8 subjects not given copies of ICD ||closure w/ letter to subjects on study status; no
signature pg; (10) missing CPRS data use. CASE Closed
documentation and staff training.
Facility reports facility recruitment-only [|Remedial actions: Facility PO, ISO, HRP
study for larger affiliate study of a Coordinator, RCO provided education (approved
computer-based intervention for PTSD transport & disposal of VA PHI) to the Pl and
and addiction had unauthorized VA PHI ||staff; Pl will reassess & rewrite policies that
46 06 Durham H 11/10/2011 removed from facility and taken to synchronize use of PHI. CASE CLOSED
affiliate. An affiliate student also cold-
called prospective subjects and one
lodged a complaint with VA PO.
Facility reported investigation of mouse ||Remedial Actions: Amendments to add technical
death during experimental Plasmodium ||to protocol and transfer animals to protocol;
Portland infections. Work conducted by technician||Increased monitoring frequency of mice and
47 20 VAMC A 11/16/2011 ||not on protocol. Mice ordered and increased blood sampling to monitor
received under other protocol. IACUC parasitemia. CLOSED CASE
determined incident not to be
reportable.
Facility reported discovery of old Remedial actions: Room immediately secured;
research study files containing subject's [|all documents inventoried; inventory submitted
W.G. (Bill) names and some identifiers in storage to ORO; Regional Counsel and OIG were notified;
48 06 Hefner VA | 11/17/2011 room locked cabinets. Non-research VA removable media were recovered; 162
Medical related documents were also found. Veteran research subjects will be sent credit
Center Incident Response Team (IRT) monitoring letters; referred to Regional Counsel
immediately notified. Data breach for action. CASE CLOSED
involved approximately 2,766 individuals.
Facility self-reported that their Remedial actions: Replaced ineligible member,
representative to the IRB of Record IRB checked minutes, quorum was not lost on
49 16 Fayetteville H 11/21/2011 ||(located at another VA facility) did not votes for review items during the period when
meet the 5/8 VA employment the 5/8 VA requirement was in effect.
requirement for IRB membership.
Facility self-reported that the PI Remedial actions: PI - Prioritize communications
Central conducted PTSD research collected data ||from the IRB; Reconsent two participants
50 16 Arkansas H 11/23/2011 ||and enrolled participants after IRB recruited during lapse; IRB - automate expiration
VHS approval lapsed. notices through IRBNet Facility - self-report to
OHRP
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported that the linking Remedial Actions: Training for the PI; other
document between the data and the actions pending. CASE CLOSED.
Portland identifiers for a closed dialysis and
51 20 VAMC H 11/29/2011 depression study had not been
destroyed, and the data were not
deidentified.
Facility reported that a Pl did not Remedial Actions: Administrative hold and audit
VA Puget implement IRB required actions following||of all PI's protocols; re-consenting; CPRS
52 20 Sound HCS H 11/30/2011 ||a previous determination of consent notations; training. All corrective actions
related serious noncompliance (case completed. Case closed.
#0070-663-H) in a pulmonary study.
Facility reported full time VA Remedial actions: Pl education; CASE CLOSED
employee/part time affiliate was using
53 11 [|Indianapolis P 12/02/2011 ||non VA time and effort while conducting
human research at affiliate without RDC
approval.
Facility reported affiliate audit found IRB [[Remedial Actions: VA conducted audit with same
approval expired 3 times; incorrect ICD  ||findings; Pl reported deviations; change in
VA used for 8/100 subjects; the "evaluation [|facility personnel with creation of new Research
to consent" form was not completed or ||Service position; new SOPs established to ensure
o4 05 Ma}:\élgnd H 12/05/2011 present for 14/100; documentation of compliance with ORO reporting. CASE CLOSED.
the consent process was not present for
100/100 participants (cardiac arrhythmia
risk study).
Facility reported source documentation |[Remedial Actions: Pl retrained; Pl updated SOPs;
was not available to verify study Pl reported deviations to IRB. CASE CLOSED
VA eligibility (hip fracture study) prior to
55 05 Maryland H 12/05/2011 enrollment of 5/5 subjects; IRB approval
HCS expired 3x-no research conducted during
lapse; witness signature missing; study
procedures not performed; HIPAA signed
after data collection
Facility reported omitted HIPAA Remedial Actions: IRB asked RCO to perform a
VA Authorization for 20 of the 20 subjects Good Clinical Practice audit; IRB allowing use of
56 01 |lconnecticut H 12/06/2011 enrolled to date in a lung surgery data collected since PHI will not be disclosed
HCS observational study. outside of VA; RCO to monitor next 10
enrollments to ensure proper ICD and HIPAA
Authorization processes. CASE CLOSED
Facility reported a protocol violation in Remedial actions: Study suspension during the
using unapproved interview scripts and [|IRB's investigation and review. The RCO audited
. failure to consent 3 provider subjects for ||all informed consents and the PI's study binder.
51 08 Bay Pines H 12/07/2011 an evaluation of housing program for Pl decided to close the study due to
homeless Veterans. noncompliance determined serious by the IRB.
Reporting to OHRP completed. CASE CLOSED.
Facility reported failure to report an Remedial actions: The Pl submitted a report
unanticipated SAE in a phase Il myeloma [|after education was received from the RCO. The
58 08 Tampa H 12/09/2011 ||drug study. IRB determined the noncompliance as serious,
non-continuing. The R&DC accepted and
reported to OHRP. CASE CLOSED
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility self-reported serious Remedial actions: Development and
VA Puget noncompliance. One subject was implementation of a plan by study staff to track
59 20 & H 12/12/2011 ||enrolled in a lapsed COPD protocol. IRB approvals and ensure critical study
Sound HCS
information is disseminated to all study staff.
CASE CLOSED.
Facility reported suspension of Pl's Remedial actions: PI's research privileges
Central research privileges based upon "ongoing ||suspended by Acting ACOS/R, terminated two
global serious and continuing studies, suspended one; Pl will not be reinstated
60 16 Arl\(/al:ssas H 12/15/2011 noncompliance..." in multiple studies. until all contingencies on listed studies are
satisfied and privileges are restored. CASE
CLOSED
Facility reported an incident in which the [|Remedial actions: Loading ramp dock closed;
Animal Research Facility Manager was stop research staff from handling hazardous
injured while transporting waste to the |[animal waste; contract a vendor to remove all
61 05 DC VAMC S 12/16/2011 ||dumpster. The manager experienced hazardous waste; install dumpster closer to the
severe bruising on her left leg and upper [|Animal Research Facility. CASE CLOSED
torso. She received medical treatment
from Occupational Health.
Facility reported an incident in which Remedial actions: VMU supervisor re-emphasize
Central several mice were found dead due to the need to follow husbandry SOPs; staff
62 16 Arkansas A 12/16/2011 ||inadequate husbandry procedures. retraining; greater oversight of animal care staff;
VHS develop a protocol to help monitor animal care
technicians. CASE CLOSED
Facility reported an incident in which a Remedial actions: Notified Environmental Health
San postdoc fellow was injured while working||and Safety, Engineering, Personnel Health, and
63 21 Francisco S 12/16/2011 under the fume hood using isoflurane the SRS Chair; continue to monitor and follow up
VAMC and paraformaldehyde. The postdoc with the postdoctoral fellow's health care
suffered a needle stick and loss of provider. CASE CLOSED
consciousness.
Facility reported the Pl failed to submit [|Remedial Action: Study termination; RCO audit
the continuing review materials of this closed study. CASE CLOSED.
VA requested by the IRB. The IRB terminated
64 08 Caribbean H 12/19/2011 ||this human papilloma virus knowledge
HCS assessment study after risk assessment
was obtained and signed by the Chief of
staff and the PI.
Facility reported the Pl failed to submit  [[Remedial actions: The IRB terminated this study
VA the continuing review materials after risk assessment was obtained and signed
. requested by the IRB. The IRB terminated||by the Chief of staff and the PI. RCO audited the
65 08 Carll-ibcbsean H 12/19/2011 this study after risk assessment was closed study and had no findings. CASE CLOSED.
obtained and signed by the Chief of staff
and the Pl on an sleep apnea study.
Facility reported: a. The Principal Remedial Actions: The IRB terminated this study
Investigator (PI) failed to submit the after risk assessment was obtained and signed
VA continuing review materials requested by the Chief of staff and the PI. No Activity was
aribbean y the IRB. b. The IRB terminated this ever started. .
66 08 Caribb H 12/19/2011 ||by the IRB. b. The IRB i d thi d. CASE CLOSED
HCS study after risk assessment was obtained
and signed by the Chief of staff and the
Pl on a multiple sclerosis study.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
Facility Reported: The PI failed to submit [[Remedial actions: The IRB terminated the study
the continuing review materials after a risk assessment was reviewed. Training
VA requested by the IRB; and the IRB needs were assessed and a plan developed.
67 08 Caribbean H 12/19/2011 terminated this study after risk
HES assessment was obtained and signed by
the Chief of Staff and the Pl on a sleep
apnea associated with erectile
dysfunction study.
Facility reported noncompliance Remedial actions: Pl will submit to R&DC for
VA discovered during SRO's HRPP recent approval; Enroliment stopped until R&DC
68 05 Maryland H 12/20/2011 ||visit. A chronic heart failure study approval is obtained. CASE CLOSED.
HCS addressing depression and biobehavioral
processes did not have R&DC approval.
Facility reported a study of sedentary Remedial Actions: Modification to protocol to
VA overweight Veterans" was suspended by ||revise exclusion criteria, consent form, waiver of
. the IRB2 due to the failure of investigator||HIPAA authorization and to include power
69 04 Pltt:t:::rgh H 12/21/2011 to make modification to the protocol and||analysis Remedial actions have been completed.
provide a response to the IRB comments ||Case closed
in a timely manner.
Facility reported nurse coordinator Remedial Actions: IRB2 has reminded R&D Office
VA conducted an active protocol (Ischemic |[that conduct of research without credentialing,
. Foot Ulcer Study) without required privileging, scope of practice is a violation of VHA
70 04 Pltt;tétgrgh H 12/21/2011 credentialing and privileging. and local policies; R&D Office instructed to
thoroughly review CVs of individuals requesting
approval to conduct research. CASE CLOSED
Facility reported Pl of ischemic foot ulcer ||Remedial Actions: IRB determined no corrective
study failed to report one or more SAEs ||actions necessary since study closed; Pl will be
VA within the required timeframe. reminded for future studies to follow local and
71 04 Pittsburgh H 12/21/2011 ||Determined by IRB that SAEs not study |[VHA policies for recording and reporting SAEs.
HCS related and did not represent serious CASE CLOSED
problem involving risks to subjects or
others. Study closed.
Facility reported programmatic non- Remedial Actions: IRB SOP updated for AE
VA compliance wherein the Clinical Trials reporting; CTC staff reviewed the VAPHS AE
72 04 pittsbureh H 12/21/2011 Center (CTC) has failed to meet the reporting policy and attend the education
HCS g requirements of reporting non-serious, ||session that addressed the requirements. CASE
unanticipated adverse events according ||[CLOSED
to facility SOPs.
Facility reported the IRB failed to report ||[Remedial Actions: IRB reminded that any non-
non-compliance (Case #0062-646-H) compliances identified must be reported with 5
VA within 5 days of identification in a study |[|days; IRB1 and IRB2 have adopted a status
73 04 Pittsburgh H 12/21/2011 ||of MRSA rates in spinal surgery. Case report charting system to ensure that there is a
HCS linked Case #0062-646-H continuous scrutiny and updated actions to
resolve non compliance issues until closed. CASE
CLOSED
VA Facility reported a temporary lapse in Remedial actions: Revision and modification of
74 09 Tennessee A 12/21/2011 animal husbandry. The species affected ||the weekend coverage schedule; employee
Valley HCS were mice and rats. training regarding unscheduled leave policy.
v CASE CLOSED
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported apparent informed Remedial Actions: RCO audit. CASE CLOSED
consent and HIPAA authorization
75 02 Albany H 12/23/2011 ||documentation noncompliance on
human subject protection for a suicide
study.
Facility reported protocol change Remedial actions: IRB review of the requested
76 18 Phoenix VA H 12/23/2011 implemented prior to IRB approval. protocol c!wange (and the associated
HCS noncompliance); Pl reports all unapproved
activities. CASE CLOSED.
Internal pre-audit (prior to the RCO Remedial actions: Remedial training for Pl
Phoenix VA audit) of an asthma study identified regarding reporting requirements and
17 18 HCS H 12/23/2011 ||delinquent SAE reports and self-reported |[timeframes; IRB did not require any protocol
by facility to ORO. changes as the 4 AE and 2 SAE were not study
related. CASE CLOSED.
Facility reported Pl non-compliance with [|[Remedial actions: IRB deemed event not related
reporting requirements in study on to research participation; IRB notified Pl of SAE
78 09 Memphis H 12/29/2011 progl.'e.ssive tinn.itus management with reporting requirements. CASE CLOSED
cognitive behavioral therapy. Pl reported
SAE (death by suicide) 30 days after
discovery.
Facility reported an unauthorized Remedial actions: Student prevented further
student lacking proper training doing access; Pl submit written report to SRS; PI
research in the lab during a routine develop a checklist of requirements for new
79 06 Durham S 01/04/2012 ||safety inspection. The student was staff; future staff not allowed lab entrance prior
instructed to stop all research activity to written approval from Occupational Health
until WOC status and training were and RCO. CASE CLOSED.
completed.
Facility reported a WOC student splash Remedial actions: Eyewash protocol initiated;
with a research sample (bacterial broth) ||[Employee Health notified and a health
onto her face, neck, and hands. The assessment performed; spill area locked down
80 01 Providence S 01/04/2012 ||student was wearing a lab coat but no and cleaned; eyewash area cleaned and
safety glasses. disinfected; worker counseled on proper PPE;
change of syringe type to prevent future
occurrences. CASE CLOSED
Facility reported failure to meet a Remedial actions: Facility upgrading of heat
deadline to correct a major deficiency valves underway; completion dates set for
involving the HVAC heat valves failing in [[January 12, 2012 and March 31, 2012. CASE
VA Puget the off position so that animal rooms CLOSED
81 20 Sound HCS A 01/06/2012 cannot overheat. To date, no rooms have
overheated no animals have been hurt.
The species housed are mice, rats and
chickens.
Facility reported research on cardiac Remedial actions: None - IRB and R&DC
Central A . .
82 16 Arkansas H 01/13/2012 stents was', condu'cted b}/ (Eard|o|ogy determined that the activity was not research
VHS Fellows with Service Chief's concurrence
but without IRB and R&DC approval
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility self reported apparent serious Remedial actions: The IRB required audits of all
noncompliance in the failure to obtain of the PI's protocols; Pl and staff must be
VA Puget compliant HIPAA authorization and retrained. All corrective actions completed. Case
83 20 Sound gHCS H 01/13/2012 ||maintain documentation required by an ||closed.
IRB approved protocol for 26 out of 26
subjects enrolled in a pulmonary
function protocol.
Facility self-reported 30 subjects signed [|Remedial Actions: Pl will not reconsent subjects;
unstamped ICDs in a unfunded, minimal |[|PI will allow subjects option to withdraw their
risk study with medical students & data. CASE CLOSED.
84 05 DC VAMC H 01/18/2012 ||residents completing surveys to assess
their attitudes & self-perceived skills at
the beginning and end of their internal
medicine rotation.
VA Facility reported an incident of Remedial actions: Training of husbandry
85 01 |[Connecticut A 01/20/2012 ||inadequate husbandry practices personnel; increase monitoring by research staff.
HCS involving mice. CASE CLOSED
Facility reported apparent programmatic [|[Remedial actions: FWA amended to add IRB-B;
non-compliance for use of one of the other actions pending. Closed.
86 23 St Cloud H 01/23/2012 boards of the IRB of record which was
not listed on the facility FWA.
Facility reported apparent human subject|[Remedial Actions: Revise FWA to include both
programmatic noncompliance. IRB IRB panels. CASE CLOSED.
87 23 ||Minneapolis H 01/24/2012 ||reports affiliate VA protocols reviewed
by IRB panel not listed on affiliate VA
FWA.
Facility reported 1 missing laptop and 1  [[Remedial actions: No data breach occurred since
missing desktop computer. Both no PHI/PIl was stored on either computer. CASE
VA South computers had been entered onto CLOSED
88 17 Texas HCS ! 01/24/2012 inventories. NSOC report subsequently
submitted stated no PHI/PIl was stored
on either computer.
Faculty reported a needle stick Remedial actions: Employee taken to employee
experienced by a WOC employee while ||health and treated; follow up lab testing and
performing an autopsy on a Hepatitis C  [[monitoring implemented; all appropriate
89 03 Bronx S 01/25/2012 patient. The autopsy was being committees notified; SRS conducting ongoing
conducted for research purposes and surveillance. CASE CLOSED
was supervised by VA staff.
Facility reported an incident of non Remedial actions: Survival surgery portion was
compliance whereby appropriate post op ||suspended; employee involved was suspended
VA Boston analgesia was not supplied when surgery ||from conducting survival surgery on all
90 01 Healthcare A 01/25/2012 ||was performed on 3 rats. The IACUC protocols; Pl to provide description of
System suspended the survival surgery portion [|circumstances that resulted in noncompliance;
of the protocol. appropriate oversight organizations notified.
CASE CLOSED.
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Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
Facility reported that data (CBC blood Remedial Actions: Privacy Officer notified; NSOC
tests) on 11 subjects from study on Report issued. Amend HIPAA, reconsent
Improving Outcomes for Family subjects; additional information security training
07 Atlant H 01/29/2012
9 anta 129/ Caregivers of Heart Failure Patients for study team; affiliate IRB and VHA research
stored at affiliate but not documented in [|compliance office evaluate process for
HIPAA authorizations. improvement. CASE CLOSED
Facility reported that a subject did not Remedial actions: Education of Pl and study staff
VA Lon sign a screening ICD for a human stent regarding the requirement to obtain informed
92 22 Beach HgS H 01/30/2012 ||graft system study. The subject failed the ||consent for all research procedures, including
requisite screening procedure and was screening; refresher education for IRB regarding
not enrolled in the study. reporting requirements. CASE CLOSED
Facility reported 5 missing HIPAA Remedial Actions: HIPAA Authorizations are
93 I 12 nE Hines H 02/01/2012 Aut.horizations in a CDC study of HIV being obtained; RCO to conduct audits every 3
patients. months; development of plan to prevent future
occurrences. CASE CLOSED
Facility reported external SMART audit of [[Remedial actions: Submit 2 unreported SAE's to
a diabetic nephropathy study results the CIRB; RCO provided SAE reporting education
94 09 Memphis H 02/01/2012 ||included 2 SAE's unreported to the IRB; ||to Pl and Study Coordinator. CASE CLOSED.
delayed reporting to IRB of 9 SAE's; no
HIPAA waiver for recruitment on file.
Facility reported a package mailed from [|Remedial actions: UPS issued claim for damage
VA Central the facility to study coordinating center ||shipment; notify affected subjects; provide
95 00 Office H 02/02/2012 ||in CA was damaged upon receipt, and justification for including SSN in consent and
items containing PHI were missing. HIPAA. CASE CLOSED
Combat trauma PTSD study.
Facility reported non-adherence to Remedial actions: IACUC ordered PI to stop
research protocol involving mice. The noncompliant research; Pl to submit report
approved protocol was to examine new [|summarizing noncompliant animal research
96 08 Miami A 02/03/2012 ||cancer therapies but the mice were activities; Pl to submit a new ACORP covering
being purchased and used to conduct neurological research. CASE CLOSED
research on an unapproved neurological
study.
Facility reported that a veteran subject ||Remedial Actions: Pl submitted report to affiliate
engaged in a sexual relationship with a IRB; Veteran being treated at facility Mental
study therapist at the affiliate. The NIDA- ||Health Clinic; Facility checking to see if other
91 07 Charleston H 02/09/2012 funded study involved treatment for Veterans enrolled in study & seen by the
OIF/OEF veterans with PTSD and therapist; Will notify licensing boards & OHRP;
substance abuse. Will notify NIDA. CASE CLOSED.
Facility reported Pl did not submit PBM  [[Remedial Actions: Suspension of new enrollment
alert and sponsor safety information for ongoing VA studies with this drug until
VA Greater s . . . . .
098 2 Los Angeles H 02/13/2012 related to the drug Aliskiren to the IRB as |[consent is revised with new information. CASE
HS required. IRB determined subjects were [[CLOSED.
not at risk as the Pl undertook
appropriate actions.
Facility reported that an SAE involving a ||Remedial Actions: Updated training for research
99 18 Phoenix VA H 02/15/2012 human study involving current care for  ||staff to reinforce the requirements for reporting
HCS foot ulcer prevention was not reported ||SAEs; recently developed SOP explaining this and
within the require time frame. other processes. CASE CLOSED
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‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility self reported Unanticipated SAE |[|Required actions: Cease enrollment; Subject
in the discontinuation of enroliment in a ||notification; and external reporting to OHRP and
San prospective, multicenter safety and FDA. Case closed.
100 21 Francisco H 02/15/2012 ||efficacy study of an implanted deep brain
VAMC stimulation system for the treatment of
tremors due to concerns performance
and reliability of the device.
Facility self reported an activity of Remedial actions: report to ORO. Facility
101 09 Louisville H 02/17/2012 ||noncompliance for delayed reporting of ||obtained full accreditation. IRB determined no
facility change in AAHRPP status. further actions required. CASE CLOSED
VHACO reported a facility research staff ||[Remedial actions: Report to PO and NSOC;
VA Central emailed the last page of ICD and a letter ||delete unencrypted email; report to VACIRB.
102 00 Office H 02/17/2012 to a veteran to the VA coordinating
center unencrypted.
Facility reported that prostate study Remedial Actions: PO and ISO have been
subject zip codes were stored at the notified. NSOC ticket has been opened and
affiliate without valid HIPAA closed. Revise the VA HIPAA form; Re-consent
103 07 Atlanta H 02/22/2012 ||authorization or notification in the ICD. ||with amended HIPAA form or remove zip code
data if unable to recontact; Info. Security/HIPAA
training for Pl and study staff. Zip codes
removed. Case Closed.
Facility reported Pl of a COPD study self- [[Remedial actions: Report issue to coordinating
VA Boston . i . . . .
identified failure to adhere to exclusion [|[site; new enrollments suspended; subjects not
104 01 Healthcare H 02/22/2012 || . . . - B NS
‘ System criteria for 3 enrolled participants. me('et.mg inclusion criteria withdrawn and
notified of occurrence.
Facility reported non-compliance of Remedial actions: New coordinator caught up
failure to adhere to the protocol-defined ||with backlog within 3 months; RCO audit to be
VA Kansas . R . X
105 15 ||city Medical H 02/22/2012 schedule of events |.n a diabetic vasc.ular conductfec.i after ne).(t proFocoI-deflned follow-up
Center stuc'iy. 34 study subjects had dela.y:s in phone visit. Remedial actions completed. Case
their 9-month follow-up phone visits due ||closed.
to change in study personnel.
Facility reported incidents of Remedial actions: Pl acknowledgement that data
VA noncompliance involving two research collected during unapproved period is not to be
106 05 Maryland A 02/27/2012 protocols. Thesg included ? Iapsg of used |r.1 publlcatlt?ns; further non-.comphance will
HCS IACUC approval in a study involving the |[[result in suspension of research; increased post-
use of mice, and a lapse in RD&C and SRS |[approval monitoring. CASE CLOSED
approval.
Facility reported transmission of Remedial actions: Sender re-training related to
unencrypted email containing 35 encryption process; RCO clarified that email was
107 08 Tampa | 02/28/2012 ||Veteran's PHI in a kidney disease study. ||removed from sender and recipient email
The message was sent within the VA mailboxes. CASE CLOSED
network.
Facility reported serious noncompliance ||Remedial actions: Pictures deleted from the
VA Central involving taking a subject's pictures with |[study file and camera memory card as instructed
108 00 Office H oymﬁmzcmwmmaQMMmMmemmmbnWNmmcwammm@CmEMMMm
trial subject of mistake and actions taken.
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‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
VA Greater Facility reported that a researcher Remedial actions: Submission of amendment to
performed surgeries in mice prior to IACUC and SRS to add researcher to protocol;
109 22 Los A:Sgeles A 02/28/2012 being added to the research protocol. IACUC review of current procedures to add
personnel.
Facility reported IRB continuing review Remedial Actions: PI to develop checklist; RCO to
110 | 12 nE Hines H 03/05/2012 audit identified documentation audit next 10 subjects enrolled. CASE CLOSED
deficiencies in consent forms in study of
neuropathy.
Facility reported R&DC approval for 8 Remedial actions: RDC rescinded approval of
- non-VA science-only research protocols. |[|protocols; facility contacted ORD regarding non-
111 09 Louisville H 03/07/2012 VA research being entered into ePromise; CASE
CLOSED.
VA Palo Alto Facility reported conduct of animal Remedial action: Submission of a protocol
112 21 HES A 03/07/2012 ||procedures by unauthorized personnel ||amendment to add the lab member to the list of
(species not specified) approved personnel. CASE CLOSED
VA Palo Alto Facility reported inappropriate Remedial action: All laboratory staff received
113 21 HES A 03/07/2012 ||euthanasia techniques in rodents retraining in proper euthanasia techniques by
(species not specified). VMU supervisor. CASE CLOSED
Facility self-report concerning possible Remedial actions: Case focus is animal research,
114 11 Detroit H 03/08/2012 ||VA animal research being conducted off- ||case referred to RSAW. CASE CLOSED.
site without off-site waiver.
Facility reported enrollment of non- Remedial Actions: Pl to notify human subjects
eligible subjects, dosing errors, and office of sponsor monitoring visits; IRB is placing
. numerous procedural deviations in an hold on approving any new research studies
12 |[Ch HCS|| H 03/12/2012
115 'cago /12/ antiplatelet inhibition IND study. Issues ||from PI; continuing reviews to be set at 6 month
were identified by the IRB during the intervals. Remedial actions complete. Case
continuing review process. closed.
Facility reported non-VA research Remedial actions: Service Chiefs and IRB
promotional brochures were received Chairperson immediately notified all personnel
116 08 Orlando H 03/13/2012 and distributed by facility staff members ||via email of current VA policy. A letter will be
VAMC from affiliate investigators seeking to sent to the University IRB to remind them of VA
engage the facility in a PTSD virtual policy. Further education to facility staff to
reality study. prevent reoccurrence. CASE CLOSED.
Facility reports a resident performed a Remedial actions: Pl self reported the violation,
procedure on a guinea pig that was not ||counseled research fellows not to make any
included in the IACUC-approved animal ||changes to procedures unless an amendment is
117 12 Milwaukee A 03/14/2012 ||protocol. The procedure was approved. IACUC investigated, determined that
subsequently included in a protocol Pl had taken appropriate measure and
amendment and approved by the IACUC. ||considered the issues resolved. ORO concurs.
CASE CLOSED.
Facility reported possible off-site Remedial actions: Investigation is ongoing at this
118 11 Detroit A 03/15/2012 |[research without a waiver. time. It was determined that animal work at this

location does not require an off-site waiver.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported a research subject was [|Remedial Actions: CSP advised deletion of
photographed in a CSP skin cancer photos. Procedure was developed to identify
chemoprevention trial despite declining ||subjects that did not sign the photo consent
119 08 Miami H 03/16/2012 ||to sign consent for photography. form; the IRB suggested contacting the subject
and informing him of the error and corrections
that were taken. Participant informed. CASE
CLOSED.
Facility Self-Report informed of a 8- Remedial Actions: IRB determined the event was
VA Greater R . L . .
120 2 Los Angeles H 03/16/2012 month. delay in reportlng.a patle.n.t s . serious an.d possml.y related t(? the study; and
Hs death in August 2010 while participate in ||the delay in reporting was serious
a heart disease study. noncompliance. CASE CLOSED.
Facility self-reported that an Remedial actions: Broken stent removed and
VA North investigational aortic stent failed during ||replaced. Device sent for evaluation to
Florida/ aneurysm repair surgery. The broken manufacturer where it passed evaluation. The
121 08 South H 03/20/2012 device was removed and surgery IRB determined the event to be serious,
Georgia HCS continued without incident. unanticipated, and related to the research. CASE
CLOSED.
Research Service Line review of e-IRB Remedial Actions: Administrative hold placed on
database found Pl of an orthopedic study; Pl to submit protocol to R&DC for review
registry study started study without and approval before resuming research
submitting for R&DC review; failed to rocedures; credit monitoring offers to
122 16 Houston P 03/21/2012 obtain a vilid HIPAA authorization from \F;eterans; protocol amendmegnt; ensure all VA
55 Veteran participants; employed a research is conducted in accordance with VHA
non-VA coordinator to enroll Veterans; 1200.05.
sent data to a non-VA institution
Facility reported that the RIPP review Remedial actions: To be followed in RIPP
VA revealed that HIPAA authorization was Remedial Action Plan. CASE CLOSED
123 05 Maryland H 03/22/2012 |[not obtained correctly. This is a clinical
HCS demonstration dementia study with no
randomization or group assignment.
Facility self-reported that the FDA issued [|[Remedial Actions: Pl to submit protocol
VA changes to the study for increased risks. ||amendment and revised ICD; Enrolled
124 05 Maryland H 03/22/2012 |[This is a Phase Il clinical trial for men participants will be reconsented; Previous
HCS with a rising PSA funded by the Dana participants will be notified of possible ovarian
Farber Cancer Institute. failure. CASE CLOSED.
Facility reported a TBI model systems Remedial actions: Data will not be used; the
study questionnaire was used multiple questionnaire will be kept separate from the
McGuire times but had not been approved by the ||other study; staff will be retrained on the use of
125 06 (Richmond) H 03/23/2012 IRB. The questionnaire was IRB approved ||the questionnaires. CASE CLOSED
for a separate TBI study with the same PI
and overlapping study staff.
Facility reported temporary loss of a Remedial actions: Staff orientation and
folder containing one Veteran's ICD form |[retraining; Privacy/Information Security
VA containing PHI and another form awareness campaign launched and walkthroughs
126 08 Caribbean | 03/23/2012 ||containing employee identifiable to begin; offer credit monitoring services to
HCS information. The folder was located Veteran. CASE CLOSED
within 20 minutes and returned to the
appropriate staff.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported a procedural deviation [[Remedial actions: Compliance in the use of
127 15 Columbia A 03/27/2012 invoIv.ing the I.ack of u§e of asept.ic . aseptic technique during s'urg.ery; VMO and
technique during survival surgeries in IACUC post-approval monitoring
rodents.
Facility reported a suspension of two Remedial actions: Protocol suspension; Pl to
VA Boston rotocols due to significant non rovide a written response addressing all non
128 || o1 || Healthcare || A || 03/27/2012 |[PTO*C & . provide a wr P Oressing
compliance. The protocols involved the ||compliance issues and remedial actions. CASE
System .
use of mice. CLOSED
Facility reported serious noncompliance |[|Remedial actions: Refresher training provided to
involving late reporting of a SAE in a Principal Investigator and staff.
Phoenix VA multi-site, randomized controlled
129 18 HES H 04/02/2012 ||prospective clinical trial to explore if the
use of online wound electronic medical
record reduces amputations from
diabetic foot ulcers
Facility reported an incorrect SSN was Remedial actions: Participant will bring the form
W.G. (Bill) entered onto an ICD in a genetics of to the facility for destruction and sign another
Hefner VA mental health study and a copy was consent; explanatory note to file placed in
130 06 Medical ! 04/05/2012 given to the incorrect Veteran. participant folder; Veteran whose SSN was
Center disclosed will be offered credit protection
services; CASE CLOSED
Facility reported the use of wire bottom |[|Remedial Actions: Amendment of the protocol;
cages, which was not approved in the development of a spreadsheet describing
131 23 ||Minneapolis A 04/06/2012 ||protocol. This protocol involved the use ||procedures; monitoring of protocol procedures
of rats. and animal numbers by VMO, during animal
ordering.
Facility reported the lack of an initial Remedial Actions: Completion of a Research
132 23 ||Minneapolis S 04/06/2012 ||review and approval by the SRS, of a Protocol Safety Survey; protocol review and
protocol using rodents. approval by the SRS.
Facility reported 37/71 VA study subjects [[Remedial Actions: IRB determinations -the
VA Eastern were found to have inadequate consent |[noncompliance was serious; data use not
133 19 Colorado H 04/06/2012 ||or HIPAA documentation in a human allowed for subjects with deficient consent
HCS study involving 3D coronary angiography.||and/or HIPAA; no further contact with VA study
subjects; no further action required; case closed.
Facility reported IRB suspension of VA Remedial actions: Correction of IRB Continuing
134 11 ||Indianapolis H 04/11/2012 FETScanstudyduetoIackofadquate Rewewformé;umtﬁmaUOnforaddwmnalPET
information needed to approve critical scan. Remedial actions complete. Case Closed.
study amendment.
Facility reported 2 veterans reported Remedial actions: Credit monitoring services
receiving letters from the VA that offered to 73 Veterans; Pl will remove SSNs from
VA New contained full SSN on the envelope. The ||database so Excel files will not contain SSN; Pls
135 03 I 04/12/2012 ||error occurred during a MS Word mail to review envelopes before being mailed. CASE
Jersey HCS . .
merge with an Excel spreadsheet. Facility |[CLOSED
investigated and it is possible 73 total
Veterans were affected.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported conduct of animal Remedial Actions: Retraining for the Pl to
VA San activities without IACUC approval and include 1) re-attending VMU Orientation and 2)
136 22 Diego HS A 04/16/2012 ||failure to provide and/or document post- ||counseling with the VMO on Pre- and Post-
surgical care and monitoring for monitor ||Operative Recordkeeping; Audit of both active
animals (rats). protocols. CASE CLOSED
Facility reported five cages of mice with [[Remedial actions: Review of relevant SOPs
marked dermatitis found during the pertaining to rodent health checks &
VA San Spring 2012 IACUC Semiannual Facility documentation with all animal care staff;
137 22 Diego HS A 04/16/2012 ||Inspection and were subsequently Termination of Animal Health Program
euthanized. Coordinator employment; formal corrective
action plan from VMO presented to IACUC. CASE
CLOSED
Facility self report - PRELIMINARY. IACUC determined that the incident was not
Portland Facility reported deaths of 20 animals reportable. CASE CLOSED
138 20 VAMC A Oqﬂﬁmz(mmﬁmmpawmmMWMWaema
malaria study. IACUC is investigation.
Facility reported continuing Remedial Actions: Pl must respond to IRB
noncompliance in a multi-site study of inquiries; modify the protocol; notify and
VA Greater carbohydrate restriction among men on ||reconsent the subjects; notify the coordinating
139 22 || Los Angeles H 04/17/2012 ||Androgen Deprivation Therapy for center. CASE CLOSED
HS Prostate Cancer; 10 subjects received an
additional DEXA (x-ray) scan that was not
characterized in the protocol
Facility reported publications that did not||Remedial Actions: RDC sent email to research Pls
go through Research Service which also ||detailing publications/ presentations/media
lacked appropriate VA interview requirements; topic added to quarterly
140 15 St Louis R 04/19/2012 ||acknowledgement. Possible PI meeting; RCO to conduct annual publications
patent/intellectual property issues. audit, OGC reviewing non disclosure of patent,
forwarded to VHA Technology Transfer staff.
CASE CLOSED.
Facility reported implantation of Remedial Action: Repeat CITI-courses pertaining
unapproved euthanasia in rats. to IACUC approval processes; retraining on
VA North policies, guidelines and SOPs; submission of
141 17 Texas HCS A 04/19/2012 experiment reports for review until further
notice; submit amendment for IACUC review &
approval. CASE CLOSED
Facility reported a protocol suspension Remedial actions: Transfer of animals to a
related to a noncompliance involving the ||holding protocol; suspension of research
VA Boston o
142 o1 Healthcare A 04/24/2012 use of rats. procedures; submission and approval of a new
System protc..\col.; use of a. growth curve chart and
monitoring; training of research staff. CASE
CLOSED
Facility reported conditions that Remedial actions: Adherence to IACUC policies
jeopardized the health or well-being of  [[regarding transfer of animals between protocols;
VA an animal (a mouse) and conduct of IACUC approval of personnel handling animals;
143 01 ||Connecticut|| A 04/24/2012 ||animal activities without IACUC review  ||provision of food and water to animals; use of
HCS and approval. species-appropriate caging and separation
practices; inspection of cages before they are
returned. CASE CLOSED
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported a nursing Remedial Actions: Transfer dataset collected
undergraduate student conducted a without IRB approval to the custody of the RCO;
VA retrospective chart review and used the |[for any future research, the individual, in
. de-identified information to prepare a addition to the required training and
144 04 Pltt;t():t;rgh H 04/24/2012 manuscript for presentation to faculty credentialing, should contact IRB office to
members. Data were transferred and schedule a meeting with the IRB chair. CASE
stored off-site without required CLOSED
authorization.
Facility reported: Insufficient anesthesia; ||Remedial actions: Completion of web-based
lack of analgesic administration; failure ||training courses; hands on surgical training;
to adhere to principles of aseptic training with research pharmacist on use and
145 08 Tampa A 04/25/2012 surgery; and use of outdated drugs storage of controlled drugs. CASE CLOSED
(study of a mouse model of Alzheimer's
Disease).
Facility Self Report-IRB administrative Remedial Actions: Administrative termination of
termination of IRB #2006-044 Protocol protocol; No data use or access; regulator audit
Title: Mechanistically-based Optimization ||by RCO; R&DC review of PI's status re: future
146 10 Cleveland H 04/27/2012 of UV Radiation Therapy in Psoriasis (VA ||research. Funding returned to CO. CASE CLOSED.
Merit Funded) following lapse in
Continuing Review and other serious
non-compliance re: training, current IRB
approved ICDs
Facility reported Pll disclosure to the Remedial actions: Protocol was amended, and a
Portland affiliate from 8 patients considered for revised ICD and HIPAA Authorization waiver
147 20 VAMC H 04/30/2012 ||enrollment in a study about the effects ||requests was approved; IRB determined serious
of Vitamin D on balance in persons with [|noncompliance had occurred. CASE CLOSED.
Parkinson's disease.
Facility reported initiation and Remedial Actions: IRB and RDC staff to reinforce
completion of a "Perception study" in approval process to facility/affiliate Pls;
Ann Arbor Veterans with Parkinson's Disease prior |[remediation with PI complete. CASE CLOSED.
148 1 HCS H 05/04/2012 to obtaining RDC approval and ACOS/R
notification. However, IRB contingent
approval was granted.
Facility reported missing 5 x1ml vials of [|[Remedial Actions: Identify measures to
narcotic agent (Buprenorphine) on a dog ||strengthen security; Police investigation;
McGuire study. Research Service internal review; Official
149 06 (Richmond) A 05/04/2012 notifications of missing controlled substances;
VMU Supervisor to assume interim custody of
lock box and keys. CASE CLOSED
Facility reported the death of four mice ||Remedial actions: Monitoring of equipment;
during the use of a hypoxia chamber. development of a daily log for use of hypoxia
150 01 Providence A 05/04/2012 chamber; development of standard operating
procedures for the use of chamber. CASE
CLOSED
San Facility reported unanticipated adverse ||Remedial actions: Protocol amendment; Pl and
151 21 Francisco A 05/04/2012 events associated with kainic acid staff retraining; written assurance from Pl to
VAMC administration in rats. adhere to protocol endpoints and adverse event
reporting. CASE CLOSED
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
VA Central Facility reported serious noncompliance |[Remedial actions: LSI to submit corrective action
152 00 Office H 05/09/2012 ||of repeated failure to follow study plan; study team education.
protocol.
Facility reported a serious Remedial actions: Study closed at the site; study
VA Central noncompliance involving a local site coordinator's VA employment terminated;
153 00 Office H 05/10/2012 ||study coordinator sending emails request a copy of NSOC investigation report.
containing PHI to her personal email CASE CLOSED
address.
Facility reported employee accident with [[Remedial actions: First aid; employee sent to
. minor injury (puncture wound)during occupational health clinic; lab meeting to ensure
154 23 lowa City S 05/11/2012 sharps disposal. sharps containers are not overfilled. CASE
CLOSED
Facility reported inappropriate Remedial actions: Additional training with
155 12 Milwaukee A 05/11/2012 ||euthanasia in 2 rats demonstrated proficiency; thoracotomy to
ensure irreversibility of procedure. CASE CLOSED
Facility reported that a PI's internal audit [|Remedial Actions: Pl submitted protocol
of a statin and renal insufficiency study ||amendment; Pl suspended study to new
Oklahoma found multiple protocol deviations enrollment; Pl obtained 1 of 2 HIPAA
156 16 Git H 05/14/2012 ||(omitted lab evaluations and omitted or ||Authorizations and resumed enroliment; Pl to
¥ incorrect procedures) and review VHA 1200.05 HRPP handbook; training
noncompliance (failure to obtain HIPAA ||for study team. IRB determined non-serious, not
Authorizations for two subjects). continuing.
Facility reported local pharmacist Remedial Actions: VA CIRB determined
misplaced randomization codes; noncompliance was serious; Pl and LSI were re-
dispensed active drug to 1st subject at trained; and pharmacy oversight enhanced.
VA North recommendation of study coordinator CASE CLOSED.
157 17 Texas HCS H 05/15/2012 (acquired pneumonia study) later
learned pt was assigned to placebo; staff
unblinding resulted; omitted labs at 28-
day visit; delayed report to CIRB, ORO,
Facility reported two cardiac studies had [|Remedial Actions: ICD revisions; include
VA Salt Lake been suspended to new enroliment adequate placebo justification in IRB application;
158 19 X H 05/16/2012 ||pending approval of the Corrective affiliate IRB must accept the Pl's
City HCS . . , . . . .
Action Plan required due to PI's previous ||response/completion of the corrective action;
SNC. issue start date of a 1-year improvement plan.
Facility reported serious noncompliance |[|Required Actions: compliant approved HIPAA
in the failure to obtain HIPAA form developed; staff retrained; data use
159 18 Phoenix VA H 05/17/2012 authorization from 1§ Vete.ra.n subJ:ects permitted; no further action required. Case
HCS enrolled in a randomized clinical trial of a ||closed.
neuropsychological intervention for
overweight and obesity.
VA Facility reported that an affiliate School ||Remedial Actions: Employee was fired; IRB chair
160 05 Maryland H 05/18/2012 of Medicine employee falsified ICD§ and suspended.stud'y; RCO will audit IFZDs; Pl verify
HES collected the monetary compensation all staff trained in proper consenting and
intended for participants. interviewing. CASE CLOSED
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‘Case VISN (| Facility (| Focus Date Issue of Noncompliance Remedial Actions
Facility reported unauthorized disclosure ||Remedial Actions: Suspend enrollment for new
to affiliate of identifiable information subjects; amendment revisions regarding
(date of visit for study tests not indicated ||disclosure; study staff training; ICF and HIPAA
07 Atlant H 05/19/2012
161 anta /19/ on HIPAA) of 104 subjects, for multi-site ||revisions.
study HIV associated Emphysema; VA
approved study, NIH funded
Facility reported unauthorized protocol ||Remedial Actions: Suspension of all lab work;
San deviation involving a Use Authorization [|SRS investigation; staff re-training; update
) for Chemical of Extreme Acute Toxicity |[training and inventory records; submission of
21 F S 06/01/2012
162 r\z;\;;sgo /01/ (UACEAT) for 1-methyl-4-phenol-1,2,3,6- [[new 'Use Authorization for Chemical of Extreme
tetrahydropyridine (MPTP). Acute Toxicity' application; laboratory re-
inspection. CASE CLOSED.
VA Boston Facility reported Institutional Animal Remedial Actions: Protocol suspension; Pl
163 01 || Healthcare A 06/01/2012 ||Care and Use Committee (IACUC) inquiry. CASE CLOSED
System protocol suspension involving mice.
Facility reported that during an Informed ||[Remedial Actions: Missing consent elements
W.G. (Bill) Consent Process Monitor, the RCO found ||added; all subjects reconsented; no further
He.fn.er VA that 2 required elements of the Informed ||actions required by the IRB. CASE CLOSED
164 06 Medical H 06/01/2012 ||Consent were missing. The study is a
needs assessment of Telegeriatrics
Center L L
Interdisciplinary Team Training
Curriculum.
Facility reported SNC on a Functional Remedial Actions: Pl retrained team, reviewed
MRI (fMRI) study of comorbid PTSD all participant records for correct application of
165 16 Houston H 06/05/2012 ||patients; participant was scanned when ||inclusion/exclusion criteria; IRB and Acting
he met an exclusion criterion(gunshot MCD(IO)reported to OHRP
wounds/shrapnel/BBs).
Facility reported unanticipated Remedial Actions: IACUC review of final
Hines do nonhuman primate death (Macaca necropsy findings; development of guidelines
166 12 not use A 06/06/2012 ||fascicularis). and paradigm for computerized recording of
daily observations to flag at-risk animals. CASE
CLOSED
Facility reported IRB-deemed continuing [|Remedial Actions: PI must submit a RAP to
Central noncompliance for PI's repeated delayed [|ensure timely reporting of reportable events
167 16 Arkansas H 06/07/2012 SAE .reports ona Phase III. h.epato'cellular
VHS carcinoma randomized clinical trial. IRB
also failed to report SAE to MCD and
ORO within 5 business days.
Facility reported non-VA research Remedial Actions: RCO educated Pl and study
Oklahoma procedures (CPRS research notes blood |[team; other actions pending. CASE CLOSED.
168 16 Git R 06/11/2012 ||draws) conducted by dually- appointed
4 team members on three prostate cancer
clinical trials
Facility reported a cardiac study had Remedial Actions: IRB determined serious and
Phoenix VA been suspended to new enrollment until |[continuing noncompliance occurred; required
169 18 HES H 06/13/2012 ||safety issues investigated and resolved. ||additional audits and monitoring of subject
enrollment; PI must submit a written corrective
action plan to prevent recurrence. CASE CLOSED
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‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
VA Facility reported an incident involving Remedial actions: Investigation of incident;
170 01 |[Connecticut A 06/13/2012 ||inadequate husbandry practices that training for lab staff and caretakers on daily
HCS resulted in the death a mouse. assessment of animal cages. CASE CLOSED.
Facility reported an inaccurate account |[Remedial actions: Improvement of records;
171 23 lowa City A 06/14/2012 ||for a controlled substance. Protocol weekly audits of records; lab will return any
involved mice. unused drug to the VA pharmacy. CASE CLOSED
VA Facility reported overexposure of Remedial Actions: Employee health evaluation;
172 04 Pittsburgh S 06/15/2012 ||personnel to waste anesthetic gas. IACUC and IBC review of incident. CASE CLOSED
HCS Species not specified.
Facility reported that a Pl self-identified ||Remedial Actions: P| must generate notes to
that 18 participants were enrolled on a  ||CPRS file documenting the issue, IRB reminder
173 16 Houston H 06/19/2012 ||TBI assessment protocol using an expired ||sent to use ICDs with current approval dates.
ICD. PI discovered the noncompliance CASE CLOSED
during a pre-RCO audit review.
Facility reported a lapse of an annual Remedial Actions: Pl will ensure that the annual
174 19 VA §alt Lake A 06/19/2012 rgwew of a protocol involving the use of !'ew.ew .reqwren?ents are met; change of
City HCS pigs. institutional policy to require annual renewals
for all species. CASE CLOSED.
Facility reported an incident involving Remedial actions: Submission of an amendment
White River unanticipated death of mice. to the protocol, record of the health conditions
175 01 ) A 06/19/2012 of mice at arrival, review of PI notification
Junction . .
procedures and previsions for veterinary
involvement. CASE CLOSED.
VA Facility reported urine specimen was Remedial Actions: Pl and staff reminded of need
Northern collected by unauthorized personnel. for amendment approval before
176 21 California H 06/22/2012 implementation; no further action needed. CASE
HCS CLOSED
Facility reported apparent Remedial Actions: Pl to obtain HIPAA
noncompliance of 30 missing HIPAA Authorizations from 30 study participants but
177 || 12 NE Hines H 06/25/2012 ||Authorizations in a pressure ulcer study; ||was unable to obtain 18 of the 30; IRB permitted
many of whom were unable to sign due [|PI to use data already collected from all 30
to spinal cord injury. participants. CASE CLOSED
Facility report PI self-identified missing Remedial Actions: No data use without
VA Palo Alto HIPAA authorizations (4) in a compliant HIPAA authorization; only one of the
178 21 HES H 06/25/2012 ||psychotherapy and PTSD study. four subjects was randomized; valid
authorization obtained from the randomized
subject; no indication of privacy breach.
Facility reported apparent discrepancies [|Remedial Actions: Allegations of forgery were
in Pl signatures on ICDs in a study of confirmed and employee was terminated. The
Phoenix VA diabetic limb amputations. IRB determined serious and continuing
179 18 HCS H 06/26/2012 noncompliance occurred and required the Pl to
develop an action plan to prevent recurrence.
CASE CLOSED.
Facility reported study team self- Remedial Actions: Subject re-consented; Pl and
Phoenix VA identified that one subject was enrolled ||staff re-trained. CASE CLOSED
180 18 HCS H 06/26/2012 in a metabolic biomarker study using the
ICD for a different study.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
VA Facility reported protocol deviations Remedial Actions: Halt unapproved procedures;
regarding the use of analgesics in rats improvement of surgical and post-operative
181 05 Ma:élgnd A 06/26/2012 and incomplete surgical and post- records. CASE CLOSED
operative records.
Facility reported an unauthorized person ||[Remedial Actions: RCO to educate the study staff|
VA Kansas obtained informed consent for one on the consenting and HIPAA process with
182 15 ||city Medical H 06/28/2012 subject in a prostate cancer prevention ||specific attt.antion to requiring IRI.3.app.rova| prior
Center study. to proceeding on any study modifications and
that protocol deviations need to be submitted in
a timely manner. CASE CLOSED.
Facility reported that in a sponsored Remedial Actions: Pl change in office practice for
oncology drug study the wrong improved oversight: All study drugs will require
. . medication regimen was prescribed by a [|Pl approval prior to any drug administration. IRB
183 11 ||Indianapolis H 07/02/2012 substitute, non-research nurse staff training on reporting requirements. Update
practitioner for a subject who did not IRB reporting SOPs. CASE CLOSED.
meet inclusion criteria.
VA Kansas F?]cility reporteld that during a ) R:med(ijal Actionds: Thle reseTrch pr;arn;?cis; ankd
. ) pharmaceutical company sponsore: the study team develop a plan to double chec
184 5 CltéMedlcal H 07/02/2012 anticoagulant study one subject received ||prescription orders. CASE CLOSED
enter the wrong prescription.
Facility reported serious non compliance ||[Remedial Actions: Investigation to be reported
involving use of recruitment materials to IRB and ORCRA for determinations; study
not approved by the IRB and improper placed on administrative hold, no recruitment; Pl
185 10 Cincinnati H 07/03/2012 ||recruiting of VA patients for PTSD clinical ||to notify subjects in writing; sponsors to be
studies on two studies by one PI notified; modification of HIPAA and waiver of
sponsored by the US Army Medical consent process reviewed by IRB and R&DC.
Research/DOD CASE CLOSED
Facility reported that external SAE's Remedial Actions: The R&DC discovered
VA North unrelated to the angiography study being||discrepancies between the IRB's determinations,
Florida/ conducted at the facility were submitted |[|minutes and notes and requested a re-review of
186 08 South H 07/05/2012 ||at study close. IRB felt these should have ||the case. During re-review the IRB noted their
Georgia HCS been submitted within 5 days of mistake and retracted the determination of
discovery and determined serious serious noncompliance. CASE CLOSED.
noncompliance .
Facility reported that Historical Review of||Remedial Actions: ACOS/R placed study on
Affiliate IRB-approved protocols revealed |[administrative hold pending PI's receipt of
that a cardiac catheterization outcomes ||ACOS/R notification of R&DC and all
chart review was conducted by a VA Pl subcommittee approvals and authorization to
187 16 Houston R 07/06/2012 without R&DC Review or ACOS/R begin research.
Notification that VA research may begin.
Pl had previously submitted two other
studies to the R&DC.
Facility reported that 6 subjects were Remedial actions: Pl completed training; 6
VA South enrolled in a diabetic foot ulcer study by ||subjects were dis-enrolled from the study. CASE
188 17 Texas HCS H 07/09/2012 ||an unauthorized PI using an unapproved ||CLOSED
ICD and while the study was on
administrative hold.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported an adverse event Remedial Actions: IACUC investigation of event;
oise involving mice in a streptococcal study. ||analgesic treatment of affected mice.
189 || 20 ||Boise vamcC|| A 07/11/2012 ||involvi ice i I stud Igesi f affected mice. CASE
CLOSED
VA New Facility reported disclosure of PHI of ten ||[Remedial Actions: Study coordinator educated
190 03 |IYork Harbor H 07/11/2012 research subjects without a HIPAA and design problems corrected; data from
HCS authorization on a systolic blood involved participants permanently deleted from
pressure intervention trial. the database
Facility reported inadvertent disclosure [|Remedial Actions: Incident did not require
VA New of PHI included with a shipment of nasal ||notification or credit protection services;
swab specimens (Personal Protective additional training for research staff regarding
191 03 YorkHl-éa;rbor ! 07/13/2012 Equipment study) that were damaged prohibition from disclosure of PHI to non-VA
during transit. Receiving non-VA lab collaborators. CASE CLOSED
destroyed list upon receipt.
VA New Facility reported damage to a shipping Remedial Actions: SRS investigation and root
192 03 |IYork Harbor S 07/13/2012 container resulting in possible loss of cause analysis; R&DC review; training for study
HES biologic (nasal swab) specimens. staff; SOP for packing and shipping specimens.
CASE CLOSED.
VA Facility reported a chemical spill Remedial Actions: Clean-up of spill; chemical
193 09 Tennessee S 07/13/2012 ||involving the research area. waste removed to the waste storage facility
Valley HCS
Facility reported transmission of an Remedial Actions: Unencrypted email with PHI
internal unencrypted email containing deleted from all email boxes/folders; staff
06 Durh | 07/19/2012
194 urham 119/ PHI. No data breach occurred. Reported [|retrained on email encryption procedures. CASE
simultaneously to NSOC. CLOSED
Facility reported two incidents of Remedial Actions: IACUC investigation; Pl and
195 23 ||Minneapolis A 07/24/2012 ||inadequate post surgical monitoring, research staff training; increased post-approval
involving a rat protocol. monitoring; revised SOPs. CASE CLOSED.
VA Western Facility reported conduct of research by [|[Remedial Actions: SRS review of incident;
unauthorized personnel (no animal work |[completion of all research training requirements;
196 02 Ne:{vCYSork S 07/24/2012 reported). submission of amendment to protocol. CASE
CLOSED
Facility reported unapproved animal Remedial Actions: IACUC investigation;
197 12 Madison A 07/25/2012 |[research activity in mice. suspension of protocol; resignation of Pl as
IACUC chair. CASE CLOSED
Facility reported a Pl initiated a Remedial Actions: RCO educated the Pl on
retrospective chart review study current VA procedures. Report to OHRP
198 08 Tampa H 07/26/2012 ||concerning bone health in inflammatory ||completed. CASE CLOSED.
bowel disease before R&DC approval and
ACOS/R notification.
VA Facility reported deviations consisting of [[Remedial Actions: Submission of amendments;
Nebraska/ procedures not included in the approved ||improved communication; consultation with
199 23 West lowa A 07/27/2012 ||protocol using swine. funding agency regarding the use of the data
HeS obtained during the unauthorized procedures.
CASE CLOSED
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
Facility reported that employees Remedial Actions: Issue brief 7.13.12; including
Central observed unsupervised shredding of inventory of shredded items; NSOC report; staff
200 16 Arkansas P 07/30/2012 ||research documents, authorized by the ||informed of proper VA records disposal
VHS Health Science Officer for procedures; event is being evaluated to learn
Research(acting AO/R). which processes failed. CASE CLOSED.
Facility reported an incident involving an [[Remedial Action: Update of lab contact
accidental use of formaldehyde. One information; instruction on the disposal of
. employee reported transient eye chemicals; discontinuation of the use of cloth
201 23 lowa City S 07/31/2012 irritation. chairs; revision of chemical labels;
discontinuation of the use of formaldehyde.
CASE CLOSED
Facility reported that neither an original ||Remedial Actions: Attempt made to obtain ICD
VA North signed ICD or a full copy of the ICD was ||copy from the subject but copy was never
Florida/ kept in the study records of one subject [|received; IRB determined that the subject's data
08 H 07/31/2012
202 South ;Y in a hemispatial neglect study; also could not be used. Pl was not able to obtain
Georgia HCS reported the person who obtained consent. CASE CLOSED.
consent was not listed as study staff.
Facility reported that the Principal Remedial Actions: The enrollment was stopped,
VA North Investigator (PI) self reported to the IRB ||the Privacy Officer contacted and revisions to
203 08 Florida/ H 07/31/2012 that .th.ey enr.olled two subjects v.wth.out. the ICD and HIPAA submitted .tc? t.he IRB. Training
South obtaining a signed HIPAA authorization in||and weekly audits have been initiated. CASE
Georgia HCS a locomotor training study after spinal CLOSED.
cord injury.
Facility reported unapproved procedures |[Remedial Actions: Demonstration of procedure
204 16 Houston A 08/01/2012 in a protocol using mice. technique; additional training. CASE CLOSED
Facility reported unauthorized disclosure [[Remedial Actions: ISO instructions to
of (at least one individual's) PHI prior to ||delete/retract the noncompliant messages;
Portland obtaining consent and HIPAA NSOC tickets closed - no data breach; Pl plan to
205 20 VAMC H 08/01/2012 [[authorization via transmission of an prevent recurrence accepted by IRB; staff
unencrypted email to the potential retraining. CASE CLOSED.
subject's VA provider personal email
account.
Facility reported transmission of an Remedial Actions: Email senders and recipients
external unencrypted email containing were instructed to retract and/or delete the
206 20 Portland | 08/01/2012 PHI. Case I.inked.with WRO 0091-6.48-H unencrypted.n?essages; S.tudy te?m to recgive
VAMC (unauthorized disclosure of PHI prior to ||refresher training regarding email encryption.
informed consent and HIPAA CASE CLOSED
Authorization, same subject).
Facility reported a subject enrolled ina  ||Remedial Actions: Subject re-educated on
CSP study for treatment of diabetic adhering to the study staff instructions; staff
VA neuropathy did not adhere to the reviewed medication list with subject to ensure
207 04 Pittsburgh H 08/08/2012 ||protocol; subject did not stop taking one ||participant adheres to the study drug. CASE
HCS of the study medications as instructed by [|CLOSED

staff. Subsequent labs revealed no
adverse effects.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported an unanticipated death ||[Remedial Actions: Animal toxicity grading to
of rats following experimental treatment.||include death as an endpoint; staff re-training;
208 06 Durham A 08/09/2012 demonstration of procedures; reporting of
adverse events to IACUC; monthly progress
reports. CASE CLOSED.
VA North Facility reported unapproved breeding of [[Remedial Actions: Submission of an amendment;
209 17 Texas HCS A 08/10/2012 [[mice. separate protocol for breeding; annual tracking
of breeding colonies. CASE CLOSED
Facility reported in a Gulf War Veteran Remedial Actions: Pl is removing the urine
. brain imaging study the results of urine [|sample results from CRPS.
210 12 Madison H 08/13/2012 drug screenings for 65 subjects were
mistakenly entered into CPRS.
Facility reported that 3000 subjects were [|[Remedial Actions: Pl has implemented a process
VA screened instead of the approved 1000. ||for weekly tracking of screening numbers; PI
This is a randomized clinical trial asked the IRB to raise the screening limit to
211 05 Ma:'\(l:lgnd H 08/15/2012 comparing Behavioral Treatment for 5000. CASE CLOSED
Smoking Cessation in Schizophrenia to a
standard smoking cessation treatment.
Facility reported that the wrong study Remedial Actions: All research pharmacy staff
medication was dispensed to a subject. |[received in-service training focusing on
Central The pharmacist realized the mistake the ||adherence to pharmacy policy: filling one
212 16 Arkansas H 08/21/2012 next day and told the subject to stop prescription at a time and completing the drug
VHS taking study drugs. The subject was in a ||accountability log prior to dispensing any study
study for treatment of diabetic drug. CASE CLOSED.
nephropathy but was given blood
pressure medication.
VA Greater Facility reported a deviation from the Remedial Actions: IACUC investigation; protocol
os Angeles approved anesthetic in a protocol using |[amendment to include urethane as anesthetic.
213 || 22 |[|Los Angel A || 08/21/2012 d hetic i I usi d includ h heti
HS rats. CASE CLOSED
VA Greater Facility reported unapproved restraint Remedial Actions: Submission of an amendment;
214 2 Los Angeles A 08/21/2012 procedures in a protocol using rats. veterinary consultation for the design and
HSg implementation of new restraint; IACUC
monitoring. CASE CLOSED
Facility reported that PO detected Remedial Actions: Pl and medical student
unapproved research (during counseled and education conducted, PI's studies
VA Western Environment of Care Rounds) and suspended. Pl suspended from conducting
215 02 New York H 08/23/2012 unauthorized use of PHI by two medical [|research for 3 year period.
HES students. The students were collecting
data from CPRS for an unapproved
research study of Clostridium difficile
Infection in the Intensive Care Unit.
Facility reported via NSOC that a medical [[Remedial Actions: New policy that redacted
record of non-vet was sent by the patient||subject medical records only sent to sponsor
McGuire to the research team prior to obtaining ||after subject consent; Training at next
216 06 (Richmond) H 08/24/2012 ||consent and HIPAA. This is an open label ||coordinator's meeting mandated by IRB. CASE
drug study for ulcerative colitis. Upon CLOSED.
presentation of consent/HIPAA subject
declined enrollment.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported one adverse event on a ||[Remedial Actions: Additional training to the
pilot study regarding a therapy system study team and the Pl was provided. CASE
217 08 Tampa H 08/24/2012 ||for treatment of split thickness donor CLOSED.
sites was reported late by the Pl to the
IRB.
Facility report describes pervasive non- [|Remedial Actions: All PI's studies suspended to
compliance with a specific Pl who is new enrollment until remedial actions
VA Boston responsible for 8 active studies in the addressed; Pl and study staff education; Mock
218 01 Healthcare H 08/27/2012 ||area of behavioral health. Non- Informed Consent training; Pl assurance of
System compliance includes informed consent adequate time/resources to properly run 8
issues. studies; identify person with secondary
responsibility to assist PI.
VA Eastern Facility reported protocol deviation Remedial Actions: IACUC review of incident;
219 19 Colorado A 08/27/2012 ||involving weight loss in pneumocystis- submission of protocol amendment. CASE
HCS infected mice. CLOSED
White River Facility reported temperatures outside Remedial Actions: SOP for animal care staff;
220 01 Junction A 08/30/2012 ||the normal range, affecting mouse communication with Facilities Management
rooms in the VMU. Service. CASE CLOSED
Facility reported inappropriate post- Remedial Actions: IACUC investigation;
VA operative analgesia in mice. submission of ACORP amendment; verification
221 04 Pittsburgh A 08/31/2012 of remedial training on protocol compliance and
HCS post-procedural analgesic administration. CASE
CLOSED
Facility reported the failure to report 8 Remedial Actions: The IRB requested the Pl to
VA protocol deviations to the IRB in a timely |[retrain all research staff on local policy on
222 08 Caribbean H 09/05/2012 manner |.n a .study of Vltalm|r? E and rep<')rt.|ng requwement.s. rega.rdmg protocol
HES Memantine in Alzheimer's Disease. deviations and to provide evidence of the
completion of the training to the IRB. Evidence
provided. CASE CLOSED.
Facility Reported damage by a water leak [[Remedial Actions: All salvageable material has
to research documents; these included ||been moved to a secure location and restoration
223 || 08 Bay Pines H 09/10/2012 ||R&D protocol related information and of documents was completed. CASE CLOSED.
nonprofit files related to research and
education.
Facility reported that 3 subjects, who Remedial Actions: Suspension of enrollment
failed to meet inclusion criteria, were rescinded with Pl acceptance of corrective
enrolled and underwent study actions to ensure that only smokers are enrolled.
VA Greater K
224 2 Los Angeles H 09/10/2012 procedures ‘m a DoD lung c.apcer Case closed.
Hs pathogenesis protocol(additional
bronchial brushings, blood draws and
nasal brushing in a study limited to
current or former smokers).
VA Greater Facility reported that an unapproved ICD [|Remedial Actions: Study terminated due to PI
225 22 Los Angeles H 09/10/2012 ||was used to enroll 13 subjects in an noncompliance and disregard for IRB processes.
HS Alzheimer's study. CASE CLOSED
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported three expired IACUC Remedial Actions: Suspension of research
protocols involving mice and rats. activities; IACUC investigation with follow-up
226 07 Columbia A 09/12/2012 report for corrective actions; use of spreadsheet
to track approval and expiration dates. CASE
CLOSED.
Facility loss of 16 case studies by a Remedial Actions: Missing 16 participants CRF
physician and researcher and corresponding source documentation,
221 o7 Charleston H 09/13/2012 including PHI; RISP Team will follow in Case
Number 0024-534-|.
Facility reported serious noncompliance |[|Remedial Actions: Review study team scopes of
VA Central in a combat trauma PTSD study involving ||practice, IND management procedures/SOP, and
228 00 Office H 09/15/2012 ||deviating from scope of practice and pharmacy security
dispensing medication without
appropriate oversight.
Facility reported an unauthorized Remedial Actions: Laboratory closure; disposal
229 12 ||Chicago HCS S 09/17/2012 ||transport of chemicals between of chemicals. CASE CLOSED.
laboratories.
Facility reported that a Pl initiated Remedial Actions: Administrative Hold placed; PI
research without R&DC approval or instructed to cease all research activities,
ACOS/R notification. The study involves a ||including abstract and manuscript preparation
review of Veterans' medical records to and presentation of any data; the Administrative
230 16 Houston H 09/17/2012 identify the current level of treatment Hold will be upheld until required documents are
effectiveness from patients who were received and reviewed. CASE CLOSED.
enrolled in Substance Dependence
Treatment Program.
Pl conducted research without R&DC Remedial Actions: Pl instructed to cease all
approval and submitted a manuscript for ||research activities; Administrative Hold to be
publication using the research. This continued until all required documentation is
231 16 Houston H 09/17/2012 ||retrospective study involving 35 patients ||completed, reviewed by relevant committees
aimed at helping elucidate the efficacy of [|and Pl is notified of approval to initiate research.
the posterior surgical approach using
several objective and subjective criteria.
Facility reported a lapse in training by an ||[Remedial Actions: The Ex-officio non-voting
Orlando Ex-officio non-voting member of the member completed the training; Research
232 || o8 VAMC R 09/17/2012 ||R&DC. discontinued the use of the internal tracking
database and modified TMS to include all
required research training. CASE CLOSED.
Facility reported one ICD for this musical [[Remedial Actions: Standard Operating Procedure
intervention study scanned into CPRS by |[(on the consenting process will be furnished to
233 09 Louisville H 09/20/2012 ||non-study staff. the study staff. The RCO will review the consent
process with the study staff. Remedial actions
complete, CASE CLOSED.
Facility reported consent-related Remedial Actions: Signatory fraud corrected with
noncompliance and signatory fraud ina ||appropriate notes to file, re-education of staff,
Phoenix VA lower extremity chronic ulcers in adults ||and dismissal of the perpetrator - no further
18 H 09/24/2012
234 HCS /24/ with diabetes mellitus wound care study. ||action required; corrective action plan requested
for consent-related noncompliance. CASE
CLOSED
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported protocol deviations Remedial Actions: Protocol and ICD were revised
(blood specimens drawn outside of to increase protocol timeframe for samples; ICD
Phoenix VA protocol timeframe) and possible privacy ||revised to indicate disclosure of initials to
18 H 09/24/2012
235 HCS /24/ breach (subject initials were disclosed to [[sponsor. CASE CLOSED
the sponsor without being described in
the ICD) in a molecular biology study.
Facility reported the duplicate Remedial Actions: develop corrective action
Phoenix VA enrollment of an individual in an online [|plan; provide re-training of proper consenting
236 18 HES H 09/24/2012 ||medical record to Reduce Limb procedures; implement monitoring of consent
Amputations in Persons with Diabetes process
study.
Facility reported two subjects in a Remedial Actions: Pl will complete required
VA North bariatric surgery study were enrolled training; undergo refresher training on the
237 17 Texas HCS H 09/24/2012 ||using a non-VA ICD; and Pl was consent process; and obtain informed consent
delinquent in training. from two subjects using a VA 10-1086 ICD. CASE
CLOSED.
Facility reported a serious unanticipated |[Remedial actions: None. CASE CLOSED
adverse event when a subject
Central experienced altered mental status on
238 16 Arkansas H 09/26/2012 Septgnﬁ?erlo.TheIastdoseofstudy
VHS medication was taken September 27,
2010. Designated IRB reviewer made a
preliminary determination that this was
serious, unanticipated, possibly related.
Facility reported a bench protocol and an [[Remedial Actions: The R&DC and ACOS/R took
animal protocol without R&DC and appropriate actions in sending the required
ACOS/R approval and notification to approval and notification letters, respectively. In
239 08 Tampa R 09/26/2012 initiate the studies. None of the studies [[addition, both principal investigators have not
have initiated research. initiated research. The PlIs received procedural
refresher training. CASE CLOSED
Facility reported that a Pl used Remedial Actions: Retraining of the Pl regarding
unapproved recruitment strategies to subject recruitment, Privacy and Information
VA Puget contact 55 Veterans for enrollment into a||Security and HIPPA authorization; Subject
240 20 Sound HCS H 09/26/2012 psychological intervention study for notification; and request consent for use of
distress/impairment in OEF/OIF/OND picture and/or voice. PO review completed. Case
Veterans. closed.
Facility reported that study team realized||Remedial Actions: Pl and staff were provided
that incorrect consent form was with training on VHA policy; a systematic
downloaded for an audiology renaming of approved documents was
241 08 Tampa H 09/27/2012 questionnaire study and 36 participants ||developed to use in the storing of documents by
were consented on an unstamped the IRB. CASE CLOSED.
consent form.
VA Central Facility reported study procedures in a Remedial Actions: Obtain local R&DC approval;
242 00 R H 09/28/2012 ||colonoscopy study were initiated at 4 education for site study personnel; Pl to review
Office ; ’ ) . A .
local sites prior to R&DC approval. investigator responsibilities in VHA policy.
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TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported unauthorized access Remedial Actions: Notification of MCD; VA Police
VA Lon into a BSL-3 Laboratory service investigation; Review of access records;
esearch Security Subcommittee review;
23| 22 || oot HgS s || 10/01/2012 Research Security Subcommi i
training regarding access to research building;
follow-up with employee health.
Facility reported unanticipated loss of Remedial Actions: IACUC review of incident;
animal life. Two mice died of repair heating table; staff must ensure proper
244 06 Durham A 10/05/2012 postoperative hypothermia due to a functioning of equipment prior to use. CASE
nonfunctioning heating table. CLOSED.
Facility reported non-compliance Remedial Actions: Reconsent 5 subjects; Submit
involving conducting research without amendment to increase size; Education from IRB
current IRB approval. The study is an and RCO provided to PI; PI must submit a mentor|
245 16 Jackson H 10/05/2012 evidence-based pilot project related to a ||to IRB for approval.
Resource Care Map for Rural Elderly
Caregivers.
Facility reported a missing NOT-OD-09- ||Remedial Actions: Protocol re-review and
246 09 Lexington A 10/05/2012 035 Agreement form for use of DMR approval by IACUC; SOP revision. CASE CLOSED.
J subsequent to FCR protocol review
(species not specified).
10/9/12-Facility reported (today)that PI ||Remedial Actions: Explanatory letters sent to
self-audit of study "Behavioral and subjects along w/ reconsent by mail; Pl team
Neuroimaging Changes after Cognitive Privacy re-training; Pl revised practices for
Rehab in T131 & MCI"IRB #000273 (VA  ||ensuring correct versions ICD and HIPAA used.
247 07 Atlanta H 10/09/2012 Career Development) discovered 9 CASE CLOSED
subjects signed the wrong version of IDC
and 6 signed ICD but not HIPAA
Authorizations
Facility reported that 9 ICDs were not Remedial Actions: Place the 9 ICDs into the
provided to the Research Office for subject's medical record; review SOP for
248 09 Louisville H 10/09/2012 ||inclusion into the subject's medical consenting process with study staff. CASE
record in an influenza treatment and CLOSED.
prevention study.
Facility reported a lapse in SRS Remedial Actions: SRS review; enhanced
continuing review. database monitoring for protocol continuing
249 08 Bay Pines S 10/11/2012 reviews; reminders to all PI's for timely
submission of documents for continuing review.
CASE CLOSED.
Facility reported data collection in a Remedial Actions: VA CIRB determined study
250 10 Cleveland H 10/11/2012 ||colonoscopy study was initiated prior to |[team may use data gathered prior to RDC
RDC approval. approval.
Facility reported vendor deviated from Remedial Actions: Pl suspended enrollment; IRB
VA Greater substance abuse protocol; interviewer is working with the Pl to institute safeguards so
251 2 Los Angeles H 10/11/2012 did not report thoughts of suicidal that the protocol is implemented as designed. All
HSg ideation; and re-contacted subject who ||corrections implemented (new contract vendor);
had withdrawn and requested no further ||case closed.
contact.

OFFICE OF VA Defining
RESEARCH HEALTH EXCELFENCE
- OVERSIGHT ~ A75 ~ CARE | in the 21st Century

000107



OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)
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Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
Facility reported high number of rat Remedial Actions: IACUC review; substitute
VA Kansas death when using Propofol pentobarbital as the anesthetic agent. CASE
252 15 ||City Medical A 10/11/2012 Dexmedetomidine and Fentanyl as an CLOSED.
Center .
anesthetic.
Facility reported animals being held Remedial Actions: Improved recordkeeping;
VA Puget under an expired protocol, animal improved communication; amend protocol to
253 20 Sound HCS A 10/11/2012 numbers being exceeded on two increase animal numbers; transfer animals to
protocols. another protocol. CASE CLOSED
University IRB reported unanticipated Remedial Actions: None. Case closed.
problem involving risks to subjects or
others in this lung cancer study which is
254 11 ||Indianapolis H 10/12/2012 ||closed to enrollment. Several cases of
interstitial lung disease were noted in
other studies using the same drug -
tivantinib.
Facility reported PI's QA audit found Remedial Actions: remedial education and
missing HIPAA authorization for one prohibited use of research data without a
VA Palo Alto subject enrolled in a CSP project revised HIPAA authorization permitting use of
255 21 HCS H 10/15/2012 evaluating chemotherapy treatments for ||the (previously collected) data. Case closed.
subjects who are at high risk for cancer
relapse.
Facility reported two IACUC approved Remedial Actions: Submission of protocols for
256 08 Tampa A 10/16/2012 ||protocols involving the use of mice approval; training; halt of activities until written
without SRS and R&DC approval. notification from ACOS is received. CASE CLOSED
Facility reported the R&DC inadvertently [[Remedial Actions: Study to be reviewed at next
closed a study that remained open with |[R&DC meeting; Acting RCO to perform
257 07 Charleston R 10/18/2012 the Affiliate IRB. regulatory compl'iance audit of study prior to
next R&DC meeting; create a plan to cross-
reference close-out procedures between IRB and
R&DC.
Oklahoma Facility reported 10 Subjects did not sign [|[Remedial Actions: All ten research participants
258 || 16 City H || 10/19/2012 ||, -pe. signed the ICDs. CASE CLOSED.
Oklahoma Facility reported incorrectly signed Remedial Actions: None. CASE CLOSED.
259 16 it H 10/23/2012 ||HIPAA form (corrected very quickly) in a
Y vein graft angioplasty study.
Facility reported inappropriate post- Remedial Actions: IACUC investigation;
operative analgesia, lack of aseptic submission of protocol amendment; training;
VA Central techniques and incomplete controlled improved documentation of controlled
260 17 Texas HCS A 10/23/2012 ||drug logs for surgical procedures in rats. |[substance and post-operative records; Pl
verification of analgesic administration;
observation of animal procedures by veterinary
staff. CASE CLOSED.
Facility reported that a creative arts Remedial Actions: Employee instructed to cease
261 17 VA Central H 10/23/2012 (music) therapist apparently conducted ||activity and .secure re'cords; and I1SO secured
Texas HCS unapproved sleep research on 40-50 non-VA equipment with PHI and reported to

inpatient Veterans.

NSOC. CASE CLOSED.
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‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported that a skin cancer Remedial Actions: Study suspended; Pl to
quality of life study was suspended by complete required education requirements.
262 02 Syracuse H 10/29/2012 R&DC due to Pl being noncompliant with |[CASE CLOSED
education requirements.
Facility reported serious continuing Remedial Actions: Pl training; report filed with
noncompliance re: PET scan study for FDA,; Clinical trials audit to be conducted; Pl and
PTSD (closed to enrollment). Pl did not  [|study team training completed before new
263 07 Atlanta H 11/01/2012 ||inform IRB and R&DC of IND for [0]15; submissions accepted.
did not submit annual reports to FDA;
and did not submit project to FDA as
amendment to IND.
Facility reported serious continuing Remedial Actions: Pl training; report filed with
noncompliance re: PET scan study for FDA,; Clinical trials audit to be conducted; Pl and
PTSD prevention in Iragi Veterans (closed |[study team training completed before new
to enrollment). Pl did not inform IRB and ||submissions accepted.
264 07 Atlanta H 11/01/2012 R&DC of IND for [0]15; did not submit
annual reports to FDA; and did not
submit project to FDA as amendment to
IND.
Facility reported serious continuing Remedial Actions: Pl training; report filed with
noncompliance re: PET scan study of FDA; Clinical trials audit to be conducted; Pl and
memory and hippocampus in twins w/ study team training completed before new
PTSD (closed to enrollment). PI did not submissions accepted.
07 Atlant H 11/01/2012
265 anta 101/ inform IRB and R&DC of IND for [0]15;
did not submit annual reports to FDA;
and did not submit project to FDA as
amendment to IND.
Facility reported IRB suspended industry ||[Remedial Actions: Study suspension; IRB audit of
sponsored atrial fibrillation study of DU- ||documentation; report to FDA, OHRP and
176b Versus Warfarin. Suspension due to ||Sponsor; other actions pending.
266 04 Clarksburg H 11/05/2012 documentation backlog related to staff
turnovers (sponsor monitors and facility
coordinators).
Facility reported a new Pl over-enrolled [|Remedial Actions: Pl to submit amendment for
VA subjects into a health Outcomes study additional subjects; Pl and staff to obtain
267 01 Connecticut H 11/07/2012 for \{eterans receiving mental health care contmumg education; data not to be used from
HES services. Pl subsequently enrolled eight ||the 8 subjects enrolled after cease enroliment
additional subjects after being notified to||notification.
cease enroliment.
Facility reported noncompliance for an Remedial Actions: Study presentation withdrawn
unfunded protocol involving the analysis ||from medical conference; all research activities
268 1 Ann Arbor H 11/09/2012 of diet'ar\./ labeling of oral Fhemotherapy and the unapproved sub-study stoppedf can.not
HCS prescriptions. The Pl modified the use database for any research. Suspension lifted,

approved study and added a sub-study
that did not receive IRB or RDC approval.

Pl RAP completed; education of Pl/staff on
conducting VA research.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
CSP halted Protocol 565 (Combination Remedial Actions: Pending.
Angiotensin Receptor Blocker and
Angiotensin Converting Enzyme Inhibitor
269 6 Cintral 09/2012 for Treatment of Diabetic Nephropathy -
! Arva;ssas H 11/09/201 VA Nephron-D study) due to high
potassium levels and acute changes in
kidney function with combination
treatment of losartan and lisinopril.
Facility reported an unanticipated death [[Remedial Actions: Submission of a modification
270 06 Durham A 11/13/2012 ||of rats following experimental to protocol; training. CASE CLOSED.
procedure.
Facility reported an incident in which Remedial Actions: Amendment to the protocol;
271 16 Houston A 11/13/2012 pers'opnel no.t appr?ved in the prot?col training. CASE CLOSED.
participated in surgical procedures in
sheep.
Facility reported that the affiliate IRB Required Actions: Pl credentialing and training
. appointed a new PI to this VA depression ||not completed/not possible, protocol
212 23 lowa City H 11/15/2012 study who did not have appropriate terminated and all VA data transferred to
credentialing or training. Research Office. Case closed.
Facility reported that enroliment on a Remedial Actions: Enrollment temporarily
CSP study (A Point of Care stopped at participating sites; revisions to CPRS
Randomization Study Comparing Insulin (|screens to mitigate similar problems in future
Administered Using a Sliding Scale vs a
273 01 Providence H 11/16/2012 ||Weight Based Basal-Bolus Regimen) has
been temporarily stopped by the
coordinating site due to unanticipated
problem related to a clinician not
following a
Pl of CSP 565(Combination Angiotensin ||Remedial Actions: Detention authorities must be
Receptor Blocker and Angiotensin contacted to discontinue incarcerated subject
Converting Enzyme Inhibitor for from continuing study drugs.
VA Loma Treatment of Diabetic Nephropathy - VA
274 22 . H 11/16/2012 ||Nephron-D study) failed to report
Linda HS . . )
incarceration of subject to. CSP later
halted Protocol 565 due to high
potassium levels and acute kidney
function changes.
Facility reported unanticipated loss of Remedial Actions: IACUC review; laboratory
275 07 Charleston A 11/21/2012 ||animal life in mice. technician employment termination. CASE
CLOSED.
Facility reported that during a routine Remedial Actions: It was verified the ICF was not
annual ICF audit the study staff found misfiled; Research participant contacted and
that a signed ICF for one research asked to verify if the original ICF picked-up by
276 06 Durham | 11/21/2012 ||participant could not be located. The ICF |[accident but did not respond; credit protection
was not scanned into CPRS as the study ||services or HIPAA notification not required; staff
participant is not a veteran and does not ||reminded of IC documentation policies. CASE
have a CPRS record. CLOSED
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility |{Focus Date Issue of Noncompliance Remedial Actions
Facility reported three full-time VA staff [|[Remedial Actions: Remove VA personnel from
incorrectly listed as study staff on three [|affiliate university protocol rosters. Remedial
. affiliate university ophthalmologic actions competed, case closed.
2m 23 lowa City H 11/21/2012 studies; one VA staff consented two
university subjects without
authorization.
VA Palo Alto Facility reported a lapse of SRS approval [[Remedial Actions: SRS approval of research
278 21 HCS s 11/21/2012 with continuation of research activities. ||activities. CASE CLOSED.
Facility reported transfer of protocol Remedial Actions: SRS review; establish an MOU
279 08 Tampa S 11/28/2012 ||without IBC. between JAHVH and the affiliate IBC to cover all
future studies. CASE CLOSED.
Facility reported research conducted Remedial Actions: Pending.
without obtaining HIPAA Authorizations
280 08 Tampa H 11/29/2012 on 80 participants in a homeless index
study based on interviews.
Facility report of two Traumatic Brain Remedial Actions: Pl and study staff education.
VA Boston Injury and Stress Disorder studies that Self-audits with IRB reporting required.
281 01 || Healthcare H 11/29/2012 ||recruited participants whose age
System exceeded the parameters in the eligibility
criteria.
Facility reported serious programmatic  ||[Remedial Actions: Human Resources and
noncompliance of 75 WOC appointments |Research Service are reviewing WOC
282 09 Memphis H 11/30/2012 ||have expired; 13 other's status is appointments for accuracy. 81.5% completion
unknown; 3 appointments have been rate as of 1/2/13.
expired for more than 2 years.
Facility reported discovery of a mouse Remedial Actions: The technician was retrained
carcass in a cage that had been on operating procedures for ensuring an
autoclaved accurate accounting of all animals in the cage
283 02 Syracuse A 11/30/2012 and an additional new log sheet is being initiated
to provide another step in preventing this type
of incident in the future. CASE CLOSED.
Facility reported release of a partial Remedial Actions: Recovery of disclosed
Phoenix VA recruitment list of subjects who failed information
pre-screening without consent or
284 || 18 HCS H 12/04/2012 ing with HIPAA
authorization in a diabetic foot ulcer
study.
Facility reported non-approved Remedial Actions: Reviewed the ACORP;
ugusta procedure performed on mice. retraining; Orientation for Animal Users
285 || o7 A A || 12/06/2012 d rformed i ining; Ori ion for Animal U
refresher course. CASE CLOSED.
Facility reported that the IRB failed to Remedial Actions: Pending
report that the PI had failed to report a
VA SAE within three days of becoming aware
. of the SAE. The study is a Phase Ill
04 Pittsburgh H 12/06/2012
286 : }:Ctgrg 106/ Randomized Trial of Chemotherapy with
or without Bevacizumab in Patients with
recurring or Metastatic Head and Neck
Cancer.
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OFFICE OF RESEARCH OVERSIGHT
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

‘Case VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported unanticipated problem |[Remedial Actions: Subjects contacted via
VA Western related to safety in a CSP treatment certified letter; Study close-out procedures
287 || 02 || Newvork || H || 12/11/2012 satetyina Lov treatmer >y P
HCS study of kidney function in diabetic underway at facility.
patients.
San Facility reported possible unapproved Remedial Actions: IACUC investigation;
288 21 Francisco A 12/17/2012 ||procedures (skin biopsies) in mice. suspension of animal privileges for research staff
VAMC member(s) involved.
Facility reported a UPR in a study of Remedial Actions: Randomization list updated
veterans with mild TBl and/or PTSD for two of the three treatment arms, technical
funded by US Army Medical Research check developed to ensure randomization and
289 01 White Blver H 12/17/2012 and Materiel Command.. Randomlzatlon dlspen.satlon ma.tch; PI educ.at.lcj.\r? provided
Junction occurred correctly but dispensation was ||regarding reporting responsibilities.
incorrect (due to technical problem) for 2
of 3 study treatment arms. No AEs
occurred that required unblinding.
Facility reported IRB suspended this Remedial Actions: Pl to complete VA-required
Central investigator initiated retrospective chart ||research training on schedule as required.
290 16 Arkansas H 12/18/2012 ||review study on anti-diabetic agents and
VHS colorectal cancer. Suspension was due to
repeated lapses in IRB approval.
Noncompliance was discovered during Remedial Actions: Pending.
Central an audit of a previously reported
291 16 Arkansas H 12/19/2012 ||noncompliance event. A death,
VHS determined to be NOT related, was not
reported in a timely manner.
Facility self-reported that the affiliate Remedial actions: Pending.
suspended a protocol after it found that
the protocol file was not current as it
292 16 Houston H 12/20/2012 ||applies to IND and FDA documentation.
The study measures changes in
Dopamine when Modafinil is used as a
Treatment for Cocaine Dependence.
Facility reported two subjects enrolled in [[Remedial Actions: Revision of the dispensing
this study received study medication SOP; audit of all active study drug binders;
Central from the wrong kit. The study assesses ||education of pharmacy staff. All items previously
the effectiveness and safety of 12 versus |[completed. CASE CLOSED.
293 16 ArS:Eas H 12/20/2012 30 months of dual anti-platelet therapy
in subjects undergoing percutaneous
coronary intervention with drug-eluting
or bare metal stent.
Facility reported 19 subjects enrolled in a [[Remedial Actions: Pay remaining study subjects;
VA Central cardiac study were not paid for Develop policy instructing Pls how to obtain
294 21 Cm:ggua H 12/20/2012 participating as stipulated in the ICD, funds to pay study subjects; Update ICD to
constituting continuing noncompliance. ||include subject withdrawal information.
Facility reported controlled substance Remedial Actions: SRS and IACUC review; return
295 10 Cleveland A 12/26/2012 ||(ketamine cocktail) inventory controlled substance cocktail to Pharmacy
discrepancy. Services. CASE CLOSED.

OFFICE OF

VA Defining
RESEARCH ueaure | EXCE LFEN CE
- OVERSIGHT ~ A80 ~ CARE | in the 21st Century

000112



OFFICE OF RESEARCH OVERSIGHT
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 6. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
San Facility reported protocol suspension Remedial Actions: IACUC review and protocol

206 21 Francisco A 12/28/2012 d'ue to una'pproved. p.rocedu!'es . suspension.

(implantation of mini osmotic pumps) in
VAMC .
mice.
VA North Facility reported a voluntary local Pl Remedial Actions: suspend enrollment;
297 17 Texas HCS H 12/28/2012 ||suspension of enrollment of a vein graft |[IRB/DSMB review pending

study, pending review by DSMB and IRB.

Facility reported survey participants Remedial Actions: Pending
were able to review survey responses on

VA
. a Share Point that was supposed to be
298 04 Pltt:é:rgh H 12/28/2012 accessed by study investigators only on a
study of the problem of bullying in
healthcare.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF COMPLIANCE OFFICER (RCO) AUDITS

VHA facility-based Research Compliance Officers (RCOs) must conduct annual informed consent audits and triennial regulatory
audits of all research studies. The director of each research facility is required to report promptly to ORO any apparent serious
or continuing noncompliance identified in these audits. ORO conducts remote reviews of these reports, requiring that the
facility develop an acceptable remediation plan and monitoring implementation of the plan until remediation is complete.

85 =

248 =
327

Summary

New Cases — April 1 through June 30

New Cases in Calendar Year

79 = Cases Continuing from Previous Calendar Year

41 = New Cases —January 1 through March 31

75 = New Cases —July 1 through September 30
47 = New Cases — October 1 through December 31

= Total Cases (Continuing Plus New) in Calendar Year

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit of muscle stimulation in Remedial actions: RCO provided education to PI
ventilated patients study found consent and Study Coordinator; protocol amendment
. and HIPAA irregularities, inadequate was submitted; IRB approved HIPAA waiver and

1| 12ne Hines H 02/28/2011 progress note documentation and on- made determinations on data use. CASE
study death that was not reported to the ||CLOSED.
IRB.
RCO audit of cataract study found "test" Remedial actions: study closed, education
data collected on 11 cataract surgery provided to Pl and others in Ophthalmology
patients without ICD or HIPAA Dept. For future studies, mentor assigned,

2 || 12 NE Hines H 03/01/2011||Authorization prior to IRB and R&DC experienced coordinator will be assigned, audit
approval. One omitted HIPAA frequency would increase. CASE CLOSED.
Authorization; 1 unreported adverse
event; multiple other irregularities.
RCO triennial audit found protocol Remedial actions: An amendment was submitted
violation regarding use of unapproved and approved to include the new survey tool

3 08 Miami H 03/10/2011 ||screening survey tool and unapproved and the new inclusion/exclusion criteria, no new
inclusion/exclusion criteria in a dry eye risks identified by the IRB. OHRP report
syndrome study. completed. CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found ICD irregularities in all Remedial actions: Obtain re-consents and HIPAA
consent forms in study of educational Authorizations; HIPAA waiver granted for the
. materials for spinal cord injured veterans ||study and IRB approved data use for the data
4 ||12Ne Hines H 03/11/2011 including missing times and/or dates; use ||collected. CASE CLOSED.
of ICD with expired IRB stamp; No HIPAA
Authorizations obtained.
RCO Inquiry seeking reporting guidance on [[Remedial actions: Revise SOP; no re-consent
5 04 Coatesville H 04/07/2011 |13 subjects consents by Next of Kin in required; data can be used. CASE CLOSED.
Alzheimer's Disease protocol.
RCO ICD audit of PTSD and concussion Remedial actions: Affiliate IRB to complete full
study found no CPRS flag (35/35);late Board review, not by IRB Chair on 12/20/11.
. entry CPRS consent notes (14/35); POC Note: IRB responsibilities transitioning from
09 L t H 04/11/2011
6 exington /11/ not IRB approved (2); Current Scope affiliate to VA nu 1/1/12. Remedial actions
missing for POC (9/35); Incorrect version ||complete. CASE CLOSED.
of ICD signed (5/35).
San RCO audit of a study involving imaging in  [[Remedial Actions: Obtain HIPAA from the
. the evaluation of vascular disease participant; provide education to all members of
7 21 F's:sfgo H 06/16/2011 progression found that one subject did not||research community. CASE CLOSED.
have a signed HIPAA authorization form.
RCO Triennial Regulatory Audit found in Remedial actions: pending. Affiliate review
heart disease study expired scopes of 12/20/11. Note: IRB responsibilities transitioning
practice; missing training; no Cooperative ||from affiliate to VA by 1/1/2012. Remedial
. Technological Administration Agreements ||actions completed. CASE CLOSED
8| 09 || Lexington || H |06/21/2011 || s p) Micing Col forms; missing admin
forms, documentation of approvals;
missing CPRS flags and notes. Exclusion
criteria not met.
VA Boston RCO Audit found 10 out of 30 HIPAA Remedial Actions: Pl to obtain missing HIPAA
ealthcare uthorizations not signed in a spiritua uthorizations within ays. .
9 01 Health H 06/21/2011 ||Authorizati igned i iritual Authorizati ithin30d CASE CLOSED
System care end-of-life study.
RCO Audit found 20/20 participants in a Remedial Actions: Education provided (mock
VA Boston lipid medication adherence study did not ||informed consent process); reconsent
ealthcare use approved and stamped IC. Two underway.
10 01 Health H 06/25/2011 IRB d and dIC. T d
System HIPAA not dated. One HIPAA different
date than witness.
RCO audit of a study of population Remedial actions: Multiple facility audits and
differences in immune response for investigations pending and in progress; interim
VA Greater hemophilia found collection and transfer ||actions have included suspension of the protocol
of identifiable human blood samples and suspension of the investigator's research
1 22 Los Al_?sgeles H 06/27/2011 without IRB approval. Samples also privileges. CASE CLOSED.
collected from children without obtaining
a CRADO waiver. Potential Conflict of
Interest issues are being investigated
VA Boston RCO audit found that research was being ||Remedial actions: lapses in SRS reviews
conducted on two animal protocols determined to be reportable; Lapses unlikely to
12 o1 Hzal:&c;re S 07/15/2011 without the required SRS approval. The result in harm. CASE CLOSED
¥ species involved were rodents.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit of Parkinson's Disease retinal Remedial Actions: Re-consent and obtain
study found ICD obtained by person not missing HIPAA Authorizations for 4 participants.
13 || 12 NE Hines H 07/18/2011 ||on study without training, missing CPRS CASE CLOSED
documentation, HIPAA Authorizations
missing for all (4) subjects.
RCO audit of a Weight management study [[Remedial Actions: Mock informed consent
VA Boston found expired ICD and HIPAA documents; |[[process performed; reconsenting attempts
14 01 Healthcare H 07/22/2011 ||missing HIPAA Authorization signature; continuing; procedure to report future such
System erroneous dates of signature; missing incidents. CASE CLOSED.
dates of signature for ICD and HIPAA.
RCO audit of blast injury effects found 10 [[Remedial actions: Obtain the missing HIPAA
cases where subjects signed an ICD, but authorizations; IRB determined that data
VA San did not sign the associated HIPAA obtained from subjects without HIPAA
15 22 Diego HS H 07/26/2011 authorization. authorization could not be used for research
purposes; IRB accepted the Pl plan to prevent a
recurrence. CASE CLOSED.
RCO audit of OEF/OIF couples Remedial actions: The IRB (and R&DC) accepted
reintegration studies identified 12 of 89 the Pl plan to prevent a recurrence; no
16 2 YA San H 07/26/2011 subject.s d|.d not sign a HIPAA perm|'tted use (dlsclosu‘re).of data without
Diego HS authorization for one study & 1 of 124 effective HIPAA authorization. CASE CLOSED.
subjects did not sign a HIPAA
authorization for the 2nd study.
RCO regulatory audit found that research [[Remedial actions: Consult with IRB tracking
was conducted during lapse of IRB software contractor to determine and correct
17 05 DC VAMC H 08/01/2011 approval. Four subjects consented during ||the glitch in the system. CASE CLOSED.
lapse. Study involved evaluation of
myeloma progress risk in African
Americans.
RCO audit of 3 behavioral intervention Remedial actions: IRB and R&DC have reviewed
VA San studies by one PI (1)angry veterans, (2,3) ||land accepted the PI's plans to obtain compliant
18 22 Diego HS H 08/02/2011 ||drug dependent subjects, no HIPAA HIPAA authorizations and a plan to prevent a
g authorization for multiple subjects. recurrence; no disclosure permitted without
effective authorization. CASE CLOSED.
RCO Audit of medication adherence study [|[Remedial actions: PI meet with IRB Chair for
VA found non-VA investigator accessing PHI  |[training; Pl to obtain WOC and VA credentialing;
19 04 Pittsburgh H 08/12/2011 without WOC appomtment. Enrjo‘ll‘ment proto?ol modification; hire dedu;ated research
and other ongoing research activities coordinator; report cause of serious non-
HCS ) -
suspended. compliance to IRB. Actions have been
completed. CASE CLOSED.
RCO ICD Audit found five subjects in an Remedial Actions: Regulatory audit completed;
alcohol and cocaine study with no witness ||training completed; oversight and review by
signature; 3 subjects with no senior study staff; external review of all ICDs
. . documentation in CPRS. Additional audits ||within 24 h of consent; IRB review of all ICDs; all
20 04 |[Philadelphia H 08/21/2011 found subject assessments completed ICDs reviewed with Veteran at follow-up visit.
prior to IRB approval; unauthorized person||CASE CLOSED.
calling subjects, 10 subjects no witness
signature.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit of hyperthyroidism study found [[Remedial actions: - obtain VA and OUHSC HIPAA
enrolled children and collected cord blood ||authorizations from each subject - suspended
Oklahoma without CRADO waiver; Used non-VA ICD ||study enrollment - self reported pediatric
21 16 City H 08/23/2011 ||for 24 of 55 participants; Unauthorized research to ORD - Pl to report multiple informed
staff obtained consent; other consent consent process & documentation deviations to
deficiencies; lost ICD and HIPAA IRB -RCO will conduct a complete regulatory
authorizations audit of study. CASE Closed
RCO ICD Audit revealed 3 subjects were Remedial Actions: Pl to reconsent the 3 subjects.
consented by an individual without CASE CLOSED.
authorization to consent; one of the three
22 05 DC VAMC H 08/25/2011 ||subjects was also consented using an
outdated ICD. Study is a pilot study for
Clinical Trials of upper extremity Amputee
Training.
RCO Informed Consent Audit found in Remedial actions: RCO placed protocol on
PTSD medication non-adherence study: Pl [["administrative hold"; concurrence by IRB,
with expired WOC appt, person obtaining ||Privacy Board, RDC Chairs. No Pl response to
. consent not IRB approved,; ACOS. Affiliate IRB review on 12/20 and RDC
23 || 09 | Lexington || H ]09/06/2011}11 10\ icsing progress notes,41/41 12/22 for study closure. CASE CLOSED
missing scanned ICFs in CPRS, missing
flagging; missing HIPAA for 9/41 subjects;
follow-up HIPAA from 2008 incomplete.
RCO audit found protocol violation in Remedial Actions: The IRB will require an
retrospective liver and kidney chart review |[[amendment to include data that was not in the
study that was collecting prospective data. ||original proposal and approved protocol and to
24 08 Miami H 09/12/2011 ||Prospective data was not included in the ||extend the years of retrospective data to be
IRB-approved protocol. collected. Amendment received and approved
by the IRB. OHRP reporting completed for
serious noncompliance. CASE CLOSED.
RCO audit found that an investigator had [[Remedial actions: Letter of apology to subjects;
VA Greater subjects enrolled in one study sign ICD for |[for-cause RCO audit. CASE CLOSED.
25 22 Los Angeles H 09/16/2011 ||another study for the sole purpose of
HS reimbursing the subjects for participation
in the first study.
RCO Audit found PI of surgical decision Remedial Actions: Pl's 3 studies were suspended
making study failed to submit continuing ||or terminated and research privileges were
Central review or closure request despite revoked. CAVHS IRB had required several
26 16 Arkansas H 09/27/2011 [|[numerous reminders and prior counseling ||contingencies be satisfied before studies could
VHS resume, but the Pl has not responded to the IRB
Chair and Administrator's attempts to arrange a
meeting. CASE CLOSED.
VA New RFO Audit found 16 sybjgcts Yvith no Remed'ial A'ctions: IRB and PO reviewed. HIPAA
27 03 |lvork Harbor H 09/27/2011 S|gn'ed HIPAA Authorlz.atlons in a. study of ||Authorizations were found and the RCO Audit
HES periprocedural glycemic control in report was corrected. The report of non-
coronary angiography patients. compliance was in error. CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found that a limited data set in [[Remedial Actions: Terminated protocol;
Central a post-operative gastro-intestinal study Sequestered data, destroyed samples; Self
28 16 Arkansas H 10/03/2011 ||was transmitted to a non-VA entity (study [[reported to OHRP & FDA PI's research privileges
VHS sponsor) without authorization, no DUA suspended. CASE CLOSED.
was in place.
VA llliana RCO informed consent audit identified Facility in process of program closure by end of
that IRB did not document approval of December, 2011. Program closed January 24,
11 Health H 10/04/2011
29 calthcare /04/ informed consent waivers appropriately 2011. CASE CLOSED.
System .
for three studies.
RCO regulatory audit of PTSD study found ||Remedial actions: Study closure; other actions
improper approval of research personnel ||pending. IRB review 12/20/11 for study closure.
30 09 Lexington H 10/05/2011 by AO/R; no C.RADAf F)r Clinical Trials RDC 12/22/11. CASE CLOSED.
agreement with affiliate; no current
approved Pl; ACOS/R placed study on
admin hold.
RCO Audit (closure audit) of a colonoscopy |[Remedial Actions: IRB retroactively (post study
study found that 18 of 63 ICDs were not closure) waived requirement for informed
available for review; none of the 45 ICDs  ||consent and HIPPA authorization for all study
VA San viewed contained IRB stamp; and none of |[participants. CASE CLOSED.
31 22 Diego HS H 10/07/2011 the HIPAA authorizations had been
obtained. In addition, not all required RCO
consent audits had been completed by the
RCO.
RCO Regulatory audit found that research |[Remedial actions: Research service changed
related to the effects of volunteering on  ||their documentation of training process. CASE
32 05 DC VAMC H 10/12/2011 ||the volunteer was initiated without the Pl [[CLOSED.
completing required human subjects and
info security training.
RCO audit found a PI's failure to report Remedial actions: The R&DC tasked the RCO
one or more unanticipated SAEs or with monitoring all SAEs reported and actions
33 08 Tampa H 10/18/2011 ||problems involving risks to subjects or from the IRB. Report to OHRP completed. CASE
others in an Oncology Registry of Chronic ||CLOSED.
Myelogenous Leukemia (CML) protocol.
RCO audit of a foot ulcer study found Remedial Actions: Pl to meet with IRB to discuss
1)participation by the research findings; review other protocols to ensure
VA coordinator in the conduct of an active method not used and if used submit UPR;
34 04 Pittsburgh H 10/19/2011 ||protocol without required credentialing;  [[modify protocol to state consent obtained prior
HCS 2)failure by investigator to report three to audio or video taping; if method not used
SAE within the required timeline. amend protocol to remove reference to the
method. CASE CLOSED
RCO Regulatory Audit of cognition in Facility in process of program closure by end of
VA llliana OEF/OIF Veterans with PTSD found scopes |[December, 2011. Program closed January 24,
35 11 Healthcare H 10/20/2011 ||of practice lacked review; HIPAA waivers [[2011. CASE CLOSED.
System not documented correctly; incorrect
continuing review dates.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found that the Pl began Remedial actions: Re-consent all subjects (27);
Hepatitis B research interactions before Amend protocol and ICDs to reflect actual
36 16 Jackson H 10/21/2011 ||obtaining informed consent and procedures; RCO and IRB admin trained Pl &
conducted research after IRB approval had ||study staff . CASE CLOSED.
expired
RCO ICD and regulatory audit of a One Remedial actions: Pl counseled. CASE CLOSED.
VA Minute Preceptor Model study found
37 09 Tennessee H 10/28/2011 10/1.4 were consented using unapproved
Valley HCS versions of the ICD; 4 ICDs.were onanlICD
that had never been submitted to the IRB;
6 ICDs were used prior to IRB approval.
RCO audit found in a human, regulatory Remedial actions: re-review of SNC scheduled
audit that; PI was no a VA employee; no 12/20/11 and RDC 12/22. Affiliate IRB
CTAA in place for collaborative research transitioning to VA IRB by 12/31/2011. CASE
38 09 Lexington H 10/31/2011 ||with affiliate; RDC expedited/conditional [[CLOSED
approval; poor documentation of HIPAA
waiver; no data safety and security
approval
RCO audit found in a human, regulatory Remedial actions: Pending Affiliate IRB
audit that; Pl was not a VA employee; RDC ||transitioning to VA IRB 12/31/2011. Affiliate IRB
39 09 Lexington H 10/31/2011 ||expedited/conditional approval; poor review 12/20 and RDC review 12/22. Remedial
documentation of HIPAA waiver; no data [|actions completed. CASE CLOSED
safety and security approval
RCO Audit found local site investigator Remedial actions: Study suspended; Local RCOs
(LSI) used an ICD version for Hepatitis audit for # enrolled with wrong ICD; compare
Central C/depression study apparently not documents on LS| files with CIRB files; Reconsent
40 16 Arkansas H 11/01/2011 |[approved by the VA CIRB. VA CIRB applicable participants; plan to track study doc
VHS suspended study pending completion of  ||submission & dissemination to sites; submit
RAP and follow-up audits of Pl and LSI amendment for all changes so far; Staff training.
study files. CASE CLOSED.
RCO Audit found in a rural health human [[Remedial actions: ICF reissued with IRB approval
subject study 12 ICDs improperly stamp; notes to file explaining errors; reconsent
41 07 Tuscaloosa H 11/04/2011 ||approved by the IRB; approval stamp 12 subjects, and training for IRB Clerk. CASE
missing on all but the front page of the CLOSED.
ICDs.
RCO regulatory and ICD audit found IRB Remedial Actions: Facility closed research
programmatic non-compliance in a program January 24, 2012. CASE CLOSED.
rotating shift sleep pattern study. The IRB
VA llliana reviewed and approved
42 11 Healthcare H 11/08/2011 ||incorrect/inadequate Pl documents
System instead of contingent approval. IRB failed
to review scopes of practice; failed to
document that all approval criteria were
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO Regulatory and Informed Consent Facility in process of closing research program by
Audit of cardiac antiarrhythmic monitoring||December, 2011. Program closed January 24,
VA llliana study found IRB programmatic non- 2012. CASE CLOSED.
43 11 Healthcare H 11/08/2011 ||compliance related to approval of HIPAA

System Authorization or HIPAA waiver and failure
to document all criteria for approval were
satisfied.
RCO audit of HSR&D human study of Remedial actions: Request local RCO regulatory
Hepatitis C and depression, CIRB protocol |[[audit and comparison of the approved
found apparent non-IRB approved ICD; documents on file at the site with those at the

44 15 St Louis H 11/09/2011 |[apparent lack of an authorized CIRB CIRB; subjects consented with the non-IRB
approval letter for amendment 2 that approved ICD will be re-consented; submit
included the amended ICD. amendment; additional training for staff.

Remedial actions complete. Case Closed.
RCO Informed Consent Audit of Remedial actions: Clarify determination of
neurological minimal risk study found no ||decision-making capabilities; Pl will remove
. IRB approval for use of an LAR; surrogate signature from ICD, will use non-

45 09 Memphis H 11/21/2011 inapp’:‘;gpriate LAR signatures on 10/60 vetergns aftger IRB approval; PI may not use data
ICD, 8/60 HIPAA, and inclusion of 33/60 for subjects with inappropriate LAR signatures.
non-veterans without IRB approval Remedial actions complete. Case closed.

RCO audit found that a team member on a [[Remedial actions: (IRB: non-serious, not
atient safety study had not completed continuing)Pl required to review relevant section

46 16 Houston H 11/22/2011 "cjhe requiredT‘mumaZ\ research P of SOP. CiSE CLqOSED.
protections/GCP training
RCO audit found that a VA Pl conducted a |[Remedial actions: Pl told to review SOP excerpt
chart review study of renal failure in regarding obtaining all required approvals
influenza that included pediatric patients ||before beginning research; R&DC developed

47 16 Houston P 11/22/2011(|(all age groups). Application did not state ||corrective action plan: real-time access to e-IRB
that he was reviewing charts at a non-VA [[(BRAIN); revised R&DC submission forms
site. No CRADO waiver. emphasizing required R&DC approval/ ACOS/R

notification; updated Pl manual. CASE CLOSED.
RCO audit found that the study (chart Remedial Actions: IRB required Pl to review
review of anxiety in dementia) was relevant section in SOP; R&DC submitted a
conducted without R&DC approval. systematic CAP including: RSL real-time queries

48 16 Houston R 11/22/2011 to BRAIN e-IRB system; RDC's own

noncompliance notice; System Redesign Team
implementing Ql using "lean management
tools". CASE CLOSED.
RCO audit found that the Pl conducted Remedial actions: Pl to read SOP section on
research (chart review of posttraumatic written approvals; R&DC to develop and
headaches) before receiving ACOS/R implement a corrective action plan (in process),

49 16 Houston R 11/22/2011 notification of subcommittee and R&DC R&DC developed a VA-specific noncompliance

approval notification template, to be used on a case-by-
case basis. CASE CLOSED.
RCO audit found that a VA Merit Review, [[Remedial Actions: Protocol was assigned to the
Portland IRB exempt study of Veterans with dual R&DC; the portfolio was assessed to ensure no

50 20 VAMC H 11/29/2011 |[sensory loss expired in the absence of other studies expired. CASE CLOSED.
assighment to an oversight committee and
annual continuing review.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found a family member gave Remedial actions: Amended study to use LAR in
surrogate informed consent in a colorectal ||ICD process; suspension lifted; Pl to enroll
. . cancer study, a process that was not subjects prior to sedation; data collected with
51 11 ||Indianapolis H 12/02/2011 defined in the approved protocol. LAR consent won't be used if subject refuses
enrollment after waking up; RCO to perform
regular consent audits of study. CASE CLOSED.
RCO audit found digitally recorded Remedial actions: Cease destroying research
research records in a substance abuse records; protocol amendment to correct ICD to
52 11 [|Indianapolis H 12/02/2011 ||mental illness study of homeless veterans ||ensure research records are not destroyed. CASE
were being destroyed following CLOSED.
transcription.
RCO Audit found failure to obtain initial or [[Remedial Actions: IRB converted to an electronic
San continuing approval from VA R&DC, PO or ||protocol submission system; developed an
53 21 Francisco H 12/02/2011 |{ISO review, and notification from the internal database to facility management of the
VAMC ACOS/R in a joint arthroplasty study in research portfolio that tracks all project
HIV-positive patients. approvals. CASE CLOSED.
HSR&D study. RCO audit found 70/125 ICD |[[Remedial actions: CIRB determined no
were not most current version; 17/125 reconsenting was required; written verification
ICD, HIPAA Authorizations, and progress  |[that subject documents had been scanned in
. notes were not scanned into CPRS; 17/51 ||CPRS. LEX RDC to review 12/29. CASE CLOSED.
54 09 Lexington H 12/05/2011 late entry progress notes. RCO audit
accomplished at CIRB direction following
previous report of apparent
noncompliance.
RCO ICD Audit finding of non funded study [[Remedial Actions: Pl submitted study deviation
Oxygen Desaturation and Dynamic to IRB and modification request to remove
- . Hyperinflation in COPD, witness signatures |[witness signature from ICD; Study Coordinator
55 10 Cincinnati H 12/07/2011 missing in ICDs w/ witness signature lines. ||hired; RCO education of medical residents prior
to involvement in Pl's studies. Actions completed
and Case Closed.
San RCO audit found apparent enrollment Remedial Actions: Compliant informed consent
56 2 Francisco H 12/08/2011 subjects by unauthorized personnel into a ||obtained from the two subjects; study
VAMC non-small cell lung cancer treatment coordinators reviewed HRPP handbook. CASE
study. CLOSED.
RCO audit found no regulatory binder on [[Remedial actions: Compile local regulatory
site, no training records or scope for one ||binder; produce missing training records and
57 15 St Louis H 12/11/2011||person obtaining informed consent, no scopes of practice; update missing CPRS
ICD in CPRS, no flagging in CPRS, components. Remedial actions complete. Case
closed.
RCO Audit found that the evaluative study [[Remedial actions: Education was provided to the
of visual exit barriers in dementia did not ||Pl and study coordinators on reporting
58 08 Tampa H 12/12/2011 ||obtain and document waiver of informed ||requirements. The IRB made a determination of
consent for screening and recruiting serious noncompliance. Reports to OHRP were
purposes. completed. CASE CLOSED.

&

000121

OFFICE OF
RESEARCH
OVERSIGHT

~ A89 ~

Defining
EXCELLENCE

in the 21st Century

VA

HEALTH
CARE




OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found multiple deviations upon [[Remedial actions: Pl Suspended from conducting
IRB-ordered global audit of noncompliant |[[research at facility. CASE CLOSED
Central PI's studies. In a stl:dy of nausea and
vomiting in surgical patients, errors were
59 16 Arl\(/al_rlmssas H 12/14/2011 found in entering CPRS notes, failure to
follow-up as per protocol, deletion of an
ICF and Pl failure to provide staff
oversight.
RCO performed regulatory audit of 2008 [[Remedial actions pending any RDC actions. Pl
non-VA RDC-approved protocol; without ||will close study at VA. RDC Coordinator
Ann Arbor RDC continuing review, and the use of administratively closed this study; RDC
60 11 HES H 12/15/2011 ||incarcerated prisoners as subject determined this as serious noncompliance;
population without ORD approved CRADO ||Research Service to work with Pls to prevent re-
waiver. occurrence, and RDC response appropriate.
CASE CLOSED
RCO audit found that 13 participantsina |[Remedial Actions: Pl to review SOP section on
neurobiological study were consented obtaining required approvals; R&DC requested
61 16 Houston R 12/20/2011 before R&DgC approv:\I and ACOS/R to develgp aqand im:lzment a correcti\?e action
notification was sent plan. CASE CLOSED.
RCO routine regulatory audit of 2 Remedial Actions: Two new processes
VA Western retrospective chart reviews (Hepatitis C implemented by research office. E-mail will be
62 02 New York H 12/28/2011 ||and capsule endoscopy) found co- sent to Research Service staff to remind them of
HCS investigator missing research scope of importance of specific functional statement.
practice/functional statement. Continuing Review form modified. CASE CLOSED.
RCO informed consent/regulatory audit Remedial actions: PI RAP accepted. IRB
found 4 unsigned/undated HIPAA determined to allow Pl to provide non-study
documents; missing ICD pages for 1 personnel use of linking key for questionnaire
. subject, HIPAA and VA Form 10-5345; administration and destruction of temp research
63 09 Memphis H 01/05/2012 28/J89 VA Form 10-5345 blank, 7/89 record; Suspension lifted. Remedial acfions
incomplete, invalid WOC appt/VA training ||complete, CASE CLOSED.
for 1 member; Pl disclosed PHI to
unapproved personnel for study activities
VA RCO audit found that a subject enrolled in |[Remedial Actions: IRB deliberated on the case
. a study on primary care in the homeless and found that no serious or continuing non-
64 04 Pltt:t:::rgh H 01/05/2012 lacked the required signed ICD and signed ||compliance had occurred and that no additional
HIPAA authorization. action was needed. CASE CLOSED
RCO audit found SRS failure to: review all ||[Remedial actions: Review all projects requiring
protocols involving biological, chemical, SRS annual review; Pl trained on VHA Handbook
physical, and radiation hazards; comply requirements; report incident to RD&C. CASE
65 08 Tampa S 01/08/2012 ||with continuing review requirements; CLOSED
submit signed Annual Research Biosafety
Update; to obtain R&DC approval for a
procedural change.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found that PI Conducted Remedial Actions: IRB required Pl to review
research (enrolled 17 participants)related ||relevant section in SOP; R&DC submitted a
to surgical site infection in cancer patients |[systematic CAP including: RSL real-time queries
66 16 Houston R 01/17/2012 ||prior to receiving ACOS/R notification. to BRAIN e-IRB system; RDC's own
noncompliance notice; System Redesign Team
Ql using "lean management tools", RCO-led new
Pl training and orientation
RCO ICD audit revealed 19 subjects did not [[Remedial Actions: IRB developed a checklist to
sign HIPAA authorization. This is an NIH-  ||assist researchers in complying with
funded observational f/u study of subjects |[requirements; Pls and research staff are
treated & followed in the ACCORD trial. reminded of the new requirement to obtain a
67 05 DCVAMC H 01/18/2012 Study involves a physical exam; questions ||separate HIPAA authorization for new studies
regarding medical conditions, treatments, ||approved after Feb 2011; Obtain authorization
& hospitalizations; blood draw & urine from all participants. CASE CLOSED.
samples.
RCO consent audit of tissue repository Remedial actions: Reconsent not required;
study found that unauthorized person specimens will be kept; all staff retrained; RCO
consented six subjects. to monitor consenting process; RCO will audit all
68 06 Durham H 01/20/2012 other studies for this Pl (none currently open); 4
month f/u audit of this study; Pl retrained on
Handbooks. CASE CLOSED
RCO for-cause ICD audit found apparent Remedial actions: IRB determined no action
human noncompliance in a diabetes study;||required as the subject indicated willingness to
69 11 ||Indianapolis H 01/20/2012||1/65 HIPAA authorization portion of the participate in the study by printing name on and
ICD was not signed by subject. dating the HIPAA authorization. Remedial
actions complete. Case Closed.
RCO ICD audit found human Remedial actions: HIPAA Authorization mailed to
noncompliance in 1/51 ICD for a genetics ||subject for appropriate completion. Remedial
70 11 ||Indianapolis H 01/20/2012 ||of alcoholism study in which that HIPAA actions complete. CASE CLOSED.
authorization portion of the ICD was not
dated or signed.
RCO Audit found lack of required VA Form [[Remedial Actions: IRB determined serious non-
VA Western 10-3203, Consent for Use of Picture compliance, PI will be allowed to use the data
71 02 New York H 01/20/2012||and/or Voice for twelve subjects in a lung ||collected, enrollment suspended pending PI
HCS cancer study. education with RCO and completion of PI
remedial action plan. CASE CLOSED.
Central RCOfAudit f?undftZat Pl Tailed toIRo:tain a zem(:dial ac';igns:fF;l requlired tc;obtain .
certificate of confidentiality per ertificate of Confidentiality and report status o
72 18 Arbalrss’as H o ||01/23/2002]) o tive. Study of exposure to combat  ||application to NIH by June 2012. CASE CLOSED.
stimuli in non-combat exposed volunteers.
RCO audit found that the PI failed to Remedial actions: Pl reported deviation to IRB
73 16 Oklahoma H 01/23/2012 obtain HIPAA authorization from one and will either obtain HIPAA authorization from
City participant in an acute stroke and recovery||participant #36 or exclude the data. CASE
motivation study. CLOSED.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO Regulatory Audit found noncompliant [[Remedial Actions: Cease noncompliant
VA Greater prescreening procedures in the conduct of ||prescreening procedures; Investigate scope of
74 2 Los Angeles H 01/23/2012 three studies involving Veteran and non- [[noncompliance; Establish recruitment policy and
HSg Veteran subjects with schizophrenia, a registry. Corrective actions completed. CASE
schizoaffective disorder and/or other CLOSED.
psychosis.
VA Boston RCO audit found, and facility reported, Remedial Actions: Credentialing initiated. No
75 01 Healthcare H 01/25/2012||lack of credentialing for one investigator ||data at issue. Credentialing completed. CASE
System on alcohol and bone health protocol. CLOSED.
RCO Audit found four participants were Remedial actions: This noncompliance is
enrolled in the Million Veteran Program reported and will be followed in DSS #0013-101-
(MVP) using an outdated informed H. CASE CLOSED
76 16 || Shreveport H 01/26/2012 consent form due to CIRB's three-week
delay in communicating the approval to
MVP participating facilities.
RCO ICD audit found 7/7 ICDs in an Remedial actions: IRB requests reconsent of 7
anticoagulation study did not contain an  ||subject, If unable to reconsent due to death,
77 23 lowa Cit H 01/30/2012 IRB approved date stamp. data may be used. Pl to submit corrective action
¥ plan to prevent reoccurrence. Pl to submit other
external protocol deviations found by study
monitor to the IRB. CASE CLOSED
RCO ICD audit of an imaging and robot- Remedial actions: Consent forms and HIPAA
assisted study discovered 2 subjects failed ||authorizations are now filed together; create
78 12 Milwaukee H 01/30/2012||to sign a HIPAA Authorization. informed consent checklist requiring a separate
checkmark for ICD and HIPAA authorization
signatures. CASE CLOSED.
Local RCO audits found CIRB approved Remedial actions: IRB review at 2 convened
revised ICD for the Million Veteran meetings; ORO is working with ORD and CIRB to
79 00 VA Central H 01/30/2012 Program study was not distributed to issue a FAQ. CASE CLOSED.
Office some local sites in a timely manner
resulting in investigators using the
previous ICD.
RCO ICD Audit revealed that 3 subjects did [[Remedial Actions: IRB developed checklist to
not complete HIPAA authorization. The assist researchers in complying with
study involves tracking eye movement requirements in obtaining informed consent and
80 05 DC VAMC H 02/01/2012 ||while looking at moving targets on a HIPAA authorization; Pls and research staff
computer screen. reminded of the new requirement to obtain a
separate HIPAA authorization for new studies
approved after Feb 2011. CASE CLOSED
Central RCO Audit found that the Pl of a VA Remedial actions: Pl scanned remaining ICDs
System Parent-Child Interaction Therapy |[|into participants' records; IRB considered actions
16 Ark H 02/01/2012
81 rva;;as /01/ study failed to scan ICDs into participants' ||complete. CASE CLOSED
records.
RCO Triennial Audit of staphylococcus Remedial actions: IRB implementing new
retrospective chart review study found research submissions and tracking system
. incomplete HIPAA waiver forms; (IRBNet); anticipated this will prevent
09 M h H 02/01/2012
82 emphis /01/ subsequently determined failure of IRB ||administrative issues. CASE CLOSED
reviewer to sign HIPAA and ICD waivers
was administrative oversight.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit of a clinical trial in acute Remedial Actions: The IRB reviewed the two
coronary subjects found two serious SAEs and the delay in reporting as required. The
unanticipated adverse events that were two SAEs were determined to be serious,
83 08 Tampa H 02/01/2012 ||not reported to the IRB within five unanticipated, and not related to the research.
business days. The failure to report the SAEs was determined to
be serious and continuing. Training Completed.
CASE CLOSED.
RCO Regulatory Audit found Scope of Remedial actions: Complete and submit missing
Ann Arbor Practice forms are missing for three study |[scope of practice forms for three study staff.
84 11 HES H 02/03/2012 ||staff in this data collection study of bipolar ||Verify scopes of practice for all study team
disorder treatment. members. Remedial actions complete. Case
Closed.
RCO informed consent audit found Remedial actions: PI remedial actions- none. IRB
172/172 signed informed consent identified noncompliance for IRB with RAP to
. documents without a signature line for the||reinforce awareness to affiliate Human Subject
85 23 lowa City H 02/03/2012 person obtaining consent on this survey Office of the VA requirement for the Person
versus survey/fecal test study. Obtaining Consent signature line/ date block in
the future. CASE CLOSED
RCO Audit identified failure to obtain Remedial actions: PO review of incident;
VA San documentation of informed consent and  ||Additional staff training; and data from the
86 22 Diego HS H 02/06/2012 [[HIPAA Authorization for VA subjects in a affected subjects removed from the dataset.
g study of congestive heart failure and Case Closed.
depression.
RCO Audit found failure to document Remedial actions: The IRB determined it was not
inclusion exclusion criteria as described in ||an issue of noncompliance, but of
87 08 Miami H 02/07/2012 [|the IRB approved protocol about clinically ||documentation. The R&DC agreed. Training was
comparing two ophthalmologic anesthesia ||provided to all Research personnel on March 12,
preparations. 2012. CASE CLOSED.
RCO audit found that required annual Remedial actions: Protocol history review; RAP
(continuing) review and approval had not |[included obtaining required approvals, planned
VA South been obtained since August 2009 for this ||revisions of ACUP/IACUS SOPs, training for staff,
88 17 R 02/07/2012 . ) . e . .
Texas HCS benchtop science-only (previously animals ||clarification of administrative processes for
and benchtop science)study. closing animal portion of a project. CASE
CLOSED.
Central RCO audit found that Pl of biofeedback Remedial actions: IRB directed Pl to reconsent
and PTSD study failed to document participant; IRB Administrator will educate Pl
89 16 Arl\(/a;ssas H 02/10/2012 reconsent in CPRS and notify IRB as and staff on proper documentation of consent;
directed in previous continuing review. Pl instructed to scan entire ICF into CPRS
San RCO Audit found that 2 of 43 subjects in a ||[Remedial actions: IRB determined this was not
. peripheral artery disease study signed, but||serious or continuing noncompliance. CASE
90 | 21 || Francisco || H  []02/10/2012|| .\ o rint their names on, HIPAA CLOSED.
VAMC .
Authorization forms.
San RCO Audit found noncompliance (absence [[Remedial Actions: Review documentation for
91 21 Francisco H 02/13/2012||of a VA-approved Pl) in a clinical human accuracy and consistency with affiliate IRB
VAMC research protocol. records. Case closed.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found noncompliance in a Remedial Actions: Revision of policy concerning
San clinical (multi-site) sponsored study - RDC project approvals and ACOS/R notifications
92 21 Francisco H 02/13/2012 ||confusion regarding VA approval, inclusion ||of the same; Protocol modification to document
VAMC of children, and distinction of VA from the disallowance of enrollment of children at VA.
non-VA activity. CASE CLOSED
RCO Regulatory Audit found lapsed Good |[Remedial Actions: IRB determination of not
93 10 Cleveland H 02/22/2012 Clinical Practice (GCP) a.nd Ethics training |([serious or contmum.g nonc.or.nphance. FTI
by PI. Sponsor Medtronics. completed appropriate training. All actions
completed. Case Closed.
RCO Audit found VA study of Hepatitis C  ||Remedial Actions: ACOS/R suspended study until
transplant candidates was begun without (VA Pl appointed & CAP completed; ISO
R&DC approval or ACOS/R notification and [[examined resident's non-VA USB drive: no PHI,
16 Houst P 02/22/2012
94 ouston 122/ CPRS data was stored on a personal USB ISO activated software protection on MEDVAMC
drive and removed by a non-VA employee. ||system, study team retrained on Privacy/IS
Awareness. CASE CLOSED.
RCO Audit found amendment Remedial Actions: HIPAA form amendment;
discrepancies with Protocol, ICD and obtain revised HIPAA from 4 subjects; Training to
95 07 || Tuscaloosa H 02/23/2012 HIPAA in a study of insomnia in combat Pl and IRB staff; and PI report deviation to IRB.
Veterans with PTSD. CASE CLOSED.
RCO Audit found a newly hired staff Remedial Actions: IRB approved individual's
conducted the consent process and other ||addition to study protocol and administer ICF; Pl
VA procedures on a VA funded protocol prior ||developed checklist for internal use to assure
. to receiving IRB approval to perform the [[newly hired staff are appropriately credentialed,
9% 04 Pltt::é:rgh H 02/27/2012 procedures. Study examines effectiveness ||trained, and obtain IRB approval. Actions
of system-based intervention to deliver complete. CASE CLOSED
motivational messages to sedentary and
obese Veterans
RCO regulatory audit found that the study [[Remedial actions: The RCO and Pl reviewed the
team was not following the IRB-approved |[source documentation and found 36 out of 94
protocol. The study team used different met inclusion /exclusion. IRB determined serious
97 08 Miami H 03/01/2012 ||thresholds for inclusion/exclusion criteria ||noncompliance and reported to OHRP. The data
than what was described in the protocol [|{will not be published. Training was completed.
for this retrospective chart review study CASE CLOSED.
on cognition and depression.
RCO regulatory audit found that saliva Remedial actions: Training was provided to all
samples were being collected on a Pls, IRB members and study coordinators. An
L prostate cancer study and sent to a internal audit was conducted by the IRB Chair
98 08 Miami H 03/02/2012 laboratory in Germany for analysis without||and no other instances of International Research
having approval from CRADO for without approval was found. The IRB review
International Research. checklist was modified. CASE CLOSED.
RCO regulatory audit of chronic alcohol Remedial actions: Subjects with exclusion
consumption in HIV-Infected Patients criteria are to be withdrawn from study.
99 09 Louisville H 03/03/2012 ||found 2/6 enrolled subjects had exclusion ||Exclusion criteria and CPRS entry reviewed with
criteria. the study coordinator. Remedial actions
complete. CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found 29 subjects in a Remedial Actions: Pl plan to notify all
colonoscopic polypectomy study were performance sites of changes in consent form;

VA North enrolled using an expired ICF. The IRB IRB determined re-consent not necessary;

100 17 Texas HCS H oy%ﬁmzdammmdm{mWMnMnmmmw include note-to-file of circumstances in research
because there were no differences folder; no further action required. CASE CLOSED
between the old and new consent forms.

RCO Audit found multiple findings of non- ||Case Closed. Remedial Actions: ACOS/R&D
compliance with ICD requirements for 12 ||notified academic affiliate sponsor of for cause
VA Western subjects enrolled in two studies listed audit findings, Pl completed CPRS
101 02 New York H 03/05/2012 ||below. Follow-up For Cause RCO audit documentation, both studies terminated and
HCS revealed additional Findings with IC. use of data prohibited. Data secured by facility.
PI WOC appointment was revoked. Access to
CPRS terminated. CASE CLOSED.
RCO Audit of COPD study found that 22 Case Closed Remedial Actions: Reconsent not
VA Western . .
102 02 New York H 03/05/2012 memwgmmdemaaPDﬁwy rmwmdmd@mgnMumdp@w$@H%
HCS with a version of an ICD that was missing ||review checklist revised; electronic versions of
required risk information. ICD now required by IRB. CASE CLOSED.
RCO audit of a heart murmur study Remedial Action: The PI's name has been added
VA Puget revealed the PI did not have an approved ||to the database to ensure scope of work,
103 20 Sound HCS H 03/06/2012 Scope of Practice in place. training, and credentialing can be tracked in the
future. CASE CLOSED
RCO Audit found 27 subjects in two VA Remedial actions: VA consents are being
Merit spinal cord injury studies signed only|(obtained for each study; RCO will continue to

104 09 Louisville H 03/09/2012 affiliate ICD and HIPAA authorizations, not ||audit the consents and the consenting process.
just one study as previously reported. New||Remedial action complete. Case closed.
report includes the noncompliance for the
2nd study.

RCO Audit found that Research staff had [[Remedial Actions: Study suspended; Pl
generated reports that contained mentored by ACOS/R&D; staff educated; policies
VA Veteran's Pll and PHI without prior IRB developed hospital wide to prevent/reduce
105 04 Pittsburgh H 03/12/2012 ||approval; participated in conduct of unauthorized access and disclosure of PHI for
HCS protocol without approved credentialing ||research purposes; Pl notify affected subjects
or scope of practice. and obtain signed HIPAAs or obtain Waiver of
HIPAA Authorization. CASE CLOSED
RCO Audit found transmission of Remedial Actions: Retraining of VA employee;
VA unencrypted external email (sent more resign rules of behavior; violation sent to the
106 04 Pittsburgh | 03/12/2012 [|than 1 year ago) containing name, SSN and||service line leadership. The Pl assured that the
HCS medical conditions of 1 Veteran. PHI sent to the home email address was deleted
immediately. CASE CLOSED
Triennial RCO audit found an SAE not Remedial Actions: The Pl submitted the SAE to
reported to the IRB and one team member||the IRB which determined the event to be

107 08 Tampa H 03/13/2012||not credentialed through VetPro in a serious, anticipated and not related. Human
Phase Il Myeloma clinical trial. Resources initiated VetPro verification of study

personnel was completed. CASE CLOSED.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found deficiencies in informed [[Remedial actions: Consenting stopped; Pl to
consent or HIPAA authorization submit Protocol Deviation. Study staff training.
procedures in a study of genetic variants ||Six month Continuing Review. Modification for
108 04 |[Philadelphia H 03/14/2012 [|in glaucoma in Afro-Americans. Additional ||use of VA Voice and/or Picture Consent Forms.
findings from further auditing; non- Pl sent letter to subjects explaining use of non
approved study staff and staff training. IRB stamped consents for IRB review. CASE
CLOSED.
RCO Audit found R&DC approved study of |[Case Closed. Remedial Actions: Affiliate IRB
physical therapy, gait and balance prior to ||reviewed findings and determined that the
109 01 White River H 03/14/2012 IRB approval due to an administrative findings do not constitute serious or continuing
Junction error). No subjects were enrolled prior to ||non-compliance. R&DC to exercise increased
IRB approval. diligence in checking subcommittee approval
dates prior to R&DC approval. CASE CLOSED.
RCO regulatory audit identified study staff [[Remedial Actions: Pl submit an Unanticipated
VA of joint replacement disparity multisite Problem Report to IRB; provide update on
110 04 Pittsburgh H 03/16/2012 study enrolled subjects using liberalized enrolled subjects that did not meet the eligibility
HCS inclusion criteria without submitting criteria; submit modification to protocol to
modification to the originally VAPHS IRB accurately describe all study procedures carried
approved protocol. out. CASE CLOSED.
RCO regulatory audit of Multi-Center Remedial Actions: Continuing review every 6
Study for the Prevention of Episodic months; 10 subjects to be enrolled at facility
VA Migraine identified: Investigator acquired |[prior to a formal request is made to re-open
111 04 Pittsburgh H 03/16/2012 ||PHI through screening process not enrollment at non-facility sites; RCO to conduct
HCS approved by IRB; Personnel not approved ||a formal audit after 5 subjects are enrolled. CASE
by IRB and without approved scope of CLOSED
practice accessed CPRS to obtain the PHI.
San RCO audit of a human study assessing Remedial actions: Seek off-site waiver; provide
112 2 Francisco H 03/19/2012 novel kidney bio.n?arkers found thfe additional training to staff. Case Closed.
VAMC transfer of identifiable study specimens
without an approved off-site waiver.
RCO audit found that 172 participants Remedial Actions: Educate the Affiliate IRB and
completed ICD authorization on forms not ||VA Pl on VA requirements for signature lines;
. containing signature line for "person review of all remaining VA protocols revealed no
113 23 lowa City H 03/20/2012 obtaining consent." Pl submitted ICD with ||other cases where this signature line was
this line, but it was removed by affiliate removed. Remedial actions completed. Case
IRB to match their policy. Closed.
RCO ICD Audit found that three subjects Remedial actions: Authorized staff member
were enrolled in a biopredictors of reconsented subject; other actions pending.
VA Palo Alto cognitive and behavioral outcomes study ||CASE CLOSED.
114 21 HCS H 03/21/2012 without signing HIPAA Authorization; also
found one subject was consented by an
unauthorized staff.
RCO audit found that Pl failed to obtain a [[Remedial actions: Obtain Certificate of
New Certificate of Confidentiality as required Confidentiality; amend ICD before enrolling new
115 16 Orleans H ||03/26/2012|by the IRB for a couple's PTSD treatment  [[subjects; letter informing all enrolled subjects,
in OEF/OIF Veterans study. followed by letter informing subjects when C of
C is obtained; IO reported to OHRP
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO ICD audit found 1/206 ICD in a Remedial actions: IRB determined SNC for these
prostate cancer decision making study was||two events. Reconsenting of the 2 subjects is
Ann Arbor missing the required signature and date of ||completed. Corrective actions appropriate per
116 1 HCS H 03/27/2012 signing as well as 1/206 ICD was missing the IRB. Remedial actions complete. Case
the signature of the person obtaining Closed.
consent.
RCO ICD audit found the IC waiver criteria ||[Remedial actions: IRB to re-review study and
. for a weight management program in determine if waiver of HIPAA and ICD is
117 23 Sioux Falls H 03/27/2012 underserved areas were not documented ||appropriate. Remedial actions complete, CASE
in the IRB meeting minutes. CLOSED.
RCO Audit (for-cause) found in a study of [[Remedial Actions: Staff education conducted,
respiratory protection for healthcare IRB modified internal processes to ensure
VA New workers: 5 of 160 subjects did not have improved clarity in protocol documentation,
signed HIPAA Authorization; ACOS letter ||missing HIPAA Authorizations obtained, training
118 03 %ﬁﬂimr H oynﬁmzom&MawmmﬁﬁmdMMmml completed. CASE CLOSED.
required reviews/subcommittee
approvals; no documentation of
dangerous good shipping training.
RCO ICD Audit found failure to use the Remedial Actions: IRB review processes of
most recent ICF (16% failure); the use of ||posting ICDs; IRB & PO determine if HIPAA
an unapproved/out-dated HIPAA Authorizations are valid, and if not, what actions
07 ||T | H 03/28/2012
119 uscaloosa /28/ Authorization for 32 of 43 subjects ina  ||are required; and training. CASE CLOSED.
study of primary care quality for the
homeless.
RCO audit found in a post-marketing Remedial actions: Pl to submit amendment with
observational study of a chronic plaque sponsor changes, updated ICD, and Summary
psoriasis drug study that sponsor-initiated ||Safeguard Statement. CASE CLOSED.
. . amendment changes in the ICD were not
120 11 ||Indianapolis H 03/29/2012 implemented; also the Research
Coordinator and several study personnel
lacked IRB approval, credentials, training,
and scopes of practice.
San RCO audit of a artero-venous fistula study |[Remedial Action: Subjects informed and new
121 21 Francisco H 04/02/2012 ||discovered missing HIPAA documents for ||HIPAA authorizations received; and Remedial
VAMC two enrolled subjects. training for study staff. Case closed.
James A. RCO audit found the new version of the Remedial Actions: IRB requesting action plan.
Lovell Informed Consent Form for an obstructive [[CASE CLOSED
122 || 12 NE Federal H ||04/03/2012||sleep apnea study was never put into use
Health Care after the IRB approved the amendment.
Center
VA Boston RCO audit of a behavioral health study Remedial Actions: Committee and Pl education
123 01 Healthcare H 04/03/2012 ||noted documentation of Safety continuing ||provided. CASE CLOSED
System review for 2009 was missing.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit identified missing HIPAA Remedial Actions: Staff re-education on consent
authorizations in two imaging process; development of a consent
(MRI)protocols conducted by the same PI; ||tool/checklist for future use; obtain HIPAA
VA Puget one was missing three of five Authorizations; improved HRPP education
124 20 Sound HCS H 04/04/2012 authorizations; and the other was missing ||program. CASE CLOSED.
five of eight authorizations. No
use/disclosure has occurred for subjects
enrolled into these two studies.
RCO Triennial Audit of a Remedial Actions: IRB approved Pl request for
thrombocytopenia study found enrollment of non-Veterans; IRB determined PI
. unapproved enrollment of non-veterans, ||did not exceed approved enrollment numbers.
125 09 Memphis H 04/05/2012 enrc?l?ment exceeds approved number, CASE CLOSED PP
and lack of documentation of ISO/PO
review.
RCO ICD audit found that 13 subjects on a [[Remedial actions: VA Scope of Practice
study looking at cognitive decline in completed; Offsite storage confirmed;
healthy veterans were reconsented Reconsent considered duplicative and
126 06 Durham H 04/06/2012 author\i/zing extended follow-up by an unnecessary. CASE CLOSETD
individual who did not have a scope of
practice allowing for obtaining consent.
VA Eastern RCO Informed Consent Audit found 2 Remedial Actions: Entry of the event into the
Kansas subjects did not complete HIPAA NSOC(Ticket #73475)and local education on
127 15 (Leavenwor H 04/09/2012 ||Authorization forms in the Million Veteran ||procedures for reporting possible non-
th) HCS Project which studies how genes affect compliance. Remedial actions complete, CASE
health. CLOSED.
RCO Audit found lack of process to Remedial Actions: All Pls contacted to review
VA Western conduct required annual review of scopes |[scope of practice/functional statements, R&D
128 02 New York H 04/09/2012 of practice/functional statement. meMWMJQW$~ﬂmT%mm?@dm
HCS oversee, Continuing Review form modified, Excel
spreadsheet developed for tracking. CASE
CLOSED.
RCO triennial audit found in a closed, Remedial action: Pl must obtain extensive
botulinum toxin study for pain human subjects research education and
management that all research documents ||oversight; Pl never responded to RDC remedial
129 11 ||Indianapolis H 04/10/2012 [|had been destroyed, and a discrepancy actions; RDC decided to not pursue further and
between documented number of subjects ||to note PlIs lack of response and admonish Pl if a
enrolled and ICDs retained. subsequent study is opened. Remedial actions
complete, CASE CLOSED.
RCO ICD Audit found apparent, serious, Remedial Actions: HIPAA forms sent to
continuing noncompliance in a VA-CIRB, participants for signature. No data released to
drug-eluting stent study. RCO reviewed Coordinating Center subsequent to the receipt
130 1 Ann Arbor H 04/13/2012 eight ICDs and HIPAA forms and found two||of the signed HIPAA authorizations. Procedures
HCS subjects did not sign HIPAA. Also, ICD put in place for subsequent study candidates to
lacked some local site requirements. In be presented with both forms. Remedial actions
addition, Pl reporting requirements may |[complete. CASE CLOSED.
not have been met.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found a Clinical Research Remedial Actions: 1. Notify affected subjects
Coordinator for a hypoxemia study used ||that data was used in a secondary study without
VA PHI contained in medical records to proper HIPAA authorization, or If #1 is
. determine eligibility of potential research ||limpractical submit request for Waiver of HIPAA
04 Pittsburgh H 04/13/2012
131 : :{Ct;rg 113/ subjects without HIPAA Authorization or a ||Authorization along with documentation that
waiver of HIPAA Authorization, and waiver criteria are applicable. CASE CLOSED
initiated this procedure without informed
consent.
RCO ICD audit of a National Institute on Remedial actions: Education for Pl and staff.
Alcohol Abuse and Alcoholism funded Remedial actions complete. CASE CLOSED.
132 15 Columbia H [[04/18/2012 ||study discovered 13/143 ICDs were
executed using an incorrect, outdated
version of the ICD.
RCO audit found a protocol with a lapse of [[Remedial actions: Biosafety/Biosecurity
. approval, lack of scopes of work for Committee review of protocol during convened
133 09 Memphis S 04/18/2012 approved personnel, and a study meeting; review of audit findings. CASE CLOSED
personnel not listed in protocol.
RCO audit discovered that missing form Remedial actions: All scans completed into CPRS;
10-9012's from previous audit of a Study closed. CAPA submitted by PI to IRB. CASE
peripheral artery disease study hadn't CLOSED
134 06 Durham H 04/20/2012 been corrected. IRB determined that to be
not serious but continuing NC. Study
closed. All forms have been scanned.
RCO audit found that a screening log for a [[Remedial Actions: The sponsor's (Duke)
Central cardiology study containing Veteran screening log was destroyed; sponsor clarified
participants' PHI (DOB, gender, ethnicity) ||that PHI isn't sent to fax machine, but to a
135 16 Arl\(/al:ssas H 04/20/2012 was faxed to the (non-VA) study sponsor. ||password protected limited access server. IRB
found non-serious, not continuing
noncompliance. CASE CLOSED.
Southern RCO audit found lapses in SRS annual Remedial actions: R&DC review; implementation
136 18 Arizona VA S 04/24/2012 ||review requirements. of a tracking system for management of SRS
HCS review processes.
RCO Audit of 15 ICDs found that an Remedial Actions: PI may not accrue new
individual, who was not authorized to subjects until remediation plan reviewed and
Ann Arbor obtain consent, signed one ICD as the approved by IRB Chair; Study coordinator to be
11 H 04/27/2012
137 HCS 127/ POC. This was a cardiac rehabilitation re-trained by at least two IRB staff; RCO to
evaluation outcomes project. perform quarterly audits. Remedial actions
complete, CASE CLOSED.
Triennial RCO audit for a colonoscopy Remedial actions: PI to provide RCO with master
screening study, sponsored by NCI, found ||log of all VA subjects enrolled; PI to submit IRB
that research was conducted at the VA amendment adding the VA as a study site; data
138 11 [|Indianapolis H 04/27/2012 ||without the IRB approving the VA as a on VA subjects can't be used until IRB approves
performance site. Also, two study staff amendment. Remedial actions complete. CASE
were listed in the current protocol who CLOSED.
were no longer active in the study.
VA New RCO audit found that 1 subject out of 24  [[Remedial Actions: Subject to sign HIPAA
139 03 H [[04/27/2012 ||did not sign a HIPAA Authorization on a Authorization; implement checklist to prevent
Jersey HCS
¥ substance abuse study future reoccurrences. CASE CLOSED
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found a protocol that lacked Remedial actions: R&DC deliberation;
documentation of R&D approval for the investigation of the cause for the delay in the
addition of a staff member. A second SRS annual review; correction of research
140 08 Tampa A 05/01/2012 ||protocol had a lapsed in SRS annual review ||database used to track annual reviews. CASE
and continuation of research activities CLOSED
beyond the established SRS expiration
date. The protocols used rodents.
RCO audit found two protocols with lapse [[Remedial actions: Correction of the database
141 08 Tampa S 05/01/2012 [|in annual SRS reviews. These protocols used to track annual reviews. CASE CLOSED
used rodents.
RCO audit of a human subjects protocol Remedial Actions: IRB determinations - serious
(nuclear imaging test showing blood flow) ||but not continuing noncompliance, no data use
San identified that HIPAA authorization forms ||without correction of ICD and HIPAA
142 21 Francisco H 05/02/2012 ||were not provided to (or signed by) 119 deficiencies; protocol amendment required.
VAMC subjects and a VA ICD was not used for CASE CLOSED.
117 subjects (subjects were enrolled on
affiliate ICDs).
RCO Audit of infectious disease study Remedial Actions: Study suspended to
found missing HIPAA authorizations (6 enrollment pending amendment to procedures
VA Boston subjects), Consent noted to be "verbal" for||for consenting Spinal Cord Injured patients has
143 01 || Healthcare H ||05/08/2012||six participants. been approved by the IRB. The data from
System subjects who were not consented properly will
not be used. Pl education conducted. CASE
CLOSED
RCO consent form audit found all 15 Remedial Actions: Obtain HIPAA Authorizations,
- subjects enrolled in an immunological educate study staff, and educate new Pls at
144 10 Chillicothe H WMWMZWWMMm%mMmmMA facility on research procedures prior to study
Authorization. initiation. CASE CLOSED
RCO regulatory audit of a home-based Remedial actions: None, no noncompliance
pharmacy services study found non- determined. CASE CLOSED.
. . Veterans enrolled without IRB approval;
145 11 ||Indianapolis H 05/11/2012 number of subjects in the close-out report
did not match number of ICDs signed; IRB
approval lapse prior to study closure.
RCO regulatory audit of a Type 2 diabetes |[Remedial actions: None, IRB determined no
mellitus study found potential release of ||noncompliance occurred. CASE CLOSED.
146 11 [[Indianapolis H 05/11/2012 ||identifiable data or tissues to study
personnel who lack VA training; lapse in
IRB approval.
VA Eastern RCO audit of a cancer prevention study Remedial Actions: IRB recommended repeat of
147 19 Colorado H [[05/11/2012 ||identified lapse in study approval. CITI training, with emphasis on expiration of IRB
HCS approval. CASE CLOSED.
RCO audit found that a team member on |[Remedial actions: Study team completed
148 16 Houston H [|05/14/2012 [|an anticoagulation study failed to required training modules, IRB closed case,
complete required HSP and GCP training ||determined non-serious, not continuing.
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‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found 1) a study staff member [[Remedial action: IRB determined noncompliance
never received HSP & GCP training and 2) ||was neither serious nor continuing, reminded PI
149 16 Houston P 05/14/2012 ||chart review study was conducted (179 to ensure that all study staff complete training
records collected)prior to R&DC approval ||and to obtain all required approvals. CASE
and ACOS/R notification. CLOSED.
RCO audit found a study staff member had [[Remedial Actions: R&DC Chair sent a
not completed VA HSP, GCP and noncompliance notice to PI; IRB determined
150 16 Houston P 05/14/2012||"Information Security 201 for R&D non-serious, not continuing, reminded PI to
Personnel ensure that all study staff are trained. CASE
CLOSED.
RCO audit found that a co-investigator had [[Remedial action - IRB determined to be non-
not completed VA HSP&GCP training, nor ||serious, not continuing, reminded PI to ensure
151 16 Houston P 05/14/2012 had he completed "Information Security ||that all study staff are trained. CASE CLOSED.
201 for R&D Personnel."
RCO Audit found that a PI conducted Remedial actions: Pl obtained R&DC approval,
research without submitting protocol to IRB closed case as non-serious, not continuing.
R&DC. Pl had obtained IRB initial and CASE CLOSED.
152 16 Houston R [[05/14/2012||continuing review approvals. R&DC
coordinator asked Pl whether she planned
to submit for R&DC approval, Pl never
responded.
RCO audit found multiple protocol Remedial Actions: RCO educated study team, PI
violations re: informed consent and HIPAA |[submitted deviations to IRB: non-serious, not
Oklahoma authorization process on a bowel continuing; R&DC suspended study, required
153 16 City H 05/14/2012 ||preparation for diabetic patients clinical documented study team HRPP retraining, CPRS
trial notes entered on all participants; IRB reviewed
progress: data use only with signed HIPAA auth;
Pl: 4/12, so far. CASE CLOSED.
RCO Audit found Pl failed to obtain HIPAA [[Remedial Actions: Pl obtain HIPAA
Oklahoma authorization from one research Authorization; IRB determined non-serious, not
154 16 City H 05/14/2012 participant enrolled in a vascular study. continuing, no additional actions required. CASE
CLOSED.
RCO audit of a mental health study found [[Remedial Actions: RCO educated Pl and PI
multiple deviations from IRB-approved reported deviation to IRB -determined SNC
Oklahoma informed consent and HIPAA authorization||notified OHRP & ORD; IRB and R&DC suspended
155 16 City H 05/14/2012 ||procedures. protocol; IRB determined: no data use without
signed ICD or HIPAA; document study team's
retraining; Pl must submit a CAP before
enrollment may resume. CASE CLOSED.
RCO for-cause audit of a nutritional Remedial actions: Pl educated on requirements
epidemiologic study found possible for conducting international research and
conduct of VA research without RDC required reviews for all research approved by
156 15 Columbia R 05/16/2012 ||approval; conduct of international the VA; Pl stated he would close Project 0002
research without CRADO approval. and sub studies; RDC Chair will meet with Plin 6
months intervals to review research projects.
Case closed.
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‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Regulatory Audit of a transitional Remedial Actions: Policy review, revision and
’ housing programs study found that the training for research office personnel. CASE
157 04 Coatesville H 05/18/2012 credentials of a Co-PI had not been CLOSED
properly verified.
RCO Audit of a cardiac arrhythmia study Remedial Actions: IRB determined non-serious,
found co-investigator did not complete not continuing NC, reminded PI to ensure all
158 16 Houston H ||05/22/2012||required trainings on human subjects study staff complete mandatory training.
research, Good Clinical Practice and
Information Security.
RCO Audit found that the PI of a gastric Remedial Actions: None, IRB found RCO findings
reflux and obesity study started research ||to be unsubstantiated. CASE CLOSED.
159 16 Houston R [[05/22/2012||(chart review) without submitting study to
the Research Service Line for R&DC review
and ACOS/R notification.
RCO audit of a Hepatitis C Virus Outcomes [[Remedial Actions: None. IRB determined RCO
study found that original Pl submitted findings to be unsubstantiated, decided that
protocol for R&DC review and received R&DC's contingent approval, pending IRB
160 16 Houston R 05/22/2012 contingent, but not final, approval; a new ||approval was acceptable. No ACOS/R
Pl conducted research without R&DC notification was ever sent. CASE CLOSED.
approval or ACOS/R notification
RCO ICD audit of a PTSD study found that [[Remedial Actions: None. CASE CLOSED.
161 09 Lexington H 05/24/2012([21/64 ICDs were signed using the incorrect
IRB-approved version.
RCO audit found missing HIPAA Remedial Actions: IRB determinations - no use of
authorization for four subjects enrolled in ||data without HIPAA and permission to contact
162 01 Bedford H 05/25/2012 [|a human protocol on women's substance |[subjects to obtain HIPAA authorization; Pl/staff
abuse treatment. refresher training re: authorization. Corrective
actions completed. Case closed.
RCO Audit of gastric reflux and obstructive [[Remedial Actions: Re-consented and sent an
sleep apnea study found Pl enrolled 27 explanatory letter to all 27 participants; entered
163 16 Jackson H 05/25/2012 ||participants using an invalid ICD, after CPRS consent process notes for all 27; RCO
having been trained by the RCO on IC observed Pl's consent discussion. CASE CLOSED.
procedures.
RCO Audit of a post-deployment Remedial actions: PI halted data collection from
substance abuse study found Pl failed to  ||affected subjects until HIPAA authorizations
Central obtain 3 HIPAA signatures when ICD was ||were obtained, amended new subject
164 16 Arkansas H 05/25/2012 ||revised and HIPAA authorization became a ||enrollment folders to include HIPAA Auth. IRB
VHS standalone document will determine whether data can be used upon
receipt of PI's 30-day status report. CASE
CLOSED.
RCO ICD audit of a renal failure study Remedial Actions: A copy of the SOP on the ICD
found that one ICD did not contain the process was furnished to the study staff; The
165 09 Louisville H ||05/25/2012||signature and date of the person obtaining [[RCO verbally reviewed the requirements with
consent. study staff. Remedial actions complete, CASE
CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found failure to obtain a waiver [[Remedial Actions: The Pl submitted a report to
of informed consent for screening and the IRB, education was obtained from the RCO,
166 08 Tampa H 05/25/2012 |[recruiting purposes in a decision making IRB determined it to be serious noncompliance
study related to patients with prostate and reported it to OHRP. This was a closed
cancer and their relatives. study. CASE CLOSED.
RCO audit of a neuropsychology study Remedial Actions: IRB determined that serious
VA Palo Alto found that informed consent of one noncompliance occurred and required that Pl re-
167 21 HCS H 05/25/2012 subject was conducted by an unauthorized ||consent the subject. CASE CLOSED.
individual.
RCO audit found that 98 subjects did not  [[Remedial Actions: Close study; return data and
VA San sign ICDs for a protocol involving somatic ||records to facility; none of the data collected to
168 22 Diego HS H 05/25/2012 symptom measurement in psychiatric be used; formal mentoring for PI; and frequent
inpatients. RCO audits. CASE CLOSED
RCO Audit of a mood and sleep treatment [[Remedial Actions: IRB permission to contact
VA San study found 9/40 missing HIPAA subjects for purpose of obtaining HIPAA
169 22 Diego HS H 05/25/2012 ||authorization; 2 forms contained the authorization; no data use without HIPAA
g subject's printed name, but not their authorization. Case closed.
signatures.
RCO Audit of a behavior outcome study Remedial Actions: Patients are being
Ann Arbor found 1/30 HIPAA authorizations was not |[reconsented on appropriate ICDs and, if
170 11 HES H 05/29/2012 ||signed by subject; outdated ICD for two unreachable, data will not be used. IRB
subjects, and undated ICDs for two other ||determined this not to be SNC or CNC. CASE
subjects. CLOSED
RCO ICD Audit of an Alzheimer's study Remedial Actions: Reconsent 5 subjects,
found missing signature page for 1ICD, 3 |[[obtained HIPAA Authorization from 1 subject,
VA Boston signed expired ICDs, missing research data cannot be used for these subjects until
171 01 Healthcare H 05/29/2012 ||credentials for ICD obtainer, other date proper consent and HIPAA are obtained; staff to
System inconsistencies. perform "mock" informed consent procedure to
improve processes; Pl to clarify reason for date
inconsistencies. CASE CLOSED.
RCO ICD Audit of cardiovascular study Remedial Actions: Contact 9 subjects and
VA Boston found missing ICD and HIPAA (1), use of reconsent; obtain written clarification from
172 01 Healthcare H 05/29/2012 ||expired consent form (1), missing witness ||subjects who signed HIPAA revocation of
System signatures (6) and other documentation authorization in error; Pl to clarify reason for
problems. date inconsistencies. CASE CLOSED.
VA Boston RCO ICD Audit of Glaucoma study found Remedial Actions: Obtained missing HIPAA
173 01 Healthcare H ||05/29/2012 ||missing HIPAA Authorization for 1 authorizations from 1 subject. CASE CLOSED
System participant.
RCO ICD Audit of heart failure study found [[Remedial Actions: Modify screening ICD
that the date of HIPAA authorization was |[regarding sending data offsite and adding data
VA Boston subsequent to the screening blood draw. |[|to database; have subjects who sign screenin
174 || o1 || Healthcare || H |[05/29/2012 q 8 : °¢ jecs who sie 8
Svstem ICD also sign a HIPAA authorization (amendment
¥ submitted for additional HIPAA Authorization).
CASE CLOSED.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Triennial Audit of an immune Remedial Actions: RCO provided education to
tolerance study found the study was IRB for granting protocol exemptions. Pl closed
. approved using the inappropriate review ||study. There was no subject enroliment. Case
175 09 Memphis H 05/30/2012 category, that inclusion of non-veterans linked to case 0060-614-H. CASE CLOSED
was not approved, and that the study
lacked ISO/PO review.
RCO audit of a study on age differences Remedial Actions: IRB determinations that
VA San and fear identified that one subject noncompliance was neither serious nor
176 22 Diego HS H 05/31/2012 ||completed a neuropsychological continuing; data obtained without consent may
questionnaire prior to being consented. be removed from the database; refresher
training for study staff. Case closed.
RCO audit of a VA mental health services ||Remedial Actions: ICD deficiencies corrected;
177 2 VA San H 05/31/2012 study found that 11/51 ICDs were not noncompliance determined to be neither serious
Diego HS signed by the person obtaining informed ||nor continuing; Pl practice implemented to avoid
consent. a recurrence. Case closed.
RCO audit found failure to implement Remedial Actions: Audit findings to be presented
remedial actions, conduct of animal to the Biosafety/Biosecurity Committee, the
research (rats) without IACUC approval, R&DC and the IACUC; IBC review is pending at
) expired IACUC protocol, lack of IBC review, ||this time. CASE CLOSED
178 09 Memphis P 06/01/2012 mi’:sing final Ra’z:liation Safety Committee
approval, lack of chemical inventory
submission and review, expired safety
protocol.
RCO regulatory close-out audit of a Remedial Actions: RCO provided education to
retrospective outcome and satisfaction the Pl and the Pharmacy service on submitting
179 11 ||Indianapolis H 06/04/2012 ||survey study discovered 59 more subjects ||IRB applications including amendments; on the
were enrolled in the study than the 100 regulatory audit process; and how to close a
subjects that were approved by the IRB. study. Remedial actions complete, CASE CLOSED.
VA Boston RCOd ICfD Al:jdit of Ar:::i;oagucliationH(lf'I)i;:: Rem.e.dial Actlijvlr;sAiAStAaff |(qedu.cat.ion, rel;cqnsznt
study found wrong used, no participants, uthorizations obtained.
180 o1 H(;?:t:cnire H 06/04/2012 Authorizations obtained and other date CASE CLOSED.
irregularities.
VA Boston RCO ICD Audit of PTSD study found v.vro?g CASE CLOSED.RemediaI Actions: Ed‘u?ation of
181 o1 Healthcare H %NMNHIGMWdommmwgw%Ammmmmmsﬁﬁﬁwﬁﬂﬁmmdwmmﬂmmm@mmﬁ
System and other date irregularities. participant reconsented and HIPAA obtained.
CASE CLOSED.
RCO audit found that a VA-paid PI Remedial Actions: R&DC CAP includes: RSL real-
conducted a low platelets retrospective time queries to BRAIN e-IRB system; RDC
chart review from 2006-2009 without developed their own noncompliance notice;
obtaining R&DC review and approval. IRB ||System Redesign Team Ql initiative using "lean
182 16 Houston R 06/05/2012 approval expired and was re-approved management tools", RCO-led new Pl educ. CASE
twice before the study was submitted for [[CLOSED.
R&DC review in 2009. IRB and Research
Service closed study in 2011.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported RCO Audit found Remedial Actions: Pl retrieve and destroy CD; PI
unauthorized transmission of PHI via verify no data resides outside of VA firewall; Pl
encrypted compact disc (CD) to an affiliate ||and staff retake required Privacy and
183 03 Northport | 06/08/2012 ||study team member. The approved Information Security trainings. CASE CLOSED
protocol data management plan
documented that no data would be
transmitted outside the VA.
RCO audit of an auditory study that Remedial Actions: delinquent AE report
Portland recruited inpatients found an unreported ||submitted and determined to be unanticipated
184 20 VAMC H 06/11/2012 adverse event. but not study-related, no need for convened IRB
review or further action. Case closed.
RCO audit of retrospective chart review in [[Remedial Actions: IRB determinations -
the data analysis phase of an artery noncompliance not serious or continuing;
Portland stenting study found a discrepancy in the ||approved amendment to increase number of
185 20 VAMC H 06/11/2012 number of charts approved for review. charts; permission to use data from (prior)
unauthorized chart reviews; no further action.
Case closed.
VA RCO audit found conduct of research after [[Remedial Actions: Pl must obtain valid HIPAA
Northern protocol expiration, subject over- authorization; retake VHA Privacy Training; and
186 21 California H 06/11/2012 ||enroliment, and failure to obtain HIPAA receive additional training from the PO. CASE
Authorization from 75 Veterans in a study [[CLOSED.
HCS e
of the lumbar multifidus muscle.
RCO ICD audit of 163 participants in an Remedial Actions: IRB determined that serious
unfunded project that evaluates the noncompliance occurred and that the (3
VA Palo Alto characteristics of an exercise test and subjects) data could not be used or disclosed.
187 21 HES H 06/11/2012 ||measures biochemical markers of R&DC provided compliance counseling. CASE
myocardial ischemia found that 1 subject ||CLOSED
did not sign an ICD and 2 subjects did not
sign a HIPAA Authorization.
RCO ICD audit of 4 participants in a mental [[Remedial Actions: Pl review of staff
VA Palo Alto health promotion study found that of the ||lappointments and training status; improved
188 21 HCS H 06/11/2012 [|4 consents obtained for the project, 2 investigator coordination; IRB determination of
were obtained by unauthorized personnel. |[serious, but not continuing, noncompliance.
CASE CLOSED
RCO ICD audit of 553 participants in a Remedial Actions: IRB determined that
survey of new participants joining Al-Anon ||continuing, but not serious, noncompliance
189 21 VA Palo Alto H 06/11/2012 found that 69 'participan.ts signed an occurred and that only minor variations existed
HCS outdated version of the informed consent ||between the approved ICD and ICD that was
and 89 participants signed an expired used. CASE CLOSED.
version of the informed consent.
RCO ICD Audit of a chronic pain and Remedial Actions: Pl updated processes in
Ann Arbor substance abuse study found 20/168 research clinic to ensure current ICD version
190 11 HES H 06/13/2012 ||subjects signed an outdated ICD. used for consent of prospective subjects. IRB
Enrollment is now complete. determined this case was not serious or
continuing noncompliance. CASE CLOSED.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit of a PTSD couples' therapy Remedial Actions: RCO educated IRB members
protocol found discrepancies between IRB ||and staff on SAE reporting timelines and
New minutes and correspondence re: procedures. CASE CLOSED.
191 16 Orleans H 06/13/2012 ||expedited vs. full board on initial and
continuing reviews; erroneous assignment
of review categories; and a 3-month delay
in IRB review of an SAE.
RCO Audit of a study using cholinesterase [[Remedial Actions: RCO to provide education.
inhibitors on cocaine-reinforced behavior ||One subjects to resign HIPAA authorization and
VA Kansas foun::ll that: I'I.'heZPI dibc! not rgtainda rlr(;als(,:t[e)r ICD; ;fenior clinica(: coordina(;o::'| tg mento.rjunior
. ) enrollment list; 2 subjects signed o s, ||coordinators; study suspended. Suspension
192 5 CltéMedlcal H 06/13/2012 1 subject did not sign HIPAA, and 2 signed |[lifted. CASE CLOSED.
enter HIPAA revocation; and progress notes
were not entered into CPRS for some
subjects.
RCO audit found 2 subjects did not sign Remedial Actions: IRB determined serious
HIPAA Authorization documents; person noncompliance occurred; reconsent required; no
VA Long obtaining informed consent did not sign 3 ||use of data without reconsent (with HIPAA); IRB
193 22 Beach HS H 06/13/2012||ICFs; and 1 witness did not sign an ICF in a ||observation of consenting process; PO review.
human protocol involving management of ||{CASE CLOSED.
antipsychotic medication associated with
Obesity-2.
RCO found missing HIPAA authorization Remedial Actions: RCO must conduct a for-cause
VA Greater for four subjects enrolled in a human audit of all the on-site study records for this
194 2 Los Angeles H 06/18/2012 protocol on studying the Dopamine D2 protocol; Pl must obtain HIPAA authorization
Hs Receptors in Striatum of Social Drinkers.  [[from subjects.
The Pl did not use the date-stamped ICD
to enroll subjects.
RCO audit identified several animal Remedial Actions: IACUC reviewed all protocols
protocols which lacked documentation of ||involved; IACUC Coordinator employment was
195 o7 Charleston A 06/19/2012 annual reviews. Protocols involved terminated. CASE CLOSED.
rodents.
VA Boston ECO gudit oLP'I;SD adnd §u§stalré%erse CASE C:OZED Remediall,lActions; St;.;:dyd .
isorder study found missing orone |[suspended to new enrollment, Staff education,
196 o1 H(;illl:tlﬂecne;re H 06/20/2012 participant, expired ICD used and missing ||Documentation of Informed Consent entered
HIPAA authorization for one participant. into CPRS, obtain missing HIPAA Authorization
RCO IC audit found the ICD and HIPAA Remedial Actions: Pl to reconsent the subject.
authorization were missing for 1 of 37 Reporting to OHRP was completed. CASE
subjects in a sleep apnea study. Pl CLOSED.
197 08 Tampa H 06/21/2012 ||requested search of hard copy chart used
in Gastro Suite at another VA facility. PI
will submit a reportable event to affiliate
IRB.
RCO audit of a PTSD study found apparent ||[Remedial Actions: ACOS/R requested a RCO for-
. serious or continuing noncompliance. ICDs ||cause audit; temporary suspension of
198 07 Columbia H 06/22/2012 not signed for 15 subjects; incorrect ICD recruitment and enrollment for both studies.
signed
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Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
VA San RCO Audit finding of (one) unsigned HIPAA [[Remedial Actions: Obtain HIPAA authorization
199 22 Diego HS H 06/25/2012 authorization in a septal cartilage study. for this subject. CASE CLOSED.
RCO audit found lack of approval for Remedial Actions: Confirmation that study
Phoenix VA enrollment of non-Veterans in a diabetes ||subjects were provided a Notice of Privacy
200 18 HES H 06/26/2012 ||study, because of Pl failure to confirm use ||Practices. CASE CLOSED
of an IRB-required Notice of Privacy
Practices.
New Mexico RCO audit found lapses in SRS annual Remedial Actions: Review and approval projects;
201 18 VA HCS S 06/27/2012 ||review and approvals. hire a Research Coordinator for SRS related
activities. CASE CLOSED
RCO audit of a study evaluating feasibility [[Remedial Actions: Pl to document occurrence in
clinical utility, and sensitivity to change of ||each subject's research record with notation
proposed new mental health diagnostic that both ICD versions contained the same
16 Houst H 06/28/2012
202 ouston /28/ criteria found that 134 of 197 participants ||linformation; Pl to retrain study staff. CASE
were enrolled using incorrect versions of ||CLOSED.
the ICD.
RCO Audit found, in a high risk vascular Remedial Actions: Provide (re)training for
graft surgical study, that an ICD and HIPAA ||research staff; RCO audit CPRS study
VA Central authorization form were not entered into ||documentation at least quarterly; ensure
203 17 Texas HCS H 06/28/2012 ||the medical record for 1 of 4 subjects informed consent and HIPAA authorizations are
(were properly obtained) enroliment and ||scanned into CPRS; ensure all CPRS notes are
progress notes were not entered for all 4 ||completed. CASE CLOSED
subjects.
RCO ICD Audit of Diabetes study found 15 [[Remedial Actions: ICD and HIPAA Authorizations
missing ICDs and HIPAA Authorizations in ||are now scanned and sent to the main facility via
204 07 Atlanta I 06/29/2012 ||CPRS. Copies of these documents appear ||encrypted e-mail vs. by courier; CPRS audit to
to be lost - facility has original copies. ensure ICDs are scanned; 15 subjects were
offered credit monitoring services. CASE CLOSED
RCO Audit found HIPAA Authorizations not [[Remedial Actions: Investigator informed not to
collected at the time of consent for 5 use collected data without IRB permission and
. subjects. Study involves endoscopies and ||HIPAA Authorizations; personnel educated on
01 Provid H 06/29/2012
205 rovidence /29/ treatment of Barrett's Esophagus the need of HIPAA Authorization as part of
(BE)subjects with Protein Pump Inhibitors. ||consent process; Pl to request subjects sign
HIPAA. CASE CLOSED
RCO consent audit of a prospective Remedial Actions: Reconsent of subject;
nursing quality improvement study in Protocol amendment to change reconsent
insulin administration found that consent ||process; education of study staff. CASE CLOSED
206 06 Durham H 07/02/2012 for one subject was obtained by a non-VA
research staff member employed by the
academic affiliate.
207 K RCO protocol audit found lapse in IACUC  [[Remedial Actions: Halt all research activities on
16 || Jackson || A 1107/02/2012|l, el status in rats. this study. CASE CLOSED.
VA Boston RCO audit found lapses in SRS annual Remedial Actions: SRS review of incident; SRS
208 01 Healthcare S 07/02/2012 review and approvals. Review and approval of projects using the last
Svstem approval date as the date setting the one year
v renewal. CASE CLOSED
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‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO ICD Audit of a web-based support Remedial Actions: education to Pl and staff on
study for chemotherapy caregivers found ||appropriate research study document
Ann Arbor that 19/30 subjects were consented with [[management; no requirement to re-consent
209 11 HES H ||07/05/2012 ||expired ICDs. subjects because study now limited to data
analysis and the expired ICD contained identical
info as the current ICD. Remedial actions
complete. CASE CLOSED.
RCO audit of a chronic kidney disease lab [[Remedial actions: The facility IRB now
analysis study found the R&DC incorrectly ||determines whether an activity is human
Central determined to not involve human subjects research; RCO is doing a look-back audit
210 16 Arkansas H ||07/05/2012 ||subjects. Jointly appointed VAMC/affiliate [|of all pre-Nov. 2011 non-HSR determinations;
VHS employees held the key linked to IRB suspended study pending Pl submission of
identifiers related to coded blood and application for IRB review. CASE CLOSED.
tissue specimens.
RCO Audit of a Parkinson's disease study [|[Remedial Actions: Staff retraining; collection of
VA Puget found documentation deficiencies with required documentation; and a consenting
211 20 Sound HCS H 07/05/2012||335/335 medical records, 15 LAR-related ||process and consenting tool/checklist developed
deficiencies, and 7 occurrences of for future use. CASE CLOSED.
outdated ICDs used.
RCO interim consent audit found 1 missing [[Remedial Actions: Pl will obtain HIPAA
212 || 12 NE Hines H 07/09/2012 |[HIPAA Authorization out of 91 audited on ||Authorization. CASE CLOSED
a diabetes follow-up study.
RCO audit found that 36 subjects in a sleep|[Required Actions: Obtain compliant HIPAA
New Mexico apnea study signed HIPAA authorization authorization. CASE CLOSED.
213 18 VA HCS H 07/09/2012 forms that did not contain all required
elements.
RCO audit found five subjects were Remedial Actions: Non-compliance reported to
consented on IRB approved ICDs prior to ||CIRB; Pl and staff trained on proper consent
the effective date. Study is a systolic blood [[procedures and research oversight; Pl to
214 03 Bronx H 07/11/2012 ||pressure intervention trial funded by NIH. ||reconsent subjects; RCO to follow consent of
next five subjects; training to be provided to
research staff coordinating CIRB studies. CASE
CLOSED
RCO Audit of biomarker colorectal cancer [[Remedial Actions: Research team will not use
study, sponsored by the VA, found that samples or access subject info/data until the
LARs for two subjects signed the incorrect |[subject provides consent; Submit amendment to
215 11 Indianapolis H 07/11/2012 ||ICD and HIPAA. The subjects were sedated |[remove LAR signature line from ICD; no enrolled
at time but subsequently signed ICD and  |[subjects with cognitive impairment; RCO
HIPAA upon regaining consciousness. perform for-cause audit of specimens/ICDs for
discrepancies. CASE CLOSED.
RCO audit found in a colonic inflammation ||Remedial Actions: Staff education; other actions
VA New study that Pl enrolled subjects using pending.
216 03 ||York Harbor H 07/12/2012 ||amended ICD documents (HIPAA and ICD
HCS as standalone documents), but failed to
obtain HIPAA authorization.
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‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found one subject had signed Remedial Actions: Staff education; other actions
VA New wrong version of consent on a pilot study [|pending.
217 03 ||York Harbor H 07/12/2012 ||using telephone intervention to enhance
HCS adherence and improve quality of life in
congestive heart failure patients.
VA New RCO audit of a study addressing major Remedial Actions: Staff Education; other actions
quality issues in heart failure care found pending.
03 ||York Harb H 07/12/2012
218 or ) Czr or 2/ 29 subjects had signed a VA ICD which did
not have the IRB approval stamp.
RCO audit of a study using eye movement [[Remedial Actions: NSOC report generated;
tracking as marker of neurologic integrity [[Research Coordinator educated; IRB determined
VA New in neurologically impaired patients found ||PI cannot use data obtained using unapproved
219 03 |IYork Harbor H 07/12/2012 ICDs without dated HIPAA signature, method and IRB representative must be present
HCS patient signatures, dated signature of during surrogate consent process for the next 5
person obtaining consents, and ICDS subjects consented.
without improper documentation of
informed consent by proxy
RCO audit found a prospective health Remedial actions: Training with the research
literacy survey study with eleven team. In addition, a simulation of the informed
documents missing either subject or consent process revealed a lack in consent form
220 08 Miami H 07/13/2012 ||person obtaining consent dates. documentation. This alerted the IRB and R&DC
to create a workshop for obtaining and
documenting informed consent for all research
personnel. CASE CLOSED.
RCO Audit of a retrospective analysis of Remedial Actions: Staff education; other actions
VA New cardiac imaging studies found pending.
221 03 |[York Harbor|| H [[07/16/2012||documentation missing in meeting
HCS minutes to support IRB and RDC
approvals.
VA Kansas RCO Audit found unauthorized study staff [[Remedial Actions: Education for Pl and research
. . conducting informed consent process and ||staff. CASE CLOSED.
222 15 Cltéxf::cal H 07/18/2012 three subjects who did not sign HIPAA
waivers for this blood pressure drug trial.
RCO Audit of a polyp resection study Remedial Actions: Enrollment stopped by Acting
found that the ICD used to consent all 44 [[{IRB Chair until FCR. CASE CLOSED.
07 ||Birmingh H 07/19/2012
223 irmingham 119/ enrolled subjects did not contain the IRB
approval stamp.
ICD audit in Phase Il kidney study, Remedial Actions: The enrolled subject was
VA Kansas sponsored by Reata Company, found that |[reconsented by someone authorized to obtain
. . two subjects were consented by someone |[consent; the individual who originally provided
224 5 Clt\é:ﬂ:::cal H 07/19/2012 not authorized to obtain consent. One of ||consent was added to the study so they can now

these subjects was subsequently enrolled
and provided study drug.

provide consent. CASE CLOSED.

OFFICE OF

VA Defining
RESEARCH HEALTH EXCELFENCE
- OVERSIGHT ~ A109 ~ CARE | in the 21st Century

000141



OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit of MRSA Bundle Evaluation Remedial actions: IRB reminded PI of their
Chart Review Study found a resident on responsibilities to ensure that all members of
study team had not completed required the study staff/ team members complete the
225 16 Houston H ||07/20/2012||training. required training modules before research
protocols are initiated and that all training
certificates or records are maintained in the
research file. CASE CLOSED.
RCO audit of a wound dressing Remedial Actions: Research team is asking
randomized clinical trial found the PI participants to sign HIPAA forms and the IRB-
enrolled 2 participants using an approved ICD, where applicable; Pl educate
unapproved ICD, HIPAA authorizations study staff; reconsent subjects at next visit. CASE
226 16 Houston H 07/20/2012 were not obtained from the first 10 CLOSED
participants, and one study team member
had not completed VA required training
before engaging in VA research
RCO Audit found that 35 signed ICDs could [[Remedial Actions: 31 of 35 copies of the
not be located and are believed to have combined ICF were located in CPRS; IRB required
been inadvertently shredded during an a note in 4 remaining subjects' CPRS chart to
227 16 Houston | 07/20/2012 ||office move. The ICDs were scanned into  ||document the ICF process, loss of the ICFs, and
each subject's CPRS record. None of that this loss has been reported to the IRB; NSOC
scanned copies contained full or partial determined subject notification not required.
SSN. CASE CLOSED
RCO Audit of pre-operative patient Remedial Actions: Staff education, mock
VA Boston education study indicated ICD informed consent training provided, plan for
228 01 Healthcare H 07/20/2012 ||irregularities. Signed, stamped version of ||ensuring proper consent process submitted.
System ICD was not used and signatures were not
correctly dated.
RCO Audit of neurorehabilitation for Remedial Actions: Study closed; PI training; data
traumatic brain injury study found not used. CASE CLOSED
unapproved study staff obtaining
229 07 Atlanta H ||07/23/2012||informed consent; subjects signing expired
ICFs/HIPAAs; multiple ICF/HIPAAs same
subject; untimely CPRS research note
entries( total five subjects).
San RCO laluu;:lit found that 12 subjects were Remedial Actic;\jns: Re-czn:enting is required to
. enrolled into a cognitive correct ICD and HIPAA deficiencies. CASE
230 21 Francisco H 07/23/2012 assessment/decline study using an ICD CLOSED.
VAMC
that was not current
RCO audit found that an unauthorized Remedial Actions: Refresher education with no
individual obtained consent and HIPAA further action required. CASE CLOSED
San authorization and a second individual did
231 21 Francisco H 07/23/2012||not sign a HIPAA form in an Alzheimer's
VAMC progression study that involves an
experimental imaging agent and genetic
testing
RCO audit found 1 participant in an Remedial Actions: IRB determined serious
VA Palo Alto advanced melanoma randomized drug noncompliance occurred and data could be
232 21 HCS H 07/23/2012 therapy study did not sign the HIPAA used; Pl and staff received additional training.
authorization. CASE CLOSED.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found 1 instance of failure to Remedial Actions: Refresher education and
VA San provide documentation of Consent and correction of deficiencies required (no data use
233 22 Diego HS H 07/23/2012 HIPAA authorization in a blood pressure without valid ICD and HIPAA); PO and R&DC
intervention study. concur. CASE CLOSED.
RCO audit found enrollment notes had not [[Remedial Actions: Refresher training for staff;
VA San been entered into CPRS for 12 of the 42 double-checking the documentation by lead
234 22 Dieao HS H 07/23/2012 ||subjects who had been enrolled during the||coordinator. CASE CLOSED
g previous nine months in a study of
cariorenal biomarkers.
RCO audit found HIPAA authorizations Remedial Actions: Refresher training; obtain
were missing for 2 subjects in a study of HIPAA authorizations for all 11 subjects; no use
VA San altering pain experience and 9 subjects of data without first obtaining a valid HIPAA
235 22 A H ||07/23/2012||signed several weeks after enrollment. It ||authorization. CASE CLOSED
Diego HS .
was subsequently determined that the
authorizations had been obtained but
inadvertently destroyed.
RCO audit found the Person Obtaining Remedial Actions: Refresher training; correction
Consent had not completed required of deficiencies; no data use without valid ICD
VA San training and did not have approved Scope ([and HIPAA; CASE CLOSED
236 22 Diego HS H 07/23/2012 of Practice that included approval for
obtaining Consent in a study of isolating
blood cells for in vitro research.
RCO audit of decision-making mechanisms [[Remedial Actions: Pl to reconsent subjects on
in cocaine users found 100% failure to use ||stamped ICD; re-combine the separated HIPAA
237 16 Houston H 07/27/2012||IRB-approved VA standalone HIPAA and ICD into one document. CASE CLOSED.
authorization and multiple uses of
outdated ICD in consenting participants.
RCO audit found twenty-one subjects on [[Remedial Actions: Education for Pl and research
. . this Employment in Veterans with Mental |[staff. CASE CLOSED.
11 Ind | H 07/27/2012
238 ndlanapots 127/ Iliness study signed an ICD that did not
have the IRB stamp present.
RCO audit found apparent continuing Remedial Actions: The IRB requested the Pl to
noncompliance regarding documentation ||retrain all research staff with the help of the RCO
VA of dates in informed consent documents ||and a follow-up audit by the RCO. The PI
239 08 Caribbean H 07/27/2012||(n=13) and HIPAA Authorizations submitted all 64 signed ICDs and HIPAA
HCS concerning a study of pharmacogenetic- ||Authorizations to the R&D administrative office
driven warfarin dosing. for scanning, as requested by the IRB. CASE
CLOSED.
RCO regulatory audit identified that Remedial Actions: Pl will not use the survey data
research procedure (provider survey) was ||at this time; data stored securely; specific
VA conducted on 8 physicians without education of Pls and IRB members on provider
240 04 Pittsburgh H 07/27/2012 mfgrmed consent (ICD) or without a participation in research.
waiver of ICD. Study focused on
HCS S }
determining impact of a Plain Language
Prostrate Cancer Decision Aid on subject's
decision making experience.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit of a TBI related headache study [|[Remedial Actions: Pl refresher education
VA San found progress notes were missing or did |[regarding electronic progress notes; Pl will
241 22 X H 07/27/2012 ||not comply with VHA policy. The number ||ensure completion of all research enrollment
Diego HS . . . .
of subjects was not provided. progress notes in a timely manner. CASE
CLOSED.
RCO audit found missing HIPAA Remedial Actions: The PI contacted enrolled
authorization for 10 of 12 subjects subjects to request HIPAA authorizations, staff
242 01 |[Manchester H 07/30/2012||enrolled in a human protocol for received remedial training and HIPAA
evaluating traumatic brain injury. authorizations were added to the project
checklist. CASE CLOSED.
RCO audit found missing HIPAA Remedial Actions: The Pl sought and received
authorization for four subjects enrolled in ||HIPAA authorizations from all enrolled subjects,
243 01 [[Manchester|| H [[07/30/2012||a human protocol treating mild traumatic ||staff received remedial training and HIPAA
brain injury. authorizations were added to the project
checklist. CASE CLOSED.
RCO audit found that an unapproved ICF  [[Remedial Actions: The PI contacted enrolled
was used to enroll 6 of 6 subjects and that |[subjects to request HIPAA authorizations, staff
244 01 ||Manchester H 07/30/2012 ||HIPAA authorizations for all 6 subjects received remedial training and HIPAA
were missing in a human protocol using authorizations were added to the project
Ganaxolone to treat PTSD. checklist. CASE CLOSED.
VA RCO audit found initiation of research Remedial Actions: IACUC, SRS and R&DC review
prior to R&DC approval; lapses in SRS and ||of noncompliance; submission of training
245 05 Ma:'\(l:lgnd A 08/01/2012 IACUC continuing reviews and lack of documentation for co-PI. CASE CLOSED.
training documentation for co-PI.
RCO ICD Audit of a diabetic skin flora study|[Remedial Actions: Staff education; other actions
VA New found missing HIPAA Authorizations and endin
246 || 03 |[vorkHarbor|| H ||08/01/2012 & . pending.
HES no CPRS documentation of study
participation for 73 subjects.
VA New RCO ICD Audit of hypertension study Remedial Actions: Staff education; other actions
247 03 ||York Harbor H 08/01/2012 ||discovered 3 (out of 144) missing HIPAA pending.
HCS Authorizations.
VA New RCO ICD Audit of variations in the use of ~ [[Remedial Actions: Staff education provided;
248 03 York Harbor H 08/01/2012 CPRS-enabled exam ro'om com'pt.Jters other actions pending.
HCS found that 12 non-patient participants had
missing HIPAA Authorizations.
RCO audit discovered lack of SRS Remedial Actions: SRS review and approval;
review/approval prior to IRB/R&DC assessment for any systemic issues. CASE
approval of Randomized, Double-blind, CLOSED
. . Placebo controlled Study to Assess the
249 04 |[Philadelphia H 08/02/2012 Efficacy/Safety of Add On Epanova to Stain
Therapy in Subjects w/ Hyper-
triglyceridema/High Risk for CVD re: blood
draws. Ten subjects.
RCO audit found lapses in SRS continuing [[Remedial Actions: SRS review; protocol
VA Boston review for three IACUC protocols (species ||expiration dates reported on committee action
250 01 Healthcare S 08/02/2012 ||not specified). form sent directly to PI; SRS Program
System Coordinator sending reminders to Pls. CASE
CLOSED
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO ICD Audit of study on patients and Remedial Actions: Review of systemic issues
providers perceptions of communicating ||involved; study Pl and team member training;
adverse event (VA funded) found that a study closed. CASE CLOSED
251 07 Atlanta H ||08/08/2012 (|study staff member obtaining consent did
not have a VA Scope of Practice or VA CITI
GCP training or research credentialing (six
subjects).
RCO Audit of study of Medication Remedial Actions: Study suspended pending
VA Boston Reconciliation found missing consent follow up audit by RCO; Staff education; re-
252 01 Healthcare H OwwmndmmmmmmmeMwmww consent participants.
System that are not described in the protocol and
lack of participant consent for audio
recording.
RCO audit found Pl failed to obtain Remedial Actions: Training was provided to the
waivers of informed consent and HIPAA Pl by the RCO. An amendment was submitted to
253 08 Tampa H 08/13/2012 ||for screening/recruiting purposes in a the IRB for an ICD waiver for screening purposes
geriatric protocol regarding wheelchair and a report was sent to OHRP. CASE CLOSED.
positioning.
RCO audit found missing CPRS notes for Remedial Actions: CPRS notes entered for all
VA Long 120 human subjects enrolled in a 1-day new subjects; new issues identified by ORO
254 22 Beach HS H 08/13/2012 radial artery access with ultrasound study. ||review of IRB minutes; further information
requested to permit resolution. CASE CLOSED
RCO Triennial audit found missing scopes ||Remedial Actions: Educate Pl on requirement for
VA of practice for two staff of this closed scopes of practice. Review of ORO reporting
255 09 Tennessee H 08/15/2012 ||diabetes retrospective, descriptive analysis||criteria for RCO. CASE CLOSED.
Valley HCS of diabetic patients study. RCO failure to
report issue to ORO in a timely manner.
RCO Triennial audit found missing scopes |[[Remedial Actions: Education for PI to
VA of practice for two staff on this closed, requirement for scopes of practice. RCO review
256 09 Tennessee H 08/15/2012 diabetes.retrospecti\'/e case-controll'e.d of ORO reporting requirements. CASE CLOSED.
Valley HCS observational analysis study. In addition,
RCO failed to report issue to ORO in a
timely manner.
VA RCO Triennial Audit found one missing Remedial Actions: Education of Pl on scope of
257 09 Tennessee H 08/16/2012 scope of practice on this retrospective practice requirements; RCO review of VHA
Valley HCS chart review of all operative cases. Handbook requirements for reporting to ORO.
CASE CLOSED.
RCO audit found that the co-PI consented ||Remedial Actions: Reconsent subject and obtain
Gulf Coast a subject without obtaining HIPAA authorization; AO/R provide training to key
258 16 HeS H 08/17/2012 ||authorization in a Telemental Health personnel on proper consenting procedures.
Chronic Pain Group study. There are no CASE CLOSED.
external sponsors or funding sources.
RCO audit found 18 month lapse in Remedial Actions: Research Animal Safety
protocol review (species not specified) Subcommittee review; Full-time research
259 09 Louisville A 08/17/2012 coordinator to track renewals; monitoring of
renewal dates by Research and Development
Office tracking system. CASE CLOSED
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‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO ICD audit of a closed study found 1 Remedial Actions: IRB prohibited use of subject's
subject in an Insomnia in Combat Veterans||data. CASE CLOSED
260 07 || Tuscaloosa H mnmmzmwmmmwmwmmme
document.
RCO audit found a protocol with Remedial Actions: SRS investigating issue and
unauthorized personnel. determining remedial actions; a new electronic
261 08 Tampa S 08/30/2012 tracking system implemented for tracking key
personnel. CASE CLOSED.
RCO audit found 4 subjects were Remedial Actions: Study staff education; written
consented on an outdated version of plan to ensure compliance with requirements
VA informed consent document in a smoking ||that enrolled subjects' records are flagged; study
262 04 Pittsburgh H 09/06/2012 ||cessation study of low income Veterans. ||team to run weekly queries to ensure all alerts
HCS are entered; consent forms to be double
checked using internal tracking database for
completion. CASE CLOSED
RCO audit found missing scopes of Remedial Actions: Research Administration must
Southern practice for two research assistants during ||ensure scopes of practice are approved for all
263 18 Arizona VA H 09/11/2012 triennial audit of a closed industry researchers prior to study approval; policies will
HCS sponsored investigational drug study be modified to reflect this requirement. CASE
related to gastroesophageal reflux CLOSED.
disease.
VA Palo Alto RCO audit found missing HIPAA Remedial Actions: Seek HIPAA authorization
264 21 HES H 09/11/2012 ||authorization for 18 subjects enrolled in a ||from subjects; Disallow use of prior data
human diabetic protocol. collected without authorization. CASE CLOSED.
RCO audit of this study reviewing personal [[Remedial Actions: Scopes of Practice were
narratives of Veteran's with mental illness |[completed and sent to the ACOS/R for signature.
. . found two subjects were consented by a  |[Training completed through VA Training system
265 11 |{Indianapolis H 09/12/2012 research staff member that did not have ||(TMS). All Scopes and required training
their Scope of Practice (SOP) and VA documents placed in the Regulatory Binder.
Training on file with the Research Service. ||CASE CLOSED
RCO audit found two subjects were Remedial Actions: Study staff education; Pl to
enrolled in a study using outdated IRB- reconsent subjects; HIPAA authorizations to be
approved ICDs and five subjects endorsed ||obtained on revised document; information
but failed to initial an outdated version of ||collected cannot be used until consent and
266 || 02 || Syracuse || H ||09/12/2012|l\ \ i n uthorization. The studyisa  ||HIPAA documents are re-signed. CASE CLOSED
Pilot Test of a Primary Care-Friendly
Intervention for Insomnia and Nightmares
in OEF/OIF Veterans.
RCO audit found Pl amended IRB approved||Remedial Actions: Assurance Pl will make
procedure (assignment of trainers to compliance with all IRB approved protocols a
either immediate or delayed training goal of his annual performance review; conduct
Canandaigu condition) without submitting amendment||monthly review of protocols with study
267 02 a H 09/13/2012 to IRB for approval. Study is an evaluation |[coordinator to ensure compliance and make
of training video addressing suicidal review available to the IRB. RCO conduct audits
thoughts and behavior in substance abuse ||of all PI protocols for compliance.
treatment.
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TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found that an eligibility criterion |[Remedial Actions: Principal investigator
for retrospective chart review study education on records retention. CASE CLOSED
. required AUDIT-C scores, but scores for
Canandaigu . .
268 02 a H 09/13/2012||467 subject records reviewed could not be
verified. The study is to evaluate Service
Utilization and Suicide in Veterans treated
for alcohol abuse.
RCO Audit of scanned research documents [[Remedial Actions; Signed ICD re-scanned in
for VA CIRB study "Measuring Cross medical record; noncompliance reported to VA
. ) Cultural Competence in VA Primary Care" ||CIRB.CASE CLOSED
269 04 |[Philadelphia H 09/17/2012 found that an informed consent document
did not have a signature for a person
obtaining consent.
Facility self-reported initiation of a study [[Remedial Actions: None, study was closed at the
270 08 Tampa S 09/17/2012 ||prior to written approval from ACOS/R time the non-compliance was discovered. CASE
CLOSED.
RCO regulatory audit conducted noted no [[Remedial Actions: Pending
documentation in Research
Central Administration or investigator records of
271 16 Arkansas H 09/18/2012 : ;
VHS SRS approval for a study of subjects with
Critical Limb Ischemia and no Options for
Revascularization.
VA Puget RCO consent audit found one subject Remedial Actions: Pl retrained staff to ensure
272 20 sound HCS H 09/24/2012 ||signed an incorrect HIPAA form in a use of correct HIPAA and ICDs; data from subject
human protocol on alcohol dependence. ||will not be used. CASE CLOSED.
RCO audit found multiple instances of Remedial Actions: Pending.
VA Sierra informed consent noncompliance
213 21 Nevada HCS H 09/24/2012 involving all 13 ICDs within 1 human
protocol on smoking cessation.
RCO regulatory audit of a Ribavirin Remedial Actions: Audit findings sent to IRB and
Pharmacokinetics study of Hepatitis C R&DC; determinations and actions are pending.
Virus revealed 9 findings. Expired IRB
VA s
274 05 Maryland H 09/26/2012 approval; research initiated b.efore R&PC
HES approval; Fellow not credentialed; subject
file lost & training not complete. RCO
unable to review subject records due to PI
delays.
RCO found in a study of Heart Failure Remedial Actions: The Pl was educated
Outcomes failure to obtain and document ||regarding the requirements for approval of
a waiver for informed consent and HIPAA ||waiver of ICD for screening and recruiting
275 08 Tampa H 09/27/2012 ||Authorization for screening purposes and ||purposes, and the SAE reporting requirements.
failure to report one serious adverse event||PI submitted the waiver to the IRB. The IRB
(SAE) as required. determined the SAE to be serious,
unanticipated, not related. CASE CLOSED.
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Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found Pll of 117 research Remedial Actions: Research Staff education by
subjects (diabetes in Veterans with serious ||the investigator and RCO; thorough review of
VA mental illness study) given to and stored ||procedures for multisite studies by the IRB
276 04 Pittsburgh H 09/27/2012 [|at the Coordinating Center without proper ||Chairs and office research staff to assure
HCS subject consent. Study staff failed to protocol and consent form adequately describe
adequately report an incident as a medical ||data sharing. CASE CLOSED
emergency.
RCO audit found a study monitor's report [[Remedial Actions: The Pl was asked to provide
that noted one subject met exclusion the RCO with copies of source documents with
VA North criteria and was enrolled in a cardiology highlighted information on inclusion/exclusion
277 17 H 09/28/2012||study in error. criteria for patients considered for enrollment in
Texas HCS . ) . . .
high-risk studies and to submit all monitor
reports to the RCO/IRB within 10 days of receipt.
CASE CLOSED.
RCO audit found ICD and HIPAA Remedial Actions: Pl requested to develop RAP;
Authorization form for one subject in a provide plan to meet accrual goals. CASE
VA North gastrointestinal tract study had not been ||CLOSED.
218 7 Texas HCS H 09/28/2012 scanned into CPRS; in addition, HIPPA
Authorization had not been signed when
the subject was consented.
RCO audit found three subjects met Remedial Actions: Study staff must re-review
exclusion criteria and were enrolled in a inclusion/exclusion criteria; Pl asked to provide
VA North cardiology study in error. copies of source documents for future enrollees
279 17 H 09/28/2012 highlighting that inclusion criteria have been met
Texas HCS ) L
and exclusion criteria have not been met;
research program must report noncompliance to
ORO. CASE CLOSED
RCO Audit at the study facility found the |[Remedial Actions: The Coordinating Center IRB
VAMC Coordinating Center did not generated a waiver of documentation of
request/issue Waiver of IC in a study of informed consent for this study via expedited
280 04 ||Philadelphial| H ||09/30/2012||Diabetes Mellitus (DM) Control and process. CASE CLOSED.
Medication Adherence in Veterans with
Severe Mental lliness (SMI). Linked to
0108-646-H
RCO audit found a protocol with Remedial Actions: Review of the SRS approval
281 08 Tampa S 10/02/2012 ||procedures which had not been approved ||process. CASE CLOSED
by SRS.
X RCO audit found a lapsed IACUC annual Remedial Actions: IACUC investigation. CASE
282 15 Columbia A 10/05/2012 review for a protocol involving mice. CLOSED.
RCO audit found inappropriate post- Remedial Actions: IACUC review; research
VA operative analgesia in mice. investigator and support staff training on use of
283 04 Pittsburgh A 10/05/2012 analgesics, approved procedures, post-approva
HCS compliance and documentation of post-
procedure care. CASE CLOSED.

OFFICE OF

VA Defining
RESEARCH ueaure | EXCE LFEN CE
- OVERSIGHT ~A116 ~ CARE | in the 21st Century

000148



OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found 11 subjects were enrolled [[Remedial Actions: IRB-approved plan to ensure
into a PTSD study using expired ICDS and  ||use of current/approved forms; consent forms
284 23 ||Minneapolis H 10/15/2012 con.sent for picture/voice doc.un.1enFs; provided by PI for scanning into CPRS;. o
copies of these documents missing in enrollment notes not required as participation
CPRS; and no enrollment notes entered completed. Case closed.
into CPRS.
RCO Regulatory Audit of dietary practices |[Remedial Actions: IRB granted waiver of
with behavioral health subjects study documentation of IC. Case Closed
found IRB did not generate a Waiver of
285 04 |[Philadelphia H 10/16/2012 ||Documentation of IC for screening
subjects prior to signing an informed
consent (30 enrolled). Closed to
enrollment, 1 active subject.
RCO regulatory audit of an unfunded Remedial actions: Pl's provided education to the
behavioral study looking at mood IRB requirement to obtain HIPAA authorization
disorders associated with treatment from study participants; Investigators counseled
286 || 06 Salem H [/10/16/2012 ||resistant hypertension found that signed ||on good documentation practices; GCP reviewed
HIPAA authorization forms for two by all staff; 3 consent procedures to be
subjects were not able to be located in the ||monitored; HIPAA obtained on the missing 2.
subject's records. CASE CLOSED
RCO Audit found a programmatic Remedial Actions: Research Administration
noncompliance regarding lack of injury notified all investigators of deficiency. Research
287 08 Tampa H 10/17/2012 ||language and space for sponsor with the [[Compliance reviewed the active studies and
approved Informed Consent Template. identified 17 studies that required a change in
ICD. CASE CLOSED
RCO ICD audit found the study team was |[Remedial Actions: RCO reviewed the current
issued the wrong version of the ICD by the ||administrative process with the RDC staff to
IRB office. The VA Merit project involved [[ensure only approved ICDs are furnished to the
288 09 Louisville H 10/18/2012 ||blood draws to study neutrophil research teams. Remedial action complete, CASE
activation. Only 1 subject signed the CLOSED.
incorrect ICD while 38 subsequent
subjects signed the correct version.
RCO audit of 24 consents found 7 Remedial Actions: Pl required to halt study
participants signed expired ICFs; 5 recruitment; RCO provided education to study
289 11 Detroit H 10/23/2012 ||participants did not sign a HIPAA team; IRB requiring a remedial action plan be
authorization form for this Genomic blood ||submitted by PI; Study amendment submitted to
collection study update ICD.
RCO ICD audit of this randomized double- ||Remedial Actions: Obtain HIPAA authorization;
blind study comparing combinations of report missed appointments & visits; correct &
Central lisinopril or placebo & losartan in subjects ||update CPRS; obtain consent for passive f/u
200 16 Arkansas H 10/23/2012 with diabetic nephropathy revealed that: ||subjects; obtain consent for the DNA sub-study;
VHS 14 subjects were not consented during provide justification for the inclusion of research
their next visit, 1 subject did not sign a data collected from subjects during lapse; etc.
HIPAA and 1 subject did not sign correct
sub-study ICD
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‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found a letter of notification Remedial Actions: Pl transitioned 1 subject to
from the Sponsor terminating protocol at |[commercially available medication, and
VA North this site due to ongoing concerns of PI implemented inclusion/exclusion verification
201 17 Texas HCS H 10/25/2012 oversight. processes for future subject enroliments; the IRB
will revise its SOP for reporting of sponsor
suspensions and terminations.
RCO regulatory audit of head, neck and Remedial Actions: Pl education on
lung cancers study identified that Pl failed ||noncompliance reporting; research service to
VA to report SAE within 5 business days of maintain separate electronic file that allows
292 04 Pittsburgh H 10/25/2012 ||becoming aware of the SAE. tracking of when submissions of reportable
HCS events occur and when they must be reviewed
until study can reliably track and report these
issues.
RCO Audit of a retrospective chart review |[[Remedial Actions: The IRB approved an
study on moderate to severe TBlata VA ||lamendment to modify the inclusion age to be 18
polytrauma rehab center collected data on||to 85 on October 30, 2012. The data collected
08 T H 10/26/2012
293 ampa /26/ a minor without a CRADO waiver. from the 17 year old subject will be excluded.
External reports and training to the Pl were
completed. CASE CLOSED.
RCO regulatory audit of a pharmaceutical- [[Remedial Actions: Pl to receive training in regard
sponsored protocol for prevention of to VHA Policy and local VA policy for flagging
clostridium Difficile Infection (CDI) subjects; Pl to receive a study Initiation Visit
294 10 Cleveland H 10/30/2012 discovered 2/2 subjects enrolled did not  ||from the RCO. CASE CLOSED.
have their medical records flagged in
CPRS.
RCO audit found 3 subjects in a War Remedial Actions: Pending.
Related Iliness and Injury Study Center
(WRIISC) data repository study were
295 05 DC VAMC H 10/30/2012 ||consented without obtaining HIPAA
authorization. Pl self-reported failing to
obtain HIPAA authorizations from 30
participants.
RCO audit of myeloma family study found |[Remedial Actions: None. NERO is following up
296 || o5 DC VAMC H |/10/30/2012||7 subjects were consented without re: PHI collected without HIPAA authorization.
obtaining HIPAA authorization.
RCO Audit found a report of Remedial Actions: Implement SharePoint system
noncompliance regarding lack of a scope ||for credentialing portion of (e)submissions to
of practice in a spinal cord injury study and||IRB. System also includes tracking of training,
297 08 Miami H 10/30/2012 ||body mass index, that was not reviewed ||education, CVs, and Scope of Practice forms.
by the IRB. Plan for missing IRB review to consist of both
emailing and hand-delivering RCO reports to IRB.
CASE CLOSED
RCO audit found use of unstamped ICDs Remedial Actions: Data from subjects without
208 2 VA Long H lwmnmzwMﬂoHSwmgmmugﬁmmmmw p@mm@wwanM%um&mwNﬂom
Beach HS for acute or chronic blepharitis. paired with senior mentor to ensure proper
training. CASE CLOSED

OFFICE OF

VA Defining
RESEARCH ueaure | EXCE LFEN CE
- OVERSIGHT ~A118 ~ CARE | in the 21st Century

000150



OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions

RCO audit found missing ICD and HIPPA Remedial Actions: noncompliance not serious or
authorization for one subject enrolled in a ||continuing; all remedial actions completed

299 23 ||Minneapolis H 11/07/2012 human protocol on charting methods for ||(sequestration of data collected without HIPAA

screening for high glaucoma risk male
veterans study the Pl exceeded the study
sample size approved by the IRB by 142.

305 16 Houston H 11/14/2012

‘ depression. authorization); case closed.
VA RCO Audit of a psychiatric disorder genetic |[Remedial Actions: Subject to re-sign documents;
. study found that one subject's signed information pending whether IRB will allow use
300 01 Con:teccst|cut H 11/07/2012 consent and HIPAA Authorization of data obtained without proper authorizations.
documents were missing. CASE CLOSED
RCO audit revealed inadequate and/or Remedial Actions: Scan all missing documents
missing documentation of informed noted into CPRS; re-enter all informed consent
Central consent in CPRS. Study purpose is to process notes into CPRS as research notes; PI
301 16 Arkansas H 11/09/2012 ||create registry and repository of DNA and |[meet with ACOS/R every 2 weeks for progress
VHS serum to determine whether certain update; RCO will audit enrollment logs
clinical measures can predict outcomes in
Veterans with Rheumatoid Arthritis.
RCO audit revealed that a subject did not [[Remedial Actions: Subject completed HIPAA
Central sign the separated HIPAA, as required by ||authorization and CPRS note was entered. CASE
302 16 Arkansas H 11/09/2012 the IRB. Study is a randomized phase Il CLOSED.
VHS trial comparing the outcomes of patients
with stage Il colon cancer treated with or
without chemotherapy.
RCO Regulatory Audit found apparent Remedial Actions: IRB chairperson, IRB
non-compliance for this anesthesia risk administrator, and RCOs to review all exempt
VA quality improvement project as the IRB studies to verify proper IRB determination;
303 09 Tennessee H 11/12/2012 approved this study as expedited without
Valley HCS waivers of informed consent or HIPAA
Y authorization, inappropriate RDC
approval, and failure of the PI to submit
continuing approval forms.
RCO audit found one research personnel |[Remedial Actions: The Pl has completed the
participating in research without the required local scope of practice for this
304 08 Miami H 11/13/2012 ||required scope of practice in the CSP #563 |[individual and the form was submitted to the
trial titled: Prazosin and Combat Trauma |[(Research Office for review and approval.
PTSD.
‘ RCO Audit found in a non-invasive Remedial Actions: Pending.

RCO ICD audit revealed that HIPAA IRB determinations: noncompliance not serious
VA Puget authorization was not obtained for 3 out ||or continuing; corrective actions (remedial
306 20 Sound HCS H 11/21/2012 of 10 subjects who had provided samples ||education and post-enroliment HIPAA
banked in this tissue repository protocol. ||authorizations) sufficient; case closed.
RCO audit found 1 of 245 subjects enrolled [[Required Actions: Subject was reconsented using
VA Puget was consented into a Parkinson's Genetic ||approved ICD; procedures implemented by Pl to
307 20 sound gHCS H 11/26/2012 ||study using a draft/unapproved version of |[prevent a recurrence; noncompliance neither

the ICD. serious or continuing; no further action
required; case closed.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

Case|| VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found a lapse in Biosafety and [[Remedial Actions: Subcommittee review of all
308 08 Miami S 11/30/2012 ||Chemical Safety Subcommittee continuing [|lapsed protocols; update database. CASE
review approvals. CLOSED.
RCO ICD audit found that 24/44 ICD signed |[Remedial actions: Subjects who were consented
were outdated/invalid and did not include ||with the invalid ICDs would have to be
309 11 [|Indianapolis H 12/03/2012 ||information regarding an alcohol and drug ||reconsented prior to their data being used. CASE
screen on urine samples that are CLOSED.
collected.
RCO ICD Audit of study on insulin therapy [[Remedial Actions: No data use until HIPAA
effects on colorectal polyps in diabetics signatures obtained; RCO regulatory audit; other
310 04 |[Philadelphia H 12/05/2012 ||found 3 subjects had not signed HIPAA actions pending.
Authorizations and research notes were
not entered in CPRS.
RCO ICD Audit of study on intimate Remedial Actions: Obtain HIPAA signature;
) . partner violence patient needs and Submit protocol deviation to IRB; No data use
04 ||Philadelph H 12/05/2012
311 fladeiphia 105/ perspectives found unsigned HIPAA for until HIPAA signed.
one subject.
RCO audit of a cancer pain management Remedial Actions: Subject's data withdrawn
VA Palo Alto study found that 1 of 3 enrolled subjects ||from the research study.
312 21 HCS H 12/06/2012 provided informed consent but did not
sign a HIPAA authorization.
RCO regulatory audit found that Pl of a Remedial Actions: Pl education on timeliness of
Phase Ill Randomized Trial of noncompliance reporting and on the newly
VA Chemotherapy with or without developed electronic IRB submission database;
313 04 Pittsburgh H 12/06/2012 ||Bevacizumab in patients with recurrent or ||other actions pending.
HCS metastatic head and neck cancers failed to
submit a report of a SAE within 3 days of
becoming aware of the SAE.
VA North RCO audit identified IND (controlled Remedial Actions: Pending.
314 17 H 12/10/2012 ||substance) storage noncompliance in a
Texas HCS .
postoperative recovery study
RCO closure audit found data from 98 Remedial Actions: A newly formed VA IRB will
VA San inpatient psychiatry subjects had been accept oversight of VA studies at continuing
315 22 Diego HS H 12/14/2012 destroyed, at the instruction of the review. CASE CLOSED.
affiliate IRB, in error.
RCO audit found that a study team Remedial Actions: Reports presented at next
- member had a lapse in all required Research Animal Studies Subcommittee (RASS)
316 09 Louisville A 12/17/2012 Collaborative Institutional Training and R&DC meetings; completion of required
Initiative (CITI) Training. training. CASE CLOSED.
dford RCO Audit found one HIPAA authorization |[Remedial Actions: Pending
317 01 Bedfor . 12/18/2012 form that was not signed by the subject.
RCO Audit of psychiatric study found that [[Remedial Actions: The protocol is closed and the
a former psychiatry resident destroyed in ||data had not been used; other actions pending.
VA San error 121 signed HIPAA Authorizations and
318 22 Diego HS ! 12/18/2012 23 ICDs due to misinterpreting the affiliate
IRB's instructions related to a previous
noncompliance case.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 7. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

‘Case VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit identified discrepancies in the [[Remedial Actions: Facility to contact IT to
Canandaieu dates on "IRB Acceptance - Notification" ||determine whether revision can be made to
319 02 a g H 12/19/2012 ||letters signed by the IRB Chair to the study |[MIRB system to remove the automatically
PI. Study is a survey of difficulties and populated date from the signature line.
treatment interests for detox patients.
RCO audit reported that Pl of a long-term [[Remedial Actions: Pending
320 06 Durham H 12/20/2012 cancerobservanonalstydy<ﬂscovered
that signatures were missing on consent
forms and HIPAA.
RCO Regulatory Audit revealed apparent |[[Remedial Actions: Pending.
serious non-compliance. Subjects were
Central not re-consented on the revised ICD, as
rkansas required by the IRB. 15 subjects, who were
321 || 16 || Ark H |[12/20/2012 ired by the IRB. 15 subj h
VHS enrolled at the time of the informed
consent revision, had not been re-
consented at the six month follow up visit.
RCO Regulatory audit of this renal dietary [[Remedial Actions: Pending.
Ann Arbor trial found the interval between initial
322 11 H 12/21/2012 ||approval and first continuing review [420
HCS ) .
days] violate the requirement for IRB
continuing review.
RCO ICD audit of a patient-centered Remedial Actions: Re-consent the subject
intervention study (Knee missing the signature of the Person Obtaining
. ) Replacement)found one ICD did not have |[Consent with the full version of the approved
04 ||Philadelph H 12/21/2012
323 fladelphia 121/ the signature of the Person Obtaining ICD; Either locate the missing pages of the ICD or
Consent and another ICD had pages 1 and ||re-consent the patient with the full version of
2 of the ICD missing. the approved ICD.
RCO audit found HIPAA authorizations Remedial Actions: Pending.
VA Palo Alto were not sought from 17 subjects enrolled
21 H 12/21/2012
324 HCS 121/ in blood draw study seeking biomarkers
for improved diagnosis of lung nodules.
VA RCO audit of Health Behavior Change for |[Remedial Actions: Pending.
. Hospitalized Veterans study found one
325 04 Pltt:t:::rgh H 12/21/2012 subject enrolled in the study lacked the
required, signed HIPAA authorization.
RCO re-audit of a community-based Remedial Actions: Study previously suspended
housing services for homeless Veterans and is now closed.
. study found 3 ICDs not available during
326 08 Bay Pines H 12/31/2012 the first audit; 2 of these 3 subjects did
not sign a HIPAA Authorization. IRB had
suspended the study due to initial audit.
RCO review of two retrospective chart Remedial Actions: I1SO and PO to review
VA Western reviews found that both studies initiated ||checklists for privacy and security concerns and
327 02 New York H 12/31/2012||and completed without ISO, PO, IRB, or IRB to review to make determination and
HCS R&DC approvals and that the ACOS never |[|decision for remedial actions
generated the letter to initiate.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF ANNUAL
FACILITY DIRECTOR CERTIFICATIONS OF RESEARCH OVERSIGHT

The director of each VHA research facility must lead an annual program-wide self assessment of research compliance and
provide ORO with a certification of research oversight based on this self assessment in July of each year. The program requires
that the facility director’s certification include an action plan to remediate any deficiencies identified by the self assessment.
ORO monitors implementation of these remedial actions.

Summary

® 26 = Cases Continuing from Previous Calendar Year
® 108 = New Cases in Calendar Year 2012
® 134 = Total Cases (Continuing Plus New) in Calendar Year 2012

TABLE 8. REMOTE REVIEWS OF

Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
Remedial actions: Credentialing, privileging, scope of practice; research compliance
1 09 Huntington P 2010 |[training; SOPs; MOU with affiliate for housing affiliate animals in the VA ARF. CASE
CLOSED.
San Francisco Remedial actions: Resources and administrative support; agreements and approvals;
2 21 P 2010 [[SOPs; annual program reviews and assessments; RCO audits; PO and ISO reviews of

VAMC active studies. CASE CLOSED.

Remedial Actions: WOC appointments, R&DC review and evaluation of SRS, and

3 07 Atlanta p 2011 ||approvals of MOU(s)and System Interconnection Agreement(s)by ISO and OI&T. Linked
to 0006-508 MA-P Director's Cert.2010. Linked to Case 0050-508-I. RISP to follow

remaining BP Gateway item. CASE CLOSED.

4 08 Bay Pines P resource needs; conduct vulnerability assessment of research labs; review total
protocols' data due to inconsistencies. CASE CLOSED.

2011 [[Remedial Actions: R&DC evaluation completed; training requirements completed;

) 04 Coatesville P update MOUs and SOPs. CASE CLOSED

2011 Remedial Actions: Hire IACUC Coordinator; conduct Annual Vulnerability Assessment,
6 07 Columbia P IACUC Annual Assessment, and SRS Annual Assessment; update SOPs; respond to
query on ICD audit. CASE CLOSED.

2011 [[Remedial Actions: Approve SOPs. CASE CLOSED.

‘ 2011 Remedial Actions: Complete MOU for IBC with affiliate; R&DC to review budgetary and

7 16 Fayetteville P
Remedial Actions: Complete scopes of practice; improve training monitoring; complete
2011 ||new MOU and System Interconnection Agreement; update Research Safety, Chemical
8 16 Houston P ; ) . .
Hygiene and Research Emergency Plan; inspect on-site labs, perform emergency drills;
review R&DC subcommittee. CASE CLOSED.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF
Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
Remedial actions: New database for credentialing, training and Scopes for WOCs;
9 1 Indianapolis p 2011 ||MOUs in negotiation; Pl submit amendment to IRB, waiver for CRADO; updates for
P SOPs in process; part-time Chemical Hygiene Officer; continuing review lapse for 28
active protocols. CASE CLOSED.
10 o Remedial Actions: Weekly meetings between the Research Service and Engineering;
08 Miami A 2011 repairs to the Heating Ventilation and Air Conditioning (HVAC)system.
| 2011 [[Remedial Actions: Provide summary of subcommittee evaluations and all R&DC and
11 16 New Orleans P subcommittee minutes to MCD; revise HRPP and auditing plan SOPs. CASE CLOSED.
2011 Remedial Actions: Document appointment, credentialing, privileging, and scope of
12 03 Northport P practice; Vetpro completion and Boarding for one animal PI. Credentialing completed.
All actions completed. CASE CLOSED.
VA Caribbean 2011 Remedial Actlc.'ms: Complett.e tr.ammg;.complet.e sc.opes of practices and crefjentla.llng;
13 08 HES P update SOPs; improve continuing review monitoring; and report noncompliance items
to SRO. CASE CLOSED.
2011 Remedial Actions: SOP and/or Plan for a Research Compliance Auditing Program;
14 02 Syracuse P oversight by the facility Director of the Research Auditing Program; and all audits
completion for the current reporting period. CASE CLOSED
2011 Remedial Actions: Improve IRB electronic system to avoid protocol lapses; appoint a
15 08 Tampa P Chemical Hygiene Person; update several SOPs; add supervisor signature to scopes of
practice. CASE CLOSED.
VA Boston Remedial Actions: Completion of audits required by facility's research plan. CASE
16 01 Healthcare P 2011 ||CLOSED.
System
VA Central Texas 2011 |[Remedial actions: Establish MOUs between affiliate and VA for use of the affiliate
17 17 HCS P IACUC and IBC; revise Research Safety and Security Plan. CASE CLOSED.
VA Connecticut 2011 |[Remedial Actions: Complete scopes of practices, mandatory training and MOU with
18] o1 HCS P affiliate for IBC. CASE CLOSED
Remedial actions: Ensure adequate resources and administrative support; ensure
19 19 VA Eastern p 2011 ||sufficient VA representation on affiliate's IRBs; Ensure scopes of practice on file for
Colorado HCS 100% of research staff; Training for all staff to be completed; Update program SOPs;
perform vulnerability assessment. Case closed.
Remedial actions: All research personnel must have a current Scope of Practice and
20 2 VA Greater Los P 2011 ||must complete mandatory training; required quality assurance reviews are in place and
Angeles HS noncompliant personnel are prohibited from participation in research until the
deficiency is corrected. CASE CLOSED.
2011 Remedial Actions: Complete and document training; action plan by RCO regarding
21 05 VA Maryland HCS P auditing requirements for 2011-2012 reporting period; update scopes of practices;
MOUs updated to meet VHA requirements.
Remedial Actions: Verify Facility Management Service support; complete VetPro
29 03 VA New Jersey P 2011 ||process; FWA updated; update SOPs; CITI training completed; ISO to verify
HCS interconnections outside VA; complete semiannual chemical inventory; ISO & PO
reviews at R&DC. CASE CLOSED.
VA North Florida/ 2011 Remedial Actions: Update and sign IBC MOU; Correct missing scopes of practice and
23 08 South Georgia P credentialing. CASE CLOSED.
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF
Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
Remedial Actions: Recruit permanent ACOS; perform mandatory program reviews, QA
24 21 VA Northern P 2011 ||reviews; issue committee membership appointment memos; ensure scopes of practice
California HCS exist for all personnel; obtain PHS and AAALAC Assurances; update all SOPs; R&DC
review of budgetary and resource needs. CASE CLOSED.
VA Salt Lake City 2011 Remedial actions: MOU for afﬁha’Fe IRB services signed and effective; HRPP policies
25 19 HCS P have been updated; ISO & PO reviews have now been conducted and documented for
all protocols. CASE CLOSED.
VA Southern 2011 Remedial actions: AO/R, RCO position open and posted; PO/ISO do not serve on
26 22 Nevada HS P IRB/RDC; MOU for IRB in draft; SOP updates for SRS and RIPP; incomplete annual RDC
va review. CASE CLOSED.
b 2012 [[Remedial Actions: Personnel to complete refresher Human Subjects Protection and
27 02 Albany H Good Clinical Practice and VA Mandatory training. CASE CLOSED
2012 Remedial Actions: Attending Veterinarian (AV) mentored the technician indicating that
28 02 Albany A reporting any sickness or death of an animal to the AV is mandatory and directed her
to the SVAMC SOP. CASE CLOSED
b 2012 [[Remedial Actions: IACUC review; suspension of research activities; revision of policies
29 1 Ann Arbor HCS A as necessary; documentation for Scopes of Practice provided by PI. CASE CLOSED.
2012 Remedial Actions: RDC to conduct an annual review of the IACUC and Research Safety
30 11 Ann Arbor HCS P and Security Program that contains all the required elements; Remedial actions
complete, CASE CLOSED.
2012 Remedial Actions: Research Service review of systemic issues; one time
31 07 Atlanta H process/software programming tracking failure corrected. Staff asst. retraining to track
projects properly; identified protocols processed for Continuing Review.
| 2012 [[Remedial Actions: Discontinue use of animal transport courier; installation of eyewash
32 07 Atlanta A equipment. CASE CLOSED.
2012 [[Remedial Actions: Monitoring of HVAC in the animal facility. CASE CLOSED
33 07 Augusta A
2012 Remedial Actions: The RDC should conduct an annual evaluation of the Research Safety
34 11 Battle Creek P and Security Program that includes all the requirements; Remedial actions complete,
CASE CLOSED.
Remedial Actions: Maintain scopes of practice and review annually; Administrative
35 08 Bay Pines A 2012 ||issues related to SRS continuing review resolved; IACUC Policy Manual revised to allow
Y chair or alternate to attend meeting with MCD; new fan installed and directional
airflow problems resolved. CASE CLOSED.
2012 Remedial Actions: Appoint new RIO; ensure Scopes of Practice for all investigators and
36 08 Bay Pines P evaluate annually; appoint new IRB member as WOC; enhance training tracking
system. CASE CLOSED.
2012 [[No Remedial Actions necessary. CASE CLOSED.
37 01 Bedford P
. 2012 [[Remedial Actions: R&DC members must complete training; conduct program reviews
38| 20 Boise VAMC P of RIPP; and review R&D budget. CASE CLOSED.
. 2012 |(Remedial Actions: Update and complete Emergency Response Plan. Complete required
39 20 Boise VAMC A annual drills and vulnerability assessment. CASE CLOSED
2012 [[Remedial Action: Facility determined none was required. ORO is requesting additional
40 07 Charlestan A information. CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF

Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
2012 Remedial Actions: The RDC must conduct an annual evaluation of the HRPP that

41 12 Chicago HCS P includes all the VHA requirements. A summary of this report should be provided to the
MCD; Remedial actions complete, CASE CLOSED.

2012 |(Remedial Actions: No deficiencies identified. CASE CLOSED

CASE CLOSED.

‘ 42 10 Chillicothe P
o . 2012 [[Remedial Actions: RSAW to open DSS case to track SOP deficiency. CASE CLOSED
43 10 Cincinnati P
L . 2012 [[Remedial Actions: Update Animal Welfare Reporting Requirements SOP. CASE CLOSED.
44 10 Cincinnati A
2012 [[No remedial actions necessary. CASE CLOSED
45 10 Cleveland P
X 2012 [[Remedial Action: Animal caretaker training. RSAW will follow. CASE CLOSED
46 04 Coatesville P
X 2012 [[Remedial Actions: Resolve IT problems and have animal caretaker complete training.
47 04 Coatesville A CASE CLOSED.
. 2012 [[Remedial Actions: Install sensors to monitor airflow direction and pressure. CASE
48 07 Columbia A
CLOSED.
. 2012 [[Remedial Actions: Facility continues to enforce the institutional policy on training.
49 07 Columbia p

2012 Remedial Actions: Resources for vacant position/tracking Training and
50 15 Columbia P Scopes/Functional Statements; P| Handbook is being processed, waiting RDC approval;
Remedial actions complete, CASE CLOSED.

2012 Remedial Actions: SRS annual review process was modified; all affiliate employees (VA
51 15 Columbia A WOC employees) involved in VA animal research must be enrolled in the affiliate's
Occupational Health and Safety Program. CASE CLOSED.

2012 [[No remedial actions necessary. CASE CLOSED

| 52 10 Columbus P
2012 |[No remedial actions necessary. CASE CLOSED
53 10 Dayton P
2012 [[Remedial Actions: Scopes of practice for research personnel; ensure SRS review of
54 05 DCVAMC A protocols; hire a SRS coordinator.
. 2012 [[Remedial Actions: Complete the MOU and update SOPs.
55 16 Fayetteville P
) 2012 ||Remedial Actions: CRADO Waiver required for participation in a children's study.
56 || 12 NE Hines H
6 2012 ||Remedial Actions: Follow facility's local SOP and report individuals to the R&DC and/or
57 1 Houston P place their studies on an administrative hold until training completed. CASE CLOSED
2012 Remedial Actions: Ensure SRS approval of protocols; ensure personnel is training;
58 16 Houston A complete annual reviews of IACUC protocols; ensure HVAC enhancements are
completed.
X 2012 [[Remedial Actions: MCD annual report summary documentation. Remedial actions
59 09 Huntington P complete, CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF
Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
2012 Remedial Actions: The MWRO will follow up with facility during onsite routine review;
60 11 Indianapolis P RSAW will follow up on the IACUP items in a separate case. Remedial actions
complete., CASE CLOSED.
. . 2012 [[Remedial Actions: Implement a new occupational health and safety program to
61 1 Indianapolis A encompass all personnel by fall/winter 2012. CASE CLOSED.
2012 Remedial Actions: R&DC must conduct annual reviews of research programs and
62 23 lowa City P associated subcommittees; summaries must be provided to the Director. CASE
CLOSED.
2012 [[Remedial Actions: Update SOPs and policies.
| 63 16 Jackson P P P
James A. Lovell 2012 No remedial actions necessary. CASE CLOSED
64 || 12 NE Federal Health P
Care Center
James A. Lovell 2012 Remedial Actions: SRS review to prevent lapses in continuing review.
65 || 12 NE Federal Health S
Care Center
X 2012 |[Remedial Actions: SRS review; IACUC review; education and monitoring of room entry
66 || 09 Lexington A with husbandry enforcement. CASE CLOSED.
X 2012 [[Remedial actions: FWA and MOU updates required; Remedial actions complete, CASE
67 09 Lexington P
CLOSED.
Remedial Actions: Each subcommittee will appoint individuals to track training;
2012
68 16 Centra\l/:;kansas A develop new SOP to ensure timeliness of annual reviews; audit staff records to ensure
correct scopes of practice are present.
Central Arkansas 2012 Remedial Actlops: Appoint aII‘R&DC mer.nbers to R8.¢DC; ensure mvestlgato.rs. have
69 16 VHS P scopes of practice; ensure training tracking system is complete; ensure training
complete.
2012 Remedial Actions: Training animal care staff; change of endpoint criteria; improve
70 12 Madison A monitoring of diet changes and animal weights; SOP for feeding procedures updated;
endpoint criteria changed. CASE CLOSED
2012 Remedial Actions: Clarify "not known" response for protocols with only RDC oversight;
71 12 Madison P Clarify MCD review of annual summary; animal issues followed by RSAW; Remedial
actions complete, CASE CLOSED.
McGuire 2012 ||Remedial Actions: IACUC Review, Pl and lab staff retraining; provide emergency back-
72 06 (Richmond) A up power to individually ventilated cages. CASE CLOSED.
hi 2012 [[Remedial actions: Requesting clarification of missing Scopes and trainings; verification
73 09 Memphis P of missing ORO report for Scopes. CASE CLOSED
2012 ||Remedial Actions: Complete scopes of practice for all personnel; complete training.
‘ 74 09 Memphis A P P P P P &
X 2012 [[Remedial Actions: The Research Safety and Animal Welfare working group will follow
75 12 Milwaukee P up on this item. Remedial actions complete, CASE CLOSED.
X 2012 [[Remedial Actions: None required. CASE CLOSED.
76 12 Milwaukee A
. i 2012 [[Remedial Actions: Key research administration vacancies filled; SOP for reporting of
77 23 Minneapolis P serious noncompliance revised. CASE CLOSED
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF
Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
. ) 2012 ||Remedial Actions: SRS to ensure initial and continuing protocols reviews are conducted
8 23 Minneapolis S at appropriate intervals; complete training requirements. CASE CLOSED.
New Mexico VA 2012 |(Remedial Actions: Ensure that individuals complete all training; other actions pending.
79 18 A
HCS
2012 ||Remedial Actions: Provide MCD with copies of all R&DC and subcommittee minutes to
80 || 16 New Orleans P review and sign. CASE CLOSED.
2012 [[Remedial Actions: Update Scope of Practice Documentation. CASE CLOSED.
81 03 Northport A
. 2012 [[Remedial Actions: Police staff training; conduct multidisciplinary vulnerability
82 16 Oklahoma City S assessment. CASE CLOSED.
2012 Remedial Actions: On the one year anniversary of the FWA, OVAMC performed
83 08 Orlando VAMC P detailed evaluations of the subcommittees of the R&DC and a summary was sent to
the MCD. CASE CLOSED.
2012 ||Remedial Actions: Personnel completing required training; affiliate medical school
84 20 Portland VAMC P seeking AAHRPP accreditation. CASE CLOSE
2012 Remedial Actions: Ensure R&DC approval of all animal and/or research protocols;
85 20 Portland VAMC A ensure IACUC and SRS continuing review of all protocols at appropriate intervals;
document Scopes of Practice; complete training requirements. CASE CLOSED.
Remedial Actions: The RDC should conduct an annual evaluation of the Research Safety
86 1 Saginaw P 2012 ||and Security Program that includes all the requirements listed in VHA Handbook
g 1200.01; Ann Arbor RDC to review at 11/07/12 meeting; Remedial actions complete,
CASE CLOSED
Remedial Actions: SRS investigation; modification of procedures to minimize risks of
87 2 San Francisco S 2012 ||exposure; protocol amendments; staff retraining; complete training requirements and
VAMC scopes of practice; ensure provision of scientific justification where appropriate. CASE
CLOSED.
. 2012 |[Remedial Actions: No remedial actions necessary. CASE CLOSED.
88 23 Sioux Falls P
. Remedial Actions: Drafting and approving plans, policies, SOPs; registering the IRB; and
2012
89 18 Southern Arizona P obtaining approval of the FWA amendments to organize operational IRB. CASE
VA HCS
CLOSED.
Southern Arizona 2012 |(Remedial Action: Facility to provide details of incident. CASE CLOSED.
90 18 A
VA HCS
2012 ||Remedial Actions: MOU/Affiliate IRB was revised and being reviewed for final
91| 23 St Cloud P signature. CASE CLOSED.
. 2012 [[Remedial Actions: ACOS will recommend VA-salaried employees to serve on Affiliate
92 15 St Louis S IBC. RDC will review and nominate to the MCD. CASE CLOSED.
2012 Remedial Actions: The RDC to conduct an annual evaluation of the VA CIRB and provide
93 15 St Louis P a summary of this to the MCD; the Research Safety and Animal Welfare (RSAW) to
follow up with the salaried employee issue; Remedial Actions complete, CASE CLOSED.
2012 [[Remedial Actions: The R&D Service to review and verify R&DC and its subcommittee
94 02 Syracuse R members appointment letters. CASE CLOSED
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF
Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
2012 Remedial Actions: 3 of the 5 RCEP deficient 2012 FDC audits have now been
95 02 Syracuse E conducted; the other two are currently being audited; as of 10.31.12 all audits have
been completed. CASE CLOSED
2012 |[Remedial Actions: None required. CASE CLOSED.
96 02 Syracuse A
2012 ||Remedial Actions: Develop standard operating procedures for RSSP and ACUP;
97 08 Tampa A complete SRS review of protocols; complete SRS annual review of protocols.
2012 [[Remedial Actions: Revise IRB MOU; develop a system for alerting expiration of WOC
98 08 Tampa P appointments prior to renewal.
2012 [[Remedial Actions: R&DC must provide research oversight; must conduct reviews of
99 01 Togus P programs and subcommittees (both internal and external). CASE CLOSED.
2012 [[Remedial Actions: SRS approval of protocols; SRS continuing review. CASE CLOSED.
100 07 Tuscaloosa S
VA Boston 2012 Remedial Action: Ensure scopes of practices of personnel; SRS continuing review. CASE
101 01 Healthcare A CLOSED.
System
Remedial Actions: Revise RIPP SOP; expand elements of HRPP review; conduct lab
VA Central 2012 || ) ! -
102 21 California HCS P disaster drill; prepare comprehensive budget and resource report for Medical Center
Director. CASE CLOSED.
VA Central 2012 ||Facility self identified non compliance with the creation of a RIPP SOP; No related
103 21 California HCS I policy requirement. No facility remedial action required. CASE CLOSED
VA Central Texas Remedial Actions: Finalizing MOU; appointing VA representative to affiliate IBC; and
104 v HCS P 2012 RCO completing past due audits. CASE CLOSED.
VA Central Texas 2012 |[Remedial Actions: Finalize the MOU for the IBC; appoint VA representative to IBC. CASE
105 || 17 HCS S CLOSED.
0 VA Connecticut 2012 [[Remedial Actions: Personnel to complete refresher Human Subjects Protection and
106 1 HCS H Good Clinical Practice training
Remedial Actions: Securing adequate support for R&DC Subcommittees; committee
VA Eastern 2012 o .
107 19 Colorado HCS P members must complete mandatory training; review of RSSP and SRS; conduct
emergency response preparedness plan. CASE CLOSED.
VA Eastern 2012 |[Remedial Actions: Complete review of RSSP and SRS within the next 90 days; database
108 19 Colorado HCS s created to track protocol review dates and generate alerts to Pl's. CASE CLOSED.
VA Eastern Remedial Actions: None required as no deficiency identified. CASE CLOSED
Kansas 2012
109 = (Leavenworth) P
HCS
Remedial Actions: Complete credentialing, privileging, scope of practice requirements
110 2 VA Greater Los P 2012 ||for personnel; Pls/staff must complete required training; obtain waiver for
Angeles HS international research; Director must review summaries of annual R&DC review of
budgetary & resource needs,& subcommittees. CASE CLOSED
VA Greater Los 2012 |[Remedial Actions: Ensure security upgrades to canine social housing unit are
11 22 Angeles HS A completed within specified time frame. CASE CLOSED
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF
Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
Remedial Actions: Request SRS and IACUC self assessment checklists and
112 15 VA Kansas City P 2012 ||documentation used to support RDC summary presentation; Appendices 1-3, and CIRB
Medical Center annual review accompanied by RDC minutes supporting review and discussion of CIRB
review. CASE CLOSED
Remedial Actions: The facility to provide ORO clarification for why this finding was not
113 2 VA Loma Linda P 2012 ||reported. RSAW working group may follow up with facility on IACUP deficient items.
HS Clarification provided, deficiency did not need ORO reporting. Remedial Actions
complete, CASE CLOSED.
2012 [[Remedial Actions: Ensure IACUC Review and approval prior to protocol initiation; SRS
114 05 VA Maryland HCS A review; develop procedure for incorporation & review of IBC minutes. CASE CLOSED.
Remedial Actions: Verify engineering support issue, complete Scopes of Practices,
2012 ’ 4
115 03 VA NT_I\Aé;ersey R credentialing and training, develop training tracking system, update CIRB MOU, update
SOPs, develop ISO and PO report tracking system. CASE CLOSED
VA New Jersey 2012 Remgd|a| Act|.ons: Continue mgnthly mefetmg with engmeermg staff, ensure scopes of
116 03 HES A practice are signed by supervising Investigators. Submit amendment request to reflect
appropriate pain classification. Offer Occupational health surveillance. CASE CLOSED.
117 03 VA New York A 2012 |[Remedial Actions: Update on Heating, Ventilation and Air Conditioning in animal
Harbor HCS facility.
VA North Florida/ 2012 Remedial Actions: SRS and IACUC review with no further actions necessary. CASE
118 08 South Georgia S CLOSED.
HCS
VA North Texas 2012 Remedial A.ctlons: Conduct semi-annual m.ventorY of hazardouls cher.mcals/age.nts;
119 17 HES P document inventory process; when enrolling subjects, ensure inclusion/exclusion
criteria are satisfied. CASE CLOSED.
VA North Texas 2012 |[Remedial Action: Ensure SRS continuing reviews are conducted at appropriate
120 || 17 HCS A intervals. CASE CLOSED.
VA Northern 2012 Re.m.ed|.a| Actions: Secure adn?|n|strat|ve.sgrwces; ensure persppngl have credentla}hng,
121 21 California HCS P privileging and scope of practice and training; update IRB certification and MOU with
affiliate; revise R&D SOPs. CASE CLOSED.
VA Northern 2012 |[Remedial Actions: Ensure SRS initial and continuing reviews are conducted at
122 21 California HCS s appropriate intervals. CASE CLOSED.
2012 Remedial Actions: Continuing monitoring of appointments, credentialing, privileging,
123 21 VA Palo Alto HCS P scope of practice, and required training; approval of MOU/System Interconnection
Agreement with academic affiliate; approval of revised COI policy. CASE CLOSED.
2012 [[Remedial Actions: Revised MOU/ISA with Academic Affiliate under review with local
124 21 VA Palo Alto HCS ! responsible offices; then will forward MOU/SIA to the ESCCB for approval.
Remedial Actions: Identify research personnel to ensure training is completed; ensure
125 19 VA Salt Lake City 5 2012 ||all personnel have a Scope of Practice; updating FWA/VA addendum and MOU with
HCS Central IRB; establishing CRADAs for required projects; revising R&D SOPs to document
recurring processes. CASE CLOSED.
VA Salt Lake City 2012 [[Remedial Actions: Policy has been changed to require annual renewals for all species.
126 || 19 HCS A CASE CLOSED.
‘127 2 VA Sierra Nevada p 2012 [[Remedial Actions: No remedial actions necessary. CASE CLOSED.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 8. REMOTE REVIEWS OF

Case|| VISN Facility Focus || Year ANNUAL FACILITY DIRECTOR CERTIFICATIONS
OF RESEARCH OVERSIGHT
VA Tennessee Remedial Actions: Complete annual review of IACUC protocol; complete continuing
128 09 Valley HCS A 2012 review of SRS; ensure all training is complete.
Remedial Actions: Resources (vacant positions); training updates; Facility to obtain
2012
129 09 VA Tennessee P CRADO waiver to conduct international research; Remedial Actions complete, CASE
Valley HCS
CLOSED.
VA Western New 2012 ||Remedial Actions: RIPP SOP to be updated; IRB to review and approve final version.
130 | 02 York HCS ! CASE CLOSED.

VA Western New 2012 Remedial Actions: The Chemical Hygiene Plan, Research Security Plan, and the
131 02 York HCS A Research Emergency Response/Preparedness Plan were reviewed and approved; a
safety drill was conducted. CASE CLOSED.

Remedial Actions: Process Action Team formed to ensure appointment, credentialing

communicate with KC to complete requirements. CASE CLOSED

2012
132 02 VA V\\(/::;EIJESNEW P and privileging for research personnel, revision of SOPs and local policies, 2011 annual
reviews.
h 2012 [[Remedial Actions: R&DC must provide oversight of research programs and
133 01 Manchester P subcommittees; conduct reviews of same; conduct reviews of budget.
L 2012 |[Remedial Actions: Submit CIRB subcommittee review ; missing Appendices 1-3;
134 15 Wichita P
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 9. REMOTE TECHNICAL ASSISTANCE REVIEWS

ORO remote technical assistance reviews constitute an additional prospective approach to assist research programs at VA
facilities in fulfilling their responsibilities to conduct research with adequate protections for human subjects, laboratory animal
welfare, research safety, research laboratory security, research information protections, and the responsible conduct of
research. Remote technical assistance reviews may be conducted at the request of the facility or initiated by ORO as a follow
up action to a for-cause or routine onsite review, as a targeted review to address specific areas of concern, or as a
supplementary review opportunity.

Summary
12 = Cases Continuing from Previous Calendar Year
67 = New Cases —January 1 through March 31

30 = New Cases — April 1 through June 30
41 = New Cases —July 1 through September 30
71 = New Cases — October 1 through December 31

209 = New Cases in Calendar Year

221 = Total Cases (Continuing Plus New) in Calendar Year

Case || VISN Facility Focus|| Date | TABLE 9. REMOTE TECHNICAL ASSISTANCE REVIEWS

1 i ORO Remote Technical Assistant for RCEP to evaluate low volume reported on

08 VA Caribbean HCS E 03/03/2011 .
ICD audits.

2 San Francisco RCEP remote technical assistance support program for new RCOs, including
21 VAMC E 04/01/2011 coaching and educational needs assessment and resources.

3 dford ORO RCEP Remote technical assistance for new RCOs including coaching and
01 Bedfor E 04/13/2011 education through first 12 months.

4 VA Eastern RCEP remote technical assistance support program for new RCOs, including
19 Colorado HCS E 05/19/2011 coaching and educational needs assessment and resources.

5 RCEP remote technical assistance support program for new RCOs, including
11 Battle Creek E 07/05/2011

coaching and educational needs assessment and resources.

6 Central Arkansas RCEP remote technical assistance support program for new RCOs, including
16 VHS E 07/11/2011 coaching and educational needs assessment and resources.

7 . I RCEP remote technical assistance support program for new RCOs, including
23 Sloux Falls E 08/19/2011 coaching and educational needs assessment and resources.

8 VA South Texas RCEP remote technical assistance support program for new RCOs, including
1 HCS E 09/19/2011 coaching and educational needs assessment and resources.

9 X RCEP remote technical assistance support program for new RCOs, including
08 Bay Pines E 10/20/2011

coaching and educational needs assessment and resources.
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(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

10 VA Central Texas RCEP remote technical assistance support program for new RCOs, including
17 HCS E 10/24/2011 coaching and educational needs assessment and resources.
11 . RCEP remote technical assistance support program for new RCOs, including
03 Lexington E 12/08/2011 coaching and educational needs assessment and resources.
Technical assistance on accreditation status change.
12 03 VA New York £ 12/19/2011 g
Harbor HCS
13 Technical assistance regarding IRB determination/reporting timelines: calendar
10 Cincinnati H 01/06/2012||vs. business days. Response providing citation from 1058.01 re: calendar days
for IRB determinations of serious or continuing noncompliance issues.
14 ORO remote technical assistance for RSAW. Evaluation of Program's ability to
16 Houston A 01/26/2012||meet the VHA requirements regarding the Heating, Ventilation and Air
Conditioning (HVAC) system and corrective action plan.
15 L . Technical assistance on reporting facility noncompliance case to in ORD. VHA CO
10 Cincinnati R 01/27/2012 Compliance Reports ORD mailgroup provided.
16 Technical assistance on use of one COI form and signature for two different
10 Cleveland H 01/30/2012||studies. Each study should have a completed COI and signature as circumstances
may vary between studies.
17 . ORO remote technical assistance for RSAW. Revision of procedures related to the
San Francisco - . . -
21 VAMC S 01/31/2012||acquisition, storage, use, and destruction/disposal of exempt quantities of a
Select Agent.
18 . Technical assistance for change of RCO.
20 Boise VAMC E 02/01/2012
19 . Technical assistance for accreditation status change
12 Chicago HCS E 02/01/2012
20 L . Technical assistance for FWA modification, one IRB deactivated and IRB oversight
10 Cincinnati E 02/01/2012 consolidated into one IRB.
21 . Technical assistance on accreditation status change.
04 Coatesville E 02/01/2012
22 Technical assistance for FWA modification.
10 Dayton E 02/01/2012
23 . Technical assistance for accreditation status change.
11 Detroit E 02/01/2012
24 . Technical assistance for FWA modification.
23 lowa City E 02/01/2012
25 Technical assistance on accreditation status change.
06 Salem E 02/01/2012
26 . Technical assistance for accreditation status change.
15 St Louis E 02/01/2012
Technical assistance for change of RCO.
27 ” VA Southern £ |lo2/01/2012 g
Nevada HS
Technical assistance for accreditation status change.
28 09 VA Tennessee £ |lo2/01/2012 g
Valley HCS
29 . Technical assistance on accreditation status change.
04 Wilkes-Barre E 02/01/2012
30 . Technical assistance for FWA modification, remove IRB.
10 Chillicothe E 02/02/2012
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31 FWA modification, IRB removed.
10 Columbus E 02/02/2012
Technical assistance for FWA renewal.
32 03 VA Hudson Valley e llo2/02/2012
HCS
33 VA Southern RCEP remote technical assistance support program for new RCOs, including
22 Nevada HS E 02/03/2012 coaching and educational needs assessment and resources.
34 Technical assistance on R&DC requirements for oversight relative to IRB review
10 Cincinnati H 02/06/2012||of non compliance issues. Response provided re: regulations from VHA 1058.01
and VHA 1200.01.
35 i ORO remote technical assistance for RSAW. Reviewed MOU pertaining to
04 Coatesville s 02/06/2012 collection, analysis & transfer to blood samples to affiliate.
36 Technical assistance on accreditation status change.
05 DC VAMC E 02/06/2012
37 o Technical assistance for FWA modification, new interim signatory.
08 Miami E 02/06/2012
38 . . Technical assistance for FWA modification.
23 Minneapolis E 02/06/2012
39 hiladelohi ORO technical assistance for RSAW. Facility forwarded signed MOU pertaining to
04 Philadelphia s 02/06/2012 IACUC oversight of collaborative animal research projects.
40 Technical assistance for accreditation status change.

08 VA Caribbean HCS E 02/06/2012

41 X ORO remote technical assistance for RSAW. Reviewed MOU pertaining to the use
08 Bay Pines S 02/07/2012 of external IBC.

42 Technical assistance regarding re-signing of HIPAA authorization when a newly
modified ICD is issued and subjects are reconsented. need for IRB to consider
whether or not modifications of ICD involve sharing of new findings/information
not noted on original HIPAA.

03 Northport H 02/07/2012

43 Technical assistance for FWA modification.
23 VA Neb do not use E 02/14/2012
44 . SOP and MOU consultation and review.
12 Milwaukee E 02/15/2012
45 6 02/22/2012 Technical assistance for FWA modification, new outpatient clinic and new acting
! Houston E 122/2012|}\5 Director.
46 L Technical assistance for MOU modification.
09 Louisville E 02/22/2012
i DOD Department of Navy (DON) Addendum Renewal.
47 06 McGuire £ |lo2/22/2012 p y (DON)
(Richmond)
48 Technical assistance on new FWA.
01 Northampton E 02/22/2012
New Department of Navy (DON) Addendum to the FWA approved.
49 1 5 VA Northern £ |[02/22/2012 P v (DON) PP
California HCS
50 . . FWA modification, new Human Protections Administrator (HPA).
04 Philadelphia E 02/24/2012
51 ORO Remote Technical assistance for RCEP. Reviewed audit plan, interpersonal
05 DC VAMC E 02/27/2012||communication and dynamics with research program, decision support systems

in research program office and RCO office.
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52 Technical assistance for FWA modification.
16 Jackson E 02/28/2012
53 Central Arkansas Referral from OIG hotline of allegation that research on weight loss and insulin
16 VHS H 02/28/2012||action was improperly halted. Noncompliance by PI previously substantiated and
remediated. No additional action required.
54 Technical assistance for FWA modification.
08 Tampa E 02/28/2012
55 MOU between facility and affiliate; consultation and review.
05 VA Maryland HCS E 02/28/2012
56 i Technical assistance for FWA modification, new Human Protections
04 Coatesville E 03/01/2012 Administrator.
57 McGuire FWA renewal .
06 (Richmond) E 03/01/2012
58 Technical assistance for FWA modification, adding IRB of record operated by
20 Portland VAMC E 03/01/2012 academic affiliate selected multisite research.
59 VA Boston Technical assistance on FWA modification, change of outpatient clinics assigned
o1 Healthcare System E 03/01/2012 to Boston.
60 Technical assistance regarding consent process for usual care vs. research

activities when Pl and Provider are one and the same. Applicable citations from
VHA 1200.05 provided on informed consent process for research related
activities and usual care procedures attributable to research only.

03 VA New Jersey HCS H 03/05/2012

61 Technical assistance regarding reporting requirements. A research instrument
that uses a stand-alone desktop was shipped to the vendor without removing the
hard drive. The desktop was used only to play sounds for hearing tests and did
04 VA Pittsburgh HCS | 03/05/2012||not record any patient data of any kind. The ISO reeducated staff that regardless
of the type of instrument or computer, hard drives are not permitted to leave VA
property without proper approval. The desktop did not contain PHI so ORO
reporting is not required.

Technical assistance for FWA modification to add VA Central IRB.
62 2 VA Southern e |los/0s/2012
Nevada HS

63 VA Southern MOU consultation and review.

22 Nevada HS E 03/06/2012

i MOU consultation and review
64 1 1 New Mexico VA E ||03/14/2012
HCS

65 ORO Remote Techical Assistance for R&DC and HRPP. Reviewed committee

01 Northampton P 03/14/2012 formation, IRB services agreement with another VA, FWA status.
66 . MOU consultation and revision

11 Detroit E 03/16/2012

Technical assistance for FWA modification.
67 16 Central Arkansas £ los/16/2012
VHS

68 . . Technical assistance for accreditation status change.

23 Minneapolis E 03/16/2012
69 Technical assistance for accreditation status change.

16 New Orleans E 03/16/2012
70 MOU consultation and review.

08 Tampa E 03/16/2012

i Technical assistance for accreditation status change.

71 1s VA Kansas City £ |l03/16/2012 g

Medical Center
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Technical assistance for accreditation status change.
72 20 VA Puget Sound £ |l03/16/2012 Ji
HCS
DoD Addendum approved for VA/Navy collaboration
73 09 VA Tennessee £ |l03/16/2012 pp /Navy
Valley HCS
74 ORO Remote Technical Assistance for HRPP. MOU, affiliation agreement, Data
04 Wilkes-Barre H 03/16/2012||Use/Transfer Agreements, WOC appointments, Scopes of Practices, Collaborative
Research Guidance, Joint Employment Agreements, use of affiliated IRBs.
75 San Francisco MOU consultation and review
21 VAMC E 03/20/2012
i MOU consultation and review.
76 )1 VA Sierra Nevada e |los/22/2012
HCS
FWA modification, new signatory official.
" 06 Durham E 03/23/2012 & v
78 James A. Lovell Facility updated its FWA without ORO-approved addendum. Resubmit corrected
12 NE Federal Health E 03/23/2012||FWA with VA Addendum.
Care Center
79 San Francisco Technical assistance for FWA modification, addition of Clearlake VA OPC as
21 VAMC E 03/23/2012 remote site
FWA modification, new signatory official.
80 06 Durham E 04/06/2012 & v
81 FWA modification, change in Human Protections Administrator.
06 Hampton E 04/06/2012
82 FWA modification to add VA Central IRB.
08 Orlando VAMC E 04/06/2012
83 . Technical assistance for FWA modification.
18 Phoenix VA HCS E 04/06/2012
84 FWA modification to add Community Based Outpatient Clinics
16 Shreveport E 04/06/2012
85 Technical assistance on FWA modification, new signatory official.
01 Togus E 04/06/2012
ite Ri Technical assistance for FWA renewal.
86 | o White River E ||0a/06/2012
Junction
ite Ri Technical assistance MOU consultation and review of MOU with Dartmouth.
87 | o1 White River £ ||oa/06/2012
Junction
88 . Technical assistance for FWA renewal/
23 VA Black Hills HCS E 04/10/2012
Technical assistance for FWA modification.
89 )1 VA Central e loasr0/2012

California HCS

90 Technical assistance regarding permissibility of assessing a fee to outside
investigators who want data from the repository for preparation and
transmission. Response provided: Guidance from 1200.05 and 1200.12,
recommendation to review with CFO and General Counsel.

04 Coatesville R 04/12/2012

i - ORO Remote Technical Assistance for RSAW. Review IACUC MOU.
CON P North Chicago A ||oa/16/2012
inactive
92 . ORO remote technical assistance for RSAW. Safety review of a research project
08 VA Caribbean HCS S 04/16/2012

conducted at an Affiliate program.
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93 Technical assistance concerning project initiated to be part of Annual Quality
04 Butler H 04/18/2012||Management Assessment of patient falls. Determined to be non-research
operations activity.
94 Technical assistance on exempt research oversight by R&DC and IRB involvement
in review of amendments to determine any change in exempt status. Once
04 Coatesville R 04/20/2012|exempt determination made the responsibility for approval and continuing
review belong to R&DC but submitted amendments can be referred to IRB to see
if they change exempt status.
95 ORO remote technical assistance for RSAW. Reviewed research protocol and
16 New Orleans S 04/20/2012||supporting documents regarding categorization of recombinant deoxyribonucleic
acid (rDNA).
96 X Technical assistance for FWA modification.
08 VA Lake City E 04/24/2012
97 Technical assistance presentation via video conferencing on IRB Review of
Scientific Design and SAE, UPIRSO Reporting and Review. Received feedback
16 Jackson H 04/25/2012 from audience and SRO colleagues, generated lessons learned for future
reference.
98 Technical assistance regarding information comparative to facilities with similar
James A. Lovell size research programs related to cost analysis for maintaining their own IRB.
12 NE Federal Health H 04/30/2012||Discussed facility cost for protected time for R&DC and IRB members; discussed
Care Center costs for employing committee coordinators; provided two points of contact for
facilities with similar size human research programs. case closed
99 MOU consultation and review.
16 Shreveport E 05/01/2012
Technical assistance for FWA modification.
100 17 VA North Texas e |los/07/2012
HCS
101 . ORO Remote Technical Assistance for new RCO, including coaching and
07 Columbia E 05/08/2012 educational needs assessment and resources.
102 Technical assistance on MOU for VA Manchester and academic affiliate.
01 Manchester E 05/08/2012
103 . Technical assistance for FWA modification.
16 Fayetteville E 05/11/2012
noa Technical assistance for FWA renewal.
16 Muskogee E 05/11/2012
105 Technical assistance for FWA renewal.
02 Syracuse E 05/11/2012
106 i Technical assistance on OHRP reporting requirements for non compliance issues.
04 Coatesville H 05/17/2012 VHA Handbook 1058.01 and OHRP reporting guidance provided.
Technical assistance for FWA modification.
07 15 VA Eastern Kansas £ 05/22/2012
HCS
108 VA Central Texas RCEP remote technical assistance support program for new RCOs, including
17 HCS E 05/25/2012 coaching and educational needs assessment and resources.
109 Technical assistance to ensure that the HRPP Coordinator had consulted the IRB
02 Syracuse H 05/30/2012||prior to abolishing the requirement to have expiration date and IRB Chair initials
on Consent Forms.
Technical Assistance on establishing new research program.
110 01 Northampton P 06/04/2012 & prog
n11 ORO Remote Technical assistance for RCEP. Evaluated and addressed auditing
05 DCVAMC E 06/06/2012 plan and progress on 2011-2012 triennial auditing requirements.
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n12 and RCEP remote technical assistance support program for new RCOs, including
08 Orlando VAMC 06/06/2012 coaching and educational needs assessment and resources.
113 AO/R and IRB requested technical presentation on expedited and exempt review
16 Jackson 06/11/2012 procedures.
114 ORO remote technical assistance for RSAW. Review of MOU between VA and
08 Tampa 06/12/2012 affiliate Institution pertaining to the IACUC relationship and oversight.
115 o Technical assistance for FWA modification.
15 Wichita 06/14/2012
MOU consultation and review.
116 16 Fayetteville 06/15/2012
Technical assistance on effectively chairing an IRB.
17 16 Central Arkansas 06/15/2012 y g
VHS
118 . MOU consultation and review.
20 Boise VAMC 06/20/2012
119 VA Puget Sound Technical assistance regarding an unauthorized, non-VA institution that
20 HCS 06/20/2012 designated the VA Puget Sound IRB as an IRB of Record on its FWA.
120 ) Technical assistance for FWA renewal.
20 Boise VAMC 06/22/2012
21 L . Technical assistance for FWA modification.
10 Cincinnati 06/22/2012
122 Technical assistance regarding potential human subject research noncompliance
17 VA Central Texas 07/02/2012 concerning Pl record retention in association with a VA NSOC report. Requested
HCS IRB to review, IRB determined that noncompliance was neither serious nor
continuing.
123 Technical assistance regarding proposed collaborative research with university
. regarding blood protein analysis of de-identified specimens obtained from VA
04 Coatesville 07/11/2012|| e cts. Requirements of VHA Handbooks 1200.05, 1605.1 and ORD interim
guidance for collaborative research reviewed with research staff.
124 Technical assistance regarding IRB determination of exempt vs. expedited
04 Clarksburg 07/13/2012||protocols with IIHI. References from VHA 1200.05 and OHRP policy and decision
charts provided.
Technical assistance for FWA modification, new signatory official.
125 02 Bath 07/19/2012 & Y
126 o Technical assistance for FWA modification, new signatory official.
08 Miami 07/19/2012
27 . Technical assistance for FWA modification.
11 Saginaw 07/19/2012
128 ORO Remote Technical assistance for RCEP. Discussed audit plan, interpersonal
03 VA New Jersey HCS 07/19/2012{(communication and dynamics with research program, decision support systems
in research program office and RCO office.
129 VA North Florida/ Technical assistance for FWA modification.
08 South Georgia HCS 07/19/2012
ifi Technical assistance for FWA renewal.
130 )1 VA Pacific Islands 07/20/2012
HCS
131 . Technical assistance for FWA renewal.
04 Wilkes-Barre 07/20/2012
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132 Technical assistance regarding NSOC report that data from one VA research
subject was disclosed outside of the VA prior to obtaining HIPAA authorization.
20 Portland VAMC 07/30/2012 CIRB determination - noncompliance not serious or continuing; credit monitoring
offered to subject; NSOC ticket closed;
133 Southern Arizona ORO Remote Technical Assistance for RCEP. Facility starting internal IRB
18 VA HCS 08/02/2012
N34 ORO Remote Technical Assistance for RISP. Facility initiated query regarding lab
21 VA Pacific Islands 08/02/2012 error in placing PHI on specimen label instead of coded information.
HCS Subsequently determined signed HIPAA authorization was in place and incident
was a protocol deviation.
MOU consultation and review.
135 07 Augusta 08/03/2012
136 L . Technical assistance for FWA modification.
10 Cincinnati 08/03/2012
137 Technical assistance on FWA modification with addition of VA Central IRB.
01 North t 08/03/2012
orthampton
138 VA Greater Los Technical assistance regarding IRB review and assessment of apparent serious
22 Angeles HS 08/03/2012 noncompliance identified in an NSOC report.
139 VA Sierra Nevada RCEP remote technical assistance support program for new RCOs, including
21 HCS 08/06/2012 coaching and educational needs assessment and resources.
140 02 c dai 08/10/2012 Technical assistance regarding prohibition on "recruitment only" studies in VA.
anandaigua
FWA modification, new signatory official.
141 07 Charleston 08/14/2012 & v
MOU consultation and review.
142 04 Coatesville 08/14/2012
MOU consultation and review.
143 1s VA Eastern Kansas 08/14/2012
HCS
44 Southern Arizona R&DC SOP consultation and review
18 VA HCS 08/20/2012
MOU consultation and review.
145 20 Boise VAMC 08/23/2012
146 Technical assistance regarding proposed research involving partnership with a
non affiliated academic researcher involving de-identified blood sample genetic
’ marker analysis of blood samples taken from VAMC subjects in a detoxification
04 Coatesville 08/23/2012 facility. Teleconference conducted with RCO and IRB Chair review of guidance for
collaborative studies; De-identification of specimens; MOU issues; Consent
process and HIPAA issues.
MOU consultation and review.
147 1s VA Eastern Kansas 08/23/2012
HCS
148 . Review and consultation on HRPP and IRB SOPs.
22 VA San Diego HS 08/23/2012
149 Southern Arizona Technical assistance for FWA modification, add new IRB
18 VA HCS 08/24/2012
150 VA Greater Los ORO remote technical assistance for RSSP. Guidance on the use of VA IBC by
22 Angeles HS 08/29/2012 affiliate.
151 Technical assistance including MOU consultation and review for change of IRB
01 Togus 09/04/2012 oversight to affiliate university.
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152 dai Technical assistance regarding "continuing review of studies closed for

02 Canandaigua H 09/11/2012 enrollment but are in data analysis and manuscript preparation phase."

FWA modification, Acting Director.

153 07 Augusta E 09/12/2012 &
154 . Technical assistance for FWA modification to add CBOC

22 VA San Diego HS E 09/12/2012
55 ORO Remote Technical Assistance for RCEP. Discussed 5 RCEP related

02 Syracuse £ 09/13/2012 deficiencies on 2012 FDC; four protocols did not have triennial audits; one closed

protocol did not have a closure audit conducted; 3 of the deficient audits have
been completed; other two are near completion.

156 New Mexico VA MOU consultation and review

18 HCS E 09/14/2012

57 ORO Remote Technical Assistance for RCEP. ICD audits were not conducted
VA Puget Sound during the auditing period; explanation unsatisfactory; RCEP clarified various

20 HCS E 09/19/2012 aspects of auditing process; RCO clarified why seven audits not conducted; RCEP
announced its intent to conduct onsite technical assistance.
MOU review and consultation
158 11 Indianapolis E 09/21/2012
159 17 VA South Texas £ 09/24/2012 RCEP remote technical assistance support program for new RCOs, including
HCS coaching and educational needs assessment and resources.
160 James A. Lovell ORO remote technical assistance for RSAW. Consult with facility Human
12 NE Federal .Health S 09/25/2012 Resources Department regarding union representative; issue periodic requests to
Care Center union leadership; provide meeting notices to union leadership; maintain
documentation of actions.
161 ORO Remote Technical assistance for new RCOs in first year. Reviewed audit
05 DC VAMC E 10/09/2012||plan, interpersonal communication and dynamics with research program, and
RCO office.
162 . Review and consultation on IRB SOP and R&DC SOP in connection with Midwest
09 Lexington E 10/12/2012 site visit.
MOU consultation and review.
163 1s VA Eastern Kansas £ 10/12/2012
HCS
Technical assistance on change of RCO.
164 07 Charleston E 10/16/2012 &
Technical assistance for change of RCO.
165 07 Columbia E 10/16/2012 &
166 05 SR DC VAMC . 10/16/2012 Technical assistance for new full-time RCO .
67 1 Hines £ 10/16/2012 Technical assistance for Change of RCO.
168 Central Arkansas Technical assistance for change of RCO.
16 VHS E 10/16/2012
Technical assistance for Change of RCO.
169 12 Milwaukee E 10/16/2012 &
170 Technical assistance for change of RCO.
16 New Orleans E 10/16/2012
Technical assistance for change of RCO.
L7l 16 Shreveport E 10/16/2012 &
@ e VA bictuenc
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72 . Technical assistance for change of RCO.
23 VA Black Hills HCS E 10/16/2012
173 . Technical assistance for change of RCO.
23 VA Black Hills HCS E 10/16/2012
Technical assistance for change of RCO.
174 17 VA Central Texas £ 10/16/2012 g
HCS
75 Technical assistance for change of RCO.
21 VA Palo Alto HCS E ||10/16/2012
176 VA Puget Sound Technical assistance for addition of a second RCO.
20 HES E 10/16/2012
Technical assistance for change of RCO.
77 17 VA South Texas £ l10/16/2012 g
HCS
Technical assistance for change of RCO.
178 15 Wichita E 10/16/2012 &
Technical assistance for change of RCO.
179 23 Fargo E 10/17/2012 &
180 lack Hill RCEP remote technical assistance support program for new RCOs, including
23 VA Black Hills HCS E 10/17/2012 coaching and educational needs assessment and resources.
181 Technical assistance for FWA modification, return of medical center director
16 Houston E 10/18/2012 from detail.
182 . Technical assistance for FWA renewal.
23 lowa City E 10/18/2012
i FWA modification, new signatory official.
183 06 McGU|re £ 10/18/2012 g ry
(Richmond)
Technical assistance for FWA modification.
184 20 VA Puget Sound £ |l10/18/2012
HCS
185 ” VA San Di Hs £ 10/18/2012 Technical assistance for FWA modification to add new Internal IRB
an Diego
FWA modification, acting director.
186 07 Birmingham E 10/19/2012 €
Technical assistance for FWA modification.
187 16 Central Arkansas £ 10/19/2012
VHS
188 o1 T £ 10/19/2012 Technical assistance on FWA modification, new medical center director.
ogus
189 RCEP remote technical assistance support program for new RCOs, including
23 Fargo E 10/22/2012 coaching and educational needs assessment and resources.
190 Technical assistance concerning recruitment efforts by Pl to use VISN 12 PHI for
. recruitment; discovered missing HIPAA waivers and DUA-DTAs for sharing PHI. Pl
12 Madison H 10/22/2012 must submit an IRB amendment to update approved HIPAA waivers, report
noncompliance for use of PHI to IRB.
191 . Technical assistance for VISN Change of RCO.
12 Milwaukee E 10/23/2012
FWA modification, new signatory official.
192 03 Bronx E 10/25/2012 € v
Technical assistance for FWA modification, new signatory official.
04 Clarksb! E 10/25/2012 hnical assi f dificati . fici
arksburg
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194 23 Vi i 10/25/2012 Technical assistance for FWA modification.
inneapolis
195 ORO RCEP Remote Technical assistance for new RCOs including coaching and
01 Northampton 10/25/2012 education through first 12 months.
196 06 burh 11/06/2012 FWA modification, change of Human Protections Administrator to John Whited
urham
197 16 Central Arkansas 11/06/2012 Technical assistance for change of RCO.
VHS
198 1 Detroit 11/07/2012 Technical assistance for RCO.
199 16 Central Arkansas 11/07/2012 MOU Consultation and review.
VHS
P00 ORO Remote Technical Assistance for RCO/acting RIO. ORO reviewed the
definition of research misconduct, the information needed to be contained
03 Northport 11/09/2012 within an allegation of research misconduct, the obligations that an Informant
has when making an allegation, and the responsibilities of a RIO.
P01 18 Southern Arizona 11/09/2012 Technical assistance for FWA modification, add new IRB
VA HCS
P02 VA Central Technical assistance for FWA modification.
21 California HCS 11/09/2012
P03 Technical assistance regarding closed NSOC report in which no data breach had
VA Eastern occurred but concerns were raised regarding possible conduct of unauthorized
19 Colorado HCS 11/09/2012||VA research and unauthorized access to PHI. PO and R&DC should conduct
assessments and reach determination regarding conduct of unauthorized VA
research and unauthorized access to PHI.
P04 1s VA Eastern Kansas 11/09/2012 Technical assistance for FWA modification.
HCS
P05 . MOU consultation and review.
16 Oklahoma City 11/13/2012
P06 1 Ann Arbor HCS 11/15/2012 Technical assistance for FWA modification.
nn Arbor
PO7 0 VA Western New 11/15/2012 FWA modification , new Human Protections Administrator.
York HCS
P08 02 Al 11/16/2012 Technical assistance for FWA renewal.
any
P09 16 oklah cit 11/16/2012 Technical assistance for FWA modification.
ahoma City
P10 ”n San Francisco 11/19/2012 RCEP remote technical assistance support program for new RCOs, including
VAMC coaching and educational needs assessment and resources.
P11 San Francisco Technical assistance for change of RCO.
21 VAMC 11/21/2012
P12 ORO RCEP Remote Technical assistance for new RCOs including coaching and
01 Northambton 11/28/2012 education through first 12 months. Reviewed audit plan, interpersonal
P communication and dynamics with research program, decision support systems
in research program office and RCO office.
P13 16 New Orleans 12/05/2012 Technical assistance for change of RCO.
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(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

P14 ORO Technical assistance for multiple areas including orientation of newly hired
01 Northampton P 12/05/2012||RCO. Reviewed reporting responsibilities, key handbooks, learning resources,
required processes, documentation and record keeping.
P15 ORO Remote technical assistance concerning RCEP resources.
02 Albany E 12/06/2012
ORO remote technical assistance for ACUP. Post hurricane Sandy operations.
P16 03 VA New York A 12/13/2012 y op!
Harbor HCS
P17 Technical assistance for new RCO orientation.
02 Albany E 12/17/2012
Technical assistance for change of RCO.
p18 16 Houston E 12/17/2012 &
Technical assistance on change of RCO.
P19 06 Salem E 12/17/2012 €
P20 ORO Remote Technical Assistance for HRPP. Discussed ongoing efforts to revise
12 NE Hines H 12/20/2012((IRB SOP to harmonize it with VHA and Department of Navy requirements and
with terms of the VA/Department of Defense (DoD) MOU.
P21 Technical assistance regarding simultaneous NSOC and Facility reporting the loss
of a sponsor laptop. Participants at this site must be offered sponsor credit
16 Oklahoma City | 12/27/2012||monitoring; clarified by VHA Privacy as not VA data; sponsor clarified laptop was
unencrypted; valid ICF and HIPAA Authorizations in place; copies of VA data
retained.
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TABLE 10. REVIEWS OF UNANTICIPATED SERIOUS ADVERSE EVENTS

VA requires that unanticipated serious adverse events (SAEs) in research be reported to, and rapidly reviewed by, the
responsible the Institutional Review Board (IRB). Reporting to ORO is required for unanticipated SAEs, including deaths, that
the IRB judges to be caused by, or probably caused by, the research. ORO uses these reports to review local SAE management
and assist facilities in improving their research programs.

Summary

= Cases Continuing from Previous Calendar Year

= New Cases —January 1 through March 31

= New Cases — April 1 through June 30

= New Cases —July 1 through September 30
= New Cases — October 1 through December 31

= New Cases in Calendar Year

= Total Cases (Continuing Plus New) in Calendar Year

TABLE 10. REVIEWS OF UNANTICIPATED SERIOUS ADVERSE EVENTS

Case|| VISN Facility Date Unanticipated Serious Event Status / Remedial Actions
Facility reported suspension of drug study Remedial actions: IRB suspension of new
involving subjects with hepatocellular enrollments. ECOG suspension of Pl's two
VA carcinoma due to death of a participant; additional studies pending audit. IRB
. subject did not meet inclusion exclusion determination that the SAE regarding the death of
1 04 Pltt::grgh 10/03/2011 criteria; AE relationship to study unknown. the participant is Serious, Unexpected, and
Study funded by NCI (ECOG);required agencies ||Relationship Unknown. CASE CLOSED
notified. Two other studies suspended by
ECOG.
Facility reported adverse event in a CSP Remedial Actions: Study drug halted; team
. prazosin treatment study of combat trauma members trained on what to do if doses are
2 01 Providence ||10/28/2011 PTSD possibly due to overdose after having missed, Better definition of "regular dose" in
skipped the study medication for 6 days. protocol.
Subject in drug study (losartan and lisinopril) Remedial Actions: IRB will review once
VA for diabetic nephropathy study hospitalized hospitalization records received. IRB agreed with
3 01 Connecticut [[11/18/2011|| with cardiac symptoms. Subject is heavy Pl determination that the AE was not related to
HCS smoker and has history of ischemic heart research. CASE CLOSED
disease and carotid artery occlusion.
Hospitalization of subject with primary UTI/ Remedial actions: IRB determined SAE anticipated,
pneumonia, secondary Pulmonary risk-benefit ratio acceptable without further
4 15 Kansas City |[11/23/2011|| Embolism/Deep Vein Thrombosis related to actions. CASE CLOSED.
chemotherapy in open label metastatic
prostate cancer study.

000175

OFFICE OF
RESEARCH
OVERSIGHT

~Al143 ~

VA Defining
near | EXCELLENCE
CARE | in the 21st Century




~ OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 10. REVIEWS OF UNANTICIPATED SERIOUS ADVERSE EVENTS

Case|| VISN Facility Date Unanticipated Serious Event Status / Remedial Actions
Facility reported an SAE in a NIH funded Remedial actions: Study drugs halted; review of all
hypertension study: a subject was hospitalized ||medications prescribed to affected subject;
due to hypotension and confusion, possibly evaluation of mental status prior to re-entry into
5 11 Detroit 12/01/2011|| caused by self double dosing of study drugs the study; subject not re-enrolled; CIRB
with anti-hypertensive effect and/or other determined SAE to not be related to study
prescribed medications following unrelated medication. Case Closed.
surgery.
Patient with prolonged pancytopeniain in Remedial actions: IRB determined SAE serious,
6 15 Kansas Cit 12/12/2011 Phase 1 dose escalation trial of oral azacitidine ||unanticipated, and not related. CASE CLOSED.
¥ for myelodysplastic syndromes found to have
several bone marrow granulomas.
Facility reported serious, unexpected and Remedial Action Plan: IRB/RDC concurred that the
7 15 Kansas City |[12/16/2011]| related problem identified by the Sponsor. unexpired drug had no new or emerging safety
Sponsor voluntary recall of study drug. signals. Case closed.
A subject in a multiple sclerosis study fainted Remedial actions: ICD changed to inform future
8 20 Portland 01/10/2012|| and fell to the floor after an intravenous line study participants of potential risk. CASE CLOSED.
was inserted and removed.
Facility reported subject death in Phase | Remedial action: Temporary enroliment
rheumatoid arthritis trial. Death certificate suspension pending Sponsor evaluation; unblind
. indicated Acute Myocardial Infarction. IRB treatment arm of subject (was on active drug).
09 M h 01/13/2012 R . . L
9 emphis 113/ reviewer determined SAE was possibly Suspension lifted by DMC/CSR&D after safety
related to study drug. review. IRB determined death was neither caused
by nor probably caused by the research.
Facility reported AEs in an ORD funded study Remedial Actions: Enrollment suspension.
involving the use of service dogs. In 1 case a Veterinarians and ORD to evaluate the training

10 08 Tampa 01/24/2012 subject's family member was bitten and offered and the service dog agency. Reporting to
another, a dog died unexpectedly. OHRP completed. CASE CLOSED.

Adverse Event Report in a lung cancer study Remedial Action: PI clarified subject did not
consisting of tumor misclassification with receive an additional dose of study drug, rather,

11 20 Portland 02/16/2012|| additional round of chemotherapy. the subject, who had been previously discontinued

from the study drug, received a standard of care
medication.
A subject in a cocaine dependence treatment Remedial Actions: Pl stopped the study
VA study with longstanding mental health medication. IRB approved a protocol amendment
12 19 Eastern 03/08/2012 pathology experienced suicidal ideation and regarding exclusion criterion and study risks in
Colorado severe anxiety and self-referred to a non-VA consent. Case closed.
HCS emergency department, where a mood
stabilizing agent was prescribed.
Facility reported that a normal subject in a Remedial actions: Root Cause Analysis completed;
McGuire study to test an approved cancer drug on source of Hepatitis infection indeterminate;

13 06 (Richmond) 03/16/2012|| subjects with hepatic impairment tested Corrective & Preventative Action plan in effect;
positive for the hepatitis C virus (HCV). The Infected subject continues to be followed. CASE
source of the infection is unknown. CLOSED
A subject in an industry sponsored drug study Required Actions: Suspension of enrollment;

VA North for acute coronary syndrome who did not Development of action plan to prevent recurrence

14 17 Texas HCS 04/13/2012|| meet enrollment criteria was administered and procedure for review of high-risk studies; IRB
study drug, and developed hemorrhagic shock, ||re-review of PI's studies completed; resolution
cardiac arrest and subsequent renal failure. pending Pl acceptance of IRB oversight plan.
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 10. REVIEWS OF UNANTICIPATED SERIOUS ADVERSE EVENTS

Case|| VISN Facility Date Unanticipated Serious Event Status / Remedial Actions
A participant in a community-acquired Remedial Actions: IRB determined the death could
pneumonia study died after being admitted to ||not be reasonably considered to be related or
a non-VA facility for chest pain. IRB probably related to research, but a possibility
15 00 VHACO 04/18/2012 determined the event was serious and could not be ruled out. IRB determined no further
unanticipated, but a relatedness to study was actions required. CASE CLOSED.
unknown.
Death of a subject in a CSP inpatient study of ||Remedial Actions: CIRB determined the event
Veterans with pneumonia. Subject was could not be reasonably considered to be caused
. discharged with stable vital signs but died a by the research, However, the possibility of
16 09 Memphis  ||04/19/2012 few days later after being hospitalized for relatedness could not be ruled out absolutely; no
chest pain. IRB initial determination possibly [|further action was needed. CASE CLOSED
related pending further information.
Participant in a lung cancer treatment study Remedial Actions: IRB reminded study staff of
experienced a grade 3 proteinuria Grades 1&2 |[unanticipated SAE reporting requirements, noting
17 16 Jackson 05/25/2012|| are expected that grade 3 proteinuria had just been specified as
reportable in ECOG's most recent amendment,
GVSMVAMC IRB approved on 2.7.12.
VA Subject in a study to determine if Nasal Insulin  [[Remedial Actions: Study drug permanently
18 20 Puget Sound [[05/31/2012|| improves forgetfulness was hospitalized for discontinued. SAE probably not study-related, no
HCS evaluation of transient stroke-like symptoms. further action required. Case closed.
A research participant was found dead at Remedial Actions: IRB determined that the death
home. Family member was concerned was not related to research; facility responded to
VA research may have contributed to the death. ||family member's letter; IRB sent a separate letter
19 05 Maryland ||07/09/2012(| This is an educational study that did not to the participant's family. CASE CLOSED
HCS involve dispensing of medication, but did
involve screening patients for side effects of
antipsychotic medications.
Participant on a hepatocellular carcinoma Remedial Actions: PI must revise ICD to add risk of
Central Phase 1l RCT developed hepatic necrosis; IRB's  ||hepatic necrosis and re-consent participants still
20 16 Arkansas ||07/12/2012(| preliminary determination was serious, receiving study drug/placebo at their next study
VA HS unanticipated, and possibly related to study visit.
participation.
A subject in a treatment study of cognitive Remedial Actions: The IRB determined that an SAE
symptoms in patients with mild TBI and/or had not occurred and that remedial actions were
21 01 Manchester ||07/31/2012|| PTSD may have had a miscarriage of an early not required. CASE CLOSED.
pregnancy. Subsequently determined the
subject was not pregnant.
A subject enrolled in the Service Dogs for Remedial Actions: VA has suspended additional
Veterans with PTSD study reported that the pairings of Veterans with service dogs from this
22 08 Tampa 08/19/2012|| dog he was paired with was sick at time of vendor. Investigation of this matter continues. IRB
pairing and has remained sick. This may determined serious, related, unanticipated,
increase the risk to subject. increased risk to subject.
Subject was enrolled in multicenter phase IV Status: Facility made many attempts to obtain
Trial to Evaluate the Effect of Sazagliptin in death certificate and contact next of kin. Facility
Patients with Type Il Diabetes. Pl learned exhausted all possible information gathering
23 15 Kansas City ||08/24/2012(| that subject died outside the VA. avenues; IRB determined that there was no
indication that the death was caused by the
research, and recommended no further action.
CASE CLOSED
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Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 10. REVIEWS OF UNANTICIPATED SERIOUS ADVERSE EVENTS

Case|| VISN Facility Date Unanticipated Serious Event Status / Remedial Actions
A subject in study to compare the efficacy of Remedial Actions: IRB determined the SAE could
the combination of angiotensin receptor not be reasonably considered related or probably
24 07 Columbia ||09/05/2012|| blocker (ARB) plus an angiotensin converting related to research, but the possibility could not
enzyme inhibitor with ARB alone had been be ruled out. CASE CLOSED.
hospitalized at another non-VA facility.
Subject enrolled in November 2011 in study Status: IRB determined within the 5-day
VA to evaluate the Tryton Side Branch Stent in reporting period that the death was not related
25 12 Chicago 09/21/2012|| the treatment of de novo bifurcation lesions to the research. CASE CLOSED.
HCS within native coronary circulation died in
September 2012.
Subject in study of acute coronary syndrome  ||Status: IRB determined that the subject died as a
in violation of exclusion criterion (within 24 result of participation in the research although
VA hours of prior anticoagulant therapy) the primary event was a standard of care
26 17 North Texas |[{09/25/2012(| developed profound hypotension and procedure. Study was terminated, Pl's 8 other
HCS eventual hemorrhagic shock, which studies were suspended. Facility is conducting a
precipitated multi-organ failure and death. protected peer review to determine if sanctions
are warranted. CASE CLOSED.
Preliminary (48 hour) report to ORO of a Status: AE determined to have been serious,
27 20 Portland 10/29/2012 reportable Afjve.rse Eventina P.TSD and u.nantlupate.d., and stuc.iy related; further action
VAMC mindful meditation study; detailed report and |[[(i.e., ICD revision)Pending
assessment to follow.
Portland Notification of an AE. Subject in rehabilitation  ||Status: Unanticipated problem involving risk,
28 20 VAMC 11/07/2012|| study reported knee pain and swelling after study-related, but not serious. No further action
completing three baseline assessments. required. CASE CLOSED
Death of a CSP #562 subject at a non-VA Status: Based on additional information including
hospital of unknown cause. CIRB determined death certificate, IRB determined that the
the SAE to be serious and unanticipated, but subject’s death was un-related to research. CASE
29 0o VHACO 11/16/2012 relatedness could not be determined. Study CLOSED.
team to provide a presumptive cause of
death and death certificate.
Subject passed out for 5 minutes following IV Status: Pl waiting results of cardiac echo and chest
30 15 Kansas City |[12/03/2012|| dose of donepezil and cocaine. CT. Study placed on clinical hold by FDA due to
safety concerns.
Subject was enrolled in November 2010 in Status: IRB determined within 5-day reporting
multicenter phase IV Trial to Evaluate the period that the death was not caused by the
. Effect of Sazagliptin in Patients with Type Il research. CASE CLOSED.
31 15 Kansas City |12/07/2012 Diabetes. Subject died in non-VA hospice of
Chronic Obstructive Pulmonary Disease in
November 2012 while still taking study drug.
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TABLE 11. RESEARCH MISCONDUCT AND DEBARMENT REVIEWS

ORO monitors all reported cases of alleged research misconduct (i.e., fabrication, falsification, or plagiarism) that involve VA
research. ORO ensures that correct procedures are used by each facility's Inquiry and Investigation Committees and provides
guidance as needed. ORO determines when notification of various VA offices and federal agencies must be given and
facilitates coordination. In certain cases, ORO may perform onsite technical visits to provide assistance.

* NOTE: Because of the need to follow strict federal Inquiry, Investigation, and Adjudication procedures for research
misconduct, and because of the range of consequences for research misconduct and debarment, such cases may take months
or years to resolve. In addition, the resolution of some cases is delayed because they are also under the jurisdiction of the VA
Office of Inspector General (OIG), the Department of Health and Human Services (HHS) Office of Research Integrity, the Food
and Drug Administration (FDA), and/or a university affiliate.

Summary

= Cases Continuing from Previous Calendar Year *
= New Cases — January 1 through March 31

= New Cases — April 1 through June 30

= New Cases —July 1 through September 30

= New Cases — October 1 through December 31

© W N NN A

= New Cases in Calendar Year

13 = Total Cases (Continuing Plus New) in Calendar Year

TABLE 11. RESEARCH MISCONDUCT AND DEBARMENT REVIEWS

Case||VISN|| Facility Date Issue of Misconduct Status
VA New Research misconduct allegations involving Status: The VISN Director's adjudication of the case
fabrication and falsification. was completed and resulted in a finding of research
1| o3 YorkHI-éasrbor 04/13/2010 misconduct; ORO's administrative review of the case
is pending.
Research misconduct allegation involving Status: VISN adjudication completed and resulted in a
2 || 02 Syracuse [|04/29/2010||fabrication and falsification. finding of research misconduct; ORO administrative
review pending.
Research misconduct allegation involving Status: The Inquiry Committee determined that there
New Mexico fabrication and falsification. was not sufficient evidence to open a formal
3| 18 VA HCS 04/04/2011 investigation, and the MCD concurred with the
Committee's determination. CASE CLOSED.
VA Eastern Research misconduct allegation involving Status: Threshold determination met; joint-Inquiry
4|l 19 Colorado |[09/07/2011 possible falsification of data. convened; Inquiry Committee determined that the
HES facts did not warrant an Investigation and the Facility
Director concurred. CASE CLOSED.
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TABLE 11. RESEARCH MISCONDUCT AND DEBARMENT REVIEWS

Case||VISN|| Facility Date Issue of Misconduct Status
Research misconduct allegation involving Status: The RIO determined that a publication
fabrication. referenced in an ORI notice of a research misconduct
finding against the Respondent involved VA research.
5|l o2 Syracuse  |103/07/2012 ORO closed the case based on the Respondent's
signing of a Voluntary Exclusion Agreement containing
appropriate corrective actions. CASE CLOSED.
. Research misconduct allegations involving Status: An Investigation into the allegations is
6 11 Detroit 03/30/2012 falsification. ongoing.
Research misconduct allegation involving Status: ORO reviewed an allegation forwarded by the
VA Phoenix falsification. RIO and determined that it did not involve research
71 18 HES 06/11/2012 misconduct. ORO instructed the RIO to refer the
allegation to the IRB for investigation as another type
of research impropriety. CASE CLOSED.
8 VA Phoenix 06 2012 Research misconduct allegation involving Status: Threshold determination completed; Inquiry
8 1 HCS /15/201 fabrication. completed; Investigation pending.
Research misconduct allegation involving Status: The Inquiry Committee determined that there
. falsification. was insufficient evidence to open an Investigation,
9 1 Columbia |07/16/2012 and the MCD concurred with the determination. CASE
CLOSED.
VA San Research misconduct allegation involving Status: ORO determined that the allegation pertained
10 || 22 A 08/29/2012||plagiarism. to an authorship dispute rather than plagiarism. CASE
Diego HS
CLOSED.
VA Research misconduct allegation involving Status: Inquiry convened.
Greater fabrication and/or falsification.
11 || 22 Los Angeles 11/07/2012
HS
o Research misconduct allegation involving Status: Inquiry pending.
12 || 07 ||[Birmingham||11/09/2012 falsification.
VA Research misconduct allegation involving Status: ORO determined that the allegation pertained
Greater plagiarism. to an authorship dispute rather than plagiarism. CASE
13 22 Los Angeles 12/05/2012 CLOSED.
HS
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 12. ACRONYMS

A = Animal Care and Use Program Focus

AAALAC = Association for Assessment and Accreditation of
Laboratory Animal Care International

AAHRPP = Association for Accreditation of Human Research
Protection Programs

ACORP = Animal Component of Research Protocol

ACOS/R = Associate Chief of Staff for Research

ACUP = Animal Care and Use Program

AIB = Administrative Investigation Board

ANSI = American National Standards Institute

AO/R = Administrative Officer for Research

ARF = Animal Research Facility

AWA = Animal Welfare Act

AWR = Animal Welfare Regulations

BSC = Biosafety Cabinet
BSL-3 = Biosafety Level 3

CAP = Corrective Action Plan

CC = Case Closed

ClIO = Chief Information Officer

CIRB = Central Institutional Review Board (ORD)

CO = ORO Central Office

COlI = Conflict of Interest

CoPI = Co-Principal Investigator

COS = Chief of Staff

CPRS = VHA Computerized Patient Record System
CRADA = Cooperative Research & Development Agreement
CRADO = VHA Chief Research & Development Officer
CRC = Clinical Research Coordinator

CSP = VHA Cooperative Studies Program

CVMO = ORD Chief Veterinary Medical Officer

DMC / DSMB = Data Monitoring Committee / Data and
Safety Monitoring Board

DMR = Designated Member Review

DoD = Department of Defense

DTA = Data Transfer Agreement

DUA = Data Use Agreement

E = Research Compliance Officer Education Focus
ECOG = Eastern Cooperative Oncology Group

EIL = Equipment Inventory List

ESCCB = Enterprise Security Change Control Board

FCD = Facility Center Director

FCR = Full Committee Review

FDA = Food and Drug Administration

FDC = Facility Director Certification

FIPS = Federal Information Processing Standards
FISMA = Federal Information Security Management Act
FOIA = Freedom of Information Act

GFE = Government Furnished Equipment
GFl = Ground Fault Interrupter

H = Human Research Protection Focus

HCS = Health Care System

HHS = Department of Health and Human Services

HIPAA = Health Insurance Portability & Accountability Act
HRPP = Human Research Protection Program

HSR&D = Health Services Research and Development
HVAC = Heating, Ventilation and Air Conditioning

| = Information Security Focus

IACUC = Institutional Animal Care and Use Committee
IBC = Institutional Biosafety Committee

ICD / ICF = Informed Consent Document / Form
IDE = FDA Investigational Device Exemption

Il = Individually Identifiable Information

IND = FDA Investigational New Drug

IRB = Institutional Review Board

IRM = Information Resource Management
ISA/SIA = Interconnection Security Agreement
ISO = Information Security Officer

IT = Information Technology
ITOC = VA OI&T Oversight and Compliance Office

LAN = Local Area Network
LAR = Legally Authorized Representative
LSI = Local Site Investigator

M = Research Misconduct Focus

MCD = Medical Center Director

MOU = Memorandum of Understanding

MRI = Magnetic Resonance Imaging

MVP = VA Million Veteran Program Research Study

(continued on next page)
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OFFICE OF RESEARCH OVERSIGHT
ANNUAL REPORT OF ACTIVITIES — CALENDAR YEAR 2012

Appendix: Compliance Case Summaries
(Includes all compliance cases for 1%, 2", 3", and 4™ Quarters of CY2012)

TABLE 12. ACRONYMS
(continued from previous page)

NARA = National Archives and Records Administration RIA = Research Integrity Assurance
NIH = National Institutes of Health RIO = Research Integrity Officer
NIST = National Institute of Standards and Technology RIPP / RISP = Research Information Protection / Research
NPC = Nonprofit Research and Education Corporation Information Security Program
NSOC = VA Network & Security Operations Center RO = ORO Regional Office

ROI = Release of Information
OBA = NIH Office of Biotechnology Activities RPSS = Research Protocol Safety Survey
OE = Other Equipment (Non-GFE) RSSP = Research Safety and Security Program
OEF-OIF = Operation Enduring Freedom / Iraqi Freedom
OGC = Office of General Counsel S = Research Safety Focus
OHRP = HHS Office for Human Research Protections SAE = Serious Adverse Event
OIG = Office of Inspector General SAT = Select Agent and Toxin
OI&T = VA Office of Information and Technology SECVA = Secretary of Veterans Affairs
OLAW = PHS Office of Laboratory Animal Welfare SIA/ISA = Interconnection Security Agreement
ORD = VHA Office of Research and Development SMART = Site Monitoring Auditing & Review Team
OPC = Outpatient Clinic SNC = Serious Noncompliance
ORI = HHS Office of Research Integrity SOP = Standard Operating Procedure
OSHP = Occupational Safety and Health Program SRS = R&DC Subcommittee on Research Safety

SSN = Social Security Number
P = Multiple Concerns Focus SWOG = Southwest Oncology Group
PBM = VHA Pharmacy Benefits Management
PET = Positron Emission Tomography (Scan) T = BSL-3 Program Focus
PHI = Protected Health Information under HIPAA TAV = Technical Assistance Visit (ORO)
PHS = Public Health Service TBI = Traumatic Brain Injury
PI = Principal Investigator
PIl = Personally Identifiable Information UPR = Unanticipated Problem(s) involving Risk(s)
PKI = Public Infrastructure Key USDA = United States Department of Agriculture
PO = Privacy Officer USH = VA Under Secretary for Health
POC = Person Obtaining Consent
PTSD = Post-Traumatic Stress Disorder VA = Department of Veterans Affairs

VAMC = VA Medical Center
QA = Quality Assurance VASI = VA Sensitive Information
Ql = Quality Improvement VHA = Veterans Health Administration

VHACO = VHA Central Office
R = Research & Development Committee Program Focus VIREC = VA Information Resource Center
RAP = Remedial Action Plan VISN = Veterans Integrated Service Network
RCEP = Research Compliance Officer Education Program VMO = Veterinary Medical Officer
RCO = Research Compliance Officer VMU = Veterinary Medical Unit
RCS = Record Control Schedule VPN = Virtual Private Network
RDC / R&DC = Research & Development Committee
rDNA = Recombinant Deoxyribonucleic Acid WOC = VA Appointment Without Compensation
REAP = VHA Research Enhancement Award Program
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This report summarizes the activities of the Veterans
Health Administration Office of Research Oversight
(ORO) from January 1 through December 31, 2013, and
describes all suspected lapses in protecting human
subjects and others in VA research as required under
title 38 United States Code (38 U.S.C.) §7307(d)(4).

The report was prepared for the Committees on
Veterans' Affairs of the Senate and the House of
Representatives of the United States pursuant to
38 U.S.C. §7307(f).

ORO reports directly to the Under Secretary for Health
In monitoring, reviewing, and investigating compliance
with VA and other Federal requirements for the
protection of human research subjects, laboratory
animal welfare, research safety, research laboratory
security, research information security and privacy,
research misconduct, Federalwide debarment for
research impropriety, and the activities of facility-level
research compliance officers.

%PQ@?% A

J. Thomas Puglisi, PhD
Director and Chief Officer
Office of Research Oversight
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A. INTRODUCTION

The Department of Veterans Affairs (VA), through the Veterans Health Administration
(VHA) Office of Research Oversight (ORO), conducts one of the most comprehensive
programs of research compliance oversight in the Federal Government.

Creation of ORO within VA was mandated under legislation signed by the President of
the United States on December 6, 2003, as Public Law 108-170. Section 401 of this
statute stipulates ORO’s functions as follows:

(a) Requirement for Office. — (1) There is in the Veterans Health Administration
an Office of Research Oversight (hereinafter in this section referred to as the
'Office"). The Office shall advise the Under Secretary for Health on matters of
compliance and assurance in human subjects protections, research safety, and
research impropriety and misconduct. The Office shall function independently
of entities within the Veterans Health Administration with responsibility for the
conduct of medical research programs. (2) The Office shall -- (A) monitor,
review, and investigate matters of medical research compliance and assurance
in the Department with respect to human subjects protections; and (B) monitor,
review, and investigate matters relating to the protection and safety of human
subjects and Department employees participating in medical research in
Department programs.

This report summarizes ORO’s activities for the period from January 1 through
December 31, 2013. The summary includes oversight activities carried out by ORO in
advising the Under Secretary for Health (USH) on matters of regulatory compliance
related to the protection of human research subjects, research safety, research laboratory
security, and research misconduct, as required under title 38 United States Code (38
U.S.C.) 87307.

These activities reflect ORO’s responsibilities to monitor, review, and investigate
matters of regulatory compliance in each of these aspects of VA research. The report
addresses suspected lapses from all causes in protecting human subjects and others in
VA research as required under 38 U.S.C. §7307(d)(4).

The report also includes ORO’s activities in providing oversight of laboratory animal
welfare, research safety, research laboratory security, research information security and
privacy, Governmentwide nonprocurement suspensions and debarments for research
impropriety, facility research compliance officer (RCO) audits, and RCO education, as
directed by the USH.

A total of 108 VHA facilities operated research programs in CY2013. All 108 of these
facilities operated human research programs, 80 of these facilities operated laboratory
research programs, and 77 of these facilities operated animal research programs.
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In addition, the VHA Central Office Human Research Protection Program (HRPP)
operates an Institutional Review Board (IRB) for oversight of multi-center clinical trials
sponsored by VA, such as trials conducted under the VA Cooperative Studies Program
(CSP).

Summaries of ORQO’s compliance cases have been provided in ORQO’s activity reports for
the first, second, and third quarters of calendar year 2013 (CY2013). OROQO’s activities
for the fourth quarter of CY2013, including case summaries, are incorporated into this
report, which provides a complete listing of ORO cases for CY2013.

Because this report contains sensitive information related to open investigations,
distribution of the report should be limited to those persons engaged in authorized
Congressional oversight and to other required Congressional entities.
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B. BACKGROUND

ORO Central Office (CO) develops and manages ORO’s programs and provides direct
oversight of the VHA Central Office Human Research Protection Program (HRPP). CO
professionals also provide direct oversight of all VA research activities related to
laboratory animal welfare, research safety, research laboratory security, research
information security and privacy, research misconduct, Governmentwide suspension
and debarment for research impropriety, RCO audits, and RCO education.

ORO Regional Offices (ROs) provide direct oversight of VA research activities related to
the protection of human subjects and facility research program administration and
oversight. ORQO’s ROs are located within VA space in four geographic regions to provide
prompt access and response to issues that may require onsite review and assistance.
Each RO has oversight responsibility for approximately 25-30 VA research facilities:

e Midwestern RO (Edward Hines, Jr. VA Hospital, Chicago, IL)

» Northeastern RO (Edith Nourse Rogers Memorial Veterans Hospital, Bedford, MA)
e Southern RO (Veterans Integrated Service Network 7 Headquarters, Duluth, GA)

e Western RO (VA Loma Linda Health Care System, Loma Linda, CA)

A full ORO staff includes 53 individuals (28 in ORO’s CO, and 25 in ORO’s ROs). The
Figure below illustrates the staffing levels for ORO since its creation in December 2003.

Figure 1. ORO Staffing (FTEs)
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ORO’s current fiscal year budget is approximately $11.6 million. The Figure below
illustrates the funding provided to ORO since its creation in December 2003.

Figure 2. ORO Funding (SMillions)
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ORO solicits advice and feedback from the research community through the ORO Field
Advisory Committee. Committee members are encouraged to raise any and all matters
of concern related to ORO’s activities and to recommend strategies to enhance efficiency
and effectiveness in the fulfillment of ORO’s mission. The Committee convenes three
times per year by video conference. Members are also invited to participate in ad hoc
work groups pertinent to ORQO’s mission.

As previously noted, a total of 108 VHA facilities operated research programs during
this reporting period. All 108 of these facilities operated human research programs, 80
of these facilities operated laboratory research programs, and 77 of these facilities
operated animal research programs. In addition, the VHA Central Office HRPP
operates an Institutional Review Board (IRB) for oversight of multi-center clinical trials
sponsored by VA, such as trials conducted under the VA Cooperative Studies Program
(CSP).

ORO fulfills its review and oversight responsibilities for regulatory compliance and
assurance through three types of programs:

e Onsite research compliance reviews

e Remote compliance reviews

e Oversight of VA facilities’ Federalwide Assurances (FWAS), research
compliance education, and quality assurance
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C. Onsite Research Compliance Reviews

ORO conducts three types of onsite compliance reviews:

e For-cause onsite reviews
e Proactive routine onsite reviews
e Proactive technical assistance onsite reviews

Most onsite reviews are announced to the facility in advance, but ORO also may conduct
unannounced onsite reviews as warranted. Summaries of ORO’s onsite compliance
reviews are provided in the Appendix to this report. Complete reports of these reviews
are available upon request.

C1. For-Cause Onsite Reviews

ORO receives reports of possible noncompliance from a variety of sources, including
other VA offices, other government agencies, VA employees, Veterans, family members
of Veterans, ORO’s anonymous complaint line, and the media.

In cases where there may be serious, systemic concerns about a facility’s research
protection programs, ORO may conduct for-cause onsite compliance reviews to
establish the nature and severity of the possible noncompliance, and to assess the
effectiveness of the facility’s research protection programs. These reviews involve
in-depth evaluations of potentially serious noncompliance with the laws, regulations,
and policies governing VA research.

ORO requires remedial actions to resolve any serious or continuing noncompliance that
is identified. All facilities that are required to develop and execute remedial action plans
are carefully monitored, and cases are held open until ORO confirms that remedial
actions have been implemented satisfactorily to ensure compliance.

C2. Proactive Routine Onsite Reviews

Routine onsite reviews are systematic proactive inspections of regulatory compliance to
assist VA facilities in fulfilling their responsibilities to conduct research with appropriate
human subject protections, care and use of laboratory animals, research safety, research
laboratory security, and research information security and privacy. Where applicable,
these reviews include inspections of VA'’s nine Biological Safety Level Three (BSL-3)
research laboratories.

The routine onsite review program involves a process of thorough onsite review,
assessment, and follow-up of issues identified concerning regulatory compliance in VA
research programs. Routine onsite reviews are performed on a rotating basis by teams
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of two to six ORO professionals, with the size of the team proportional to the size of the
VA facility’s research program.

C3. Proactive Technical Assistance Onsite Reviews

ORO onsite technical assistance reviews constitute an additional proactive approach to
assist research programs at VA facilities in fulfilling their responsibilities to conduct
research with adequate protections for human subjects, laboratory animal welfare,
research safety, research laboratory security, research information protections, and the
responsible conduct of research. Onsite technical assistance reviews may be conducted
at the request of the facility or initiated by ORO as a follow up action to a for-cause or
routine onsite review, as a targeted review to address specific areas of concern, or as a
supplementary review opportunity.

C4. Summary: Onsite Research Compliance Reviews
Table 1 of the Appendix provides case summaries of ORO’s onsite compliance reviews.

Summary: Number of Onsite Research Compliance Reviews:

143 = Total New Cases in Calendar Year
195 = Total Cases (Continuing Plus New) in Calendar Year
* Includes corrected values

e 52 = Cases Continuing from Previous Calendar Year
e 39 = New Cases — January 1 through March 31

e 43* = New Cases — April 1 through June 30

e 33 = New Cases — July 1 through September 30

e 28 = New Cases — October 1 through December 31

[ ]

[ ]

The Figure below illustrates ORQO’s onsite compliance review cases for CY2013.

Figure 3. Calendar Year Onsite Research Compliance
Reviews (n=195)
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D. Remote Research Compliance Reviews

Certain compliance cases can be evaluated and managed remotely through written
communications with facility leadership and facility compliance personnel. ORO
conducts seven types of remote reviews to ensure compliance with VA research
requirements:

e Reviews of externally identified noncompliance

Reviews of facility self-identified noncompliance

Reviews of Research Compliance Officer (RCO) audits

Reviews of annual facility director certifications of research oversight
Remote technical assistance reviews

e Reviews of unanticipated serious adverse events related to research

e Reviews of research misconduct and debarment proceedings

Each review includes monitoring by ORO to verify that remedial actions have been
implemented as warranted.

D1. Remote Reviews of Externally Identified Noncompliance

ORO'’s remote compliance reviews include cases of apparent noncompliance that have
been identified by sources external to the facility’s HRPP. Such sources include, but are
not limited to, apparent noncompliance identified by ORO, by other VA offices, by other
government regulatory agencies, and by industry sponsors.

D2. Remote Reviews of Facility Self-ldentified Noncompliance

Both ORO and the VHA Office of Research and Development (ORD) strongly encourage
VA research facilities to accept responsibility and accountability for maintaining a
compliant research program and fostering a culture that values adherence to the
required protections for Veterans and other human research subjects, research
personnel, and research animals. Building a culture of local accountability has been the
focus of ORO and ORD education activities for the past several years.

VA facilities are required to report to ORO any events that might reasonably indicate
serious or continuing noncompliance in research. As the focal point for fulfilling VA'’s
research mission and a responsible steward of VA resources, each VA research facility
has an obligation to serve as the primary watchdog for identifying and correcting
noncompliance problems in its own research programs.
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ORO works cooperatively with VA research facilities to manage their self-identified
noncompliance cases by assisting them in developing appropriate remedial action plans
and monitoring resolution of any deficiencies.

D3. Remote Reviews of Research Compliance Officer (RCO) Audits

Facility RCOs must conduct audits of all informed consents obtained for VA research
throughout the year. Regulatory audits of all VA research projects must be conducted at
least every 3 years. Facilities are required to report to ORO any apparent serious
noncompliance identified in these audits.

D4. Reviews of Annual Facility Director Certifications of Research Oversight

ORO requires that the director of each VA facility conducting research lead an annual
program-wide self-assessment of research compliance and provide ORO with an annual
certification of research oversight based on this self-assessment. Certifications must be
completed and forwarded to ORO by July 31 each year.

ORO evaluates all deficiencies identified by the facility and requires remedial actions
when needed. ORO monitors the case until appropriate remedial actions have been
implemented satisfactorily.

D5. Remote Technical Assistance Reviews

ORO remote technical assistance reviews constitute an additional prospective approach
to assist research programs at VA facilities in fulfilling their responsibilities to conduct
research with adequate protections for human subjects, laboratory animal welfare,
research safety, research laboratory security, research information protections, and the
responsible conduct of research. Remote technical assistance reviews may be conducted
at the request of the facility or initiated by ORO as a follow up action to a for-cause or
routine onsite review, as a targeted review to address specific areas of concern, or as a
supplementary review opportunity.

D6. Remote Reviews of Unanticipated Serious Adverse Events

VA requires that unanticipated serious adverse events (SAES) in research be reported to,
and rapidly reviewed by, the responsible IRB. Reporting to ORO is required for any
unanticipated deaths and other unanticipated SAEs that the IRB determines to be
caused by, or probably caused by, the research. ORO uses these reports to review local
SAE management and assist facilities in improving their research programs.
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D7. Research Misconduct and Debarment Procedural Reviews

All Federal agencies that conduct or support research have adopted the following
uniform definition of research misconduct: fabrication, falsification, or plagiarism in
proposing, performing, or reviewing research, or in reporting research results. VA
has established precise processes for responding to allegations of misconduct involving
VA research and for sanctioning with Governmentwide debarment VA investigators who
commit serious improprieties in the conduct of research. The potential consequences
and severity of research misconduct and Governmentwide debarment necessitate
detailed procedural mechanisms for adjudication.

D8. Summary: Remote Research Compliance Reviews

Table 2 of the Appendix provides case summaries of ORO’s remote compliance reviews.

Summary: Number of Remote Research Compliance Reviews:
e 179 = Cases Continuing from Previous Calendar Year

e 222 = New Cases — January 1 through March 31

e 263* = New Cases — April 1 through June 30

e 308* = New Cases — July 1 through September 30

e 356 = New Cases — October 1 through December 31

¢ 1149 = Total New Cases in Calendar Year

¢ 1328 = Total Cases (Continuing Plus New) in Calendar Year

* Includes corrected values

The Figure below illustrates ORO’s remote compliance review cases for CY2013.

Figure 4. Calendar Year Remote Research Compliance
Reviews (n=1328)
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E. Research Assurance, Compliance Education, and Quality Assurance

E1l. Research Assurance Program

ORO administers the VA human research assurance program. Assurances are formal
agreements required by regulation and signed by VA facility directors and network
directors assuring compliance with VA and other Federal requirements, including
provision of adequate training and resources, for the protection of human research
subjects. The Federalwide assurance (FWA) for any VA research facility requires the
approval of both ORO and the Office for Human Research Protections (OHRP) in the
Department of Health and Human Services (HHS).

ORO has the authority to restrict or suspend a VA facility’s FWA for failure to meet its
responsibilities for protecting human subjects.

All 108 VA research facilities and the VHA Central Office HRPP hold active, approved
FWAs.

Although FWAs are typically approved for 5 years, the facility must modify its FWA
whenever certain changes occur (e.g., a change in the designation of an IRB or a change
in responsible facility officials). ORO’s participation in the approval, renewal, or
modification of FWAs during this calendar year is reflected among the cases in Table 2E.
ORO also tracks membership and membership changes in all IRBs used by VA research
facilities to ensure regulatory compliance.

Each VA research facility that uses an IRB operated by another VA facility (19 facilities),
operated by the VHA Central Office HRPP (94 facilities), or operated by the facility’s
academic affiliate (40 facilities) must effect a memorandum of understanding (MOU)
indicating how the entities will work together to support the IRB and collaborate in the
protection of human research subjects. MOUs documenting these IRB arrangements
are reviewed by ORO whenever substantive modifications occur, at the time of FWA
renewal, and in conjunction with ORO’s onsite compliance reviews.

The MOU can also be used to document other related organizational arrangements used
in human research protection programs, such as using the Research and Development
Committee (R&DC) of one VA facility to oversee the research program of another VA
facility. ORO regularly reviews MOUs and provides guidance to facilities on developing
appropriate MOUSs, as reflected among the cases in Table 2E.
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E2. Research Compliance Education Program

Every VA facility conducting research is required to support at least one RCO to provide
facility-level oversight of its research program. The lead RCO at each facility must
report directly to the facility director, and each facility director has a responsibility to
ensure the functional independence of the facility’s RCO(s) relative to the Research
Service.

ORO conducts an RCO education program to strengthen oversight of research at the
facility level and monitors RCO activities to ensure compliance with VA requirements.

The primary function of RCOs is to conduct mandatory informed consent and regulatory
compliance audits of VA research. Every VA research study must receive a 100% audit
of informed consent documentation each year, as well as a full regulatory compliance
audit approximately every 3 years. ORO provides audit tools for this purpose on its Web
site and trains RCOs in their use.

RCOs also serve as local resources on research compliance requirements and
consultants to the R&DC, IRB(s), Institutional Animal Care and Use Committee
(IACUC), Subcommittee on Research Safety (SRS), and other facility research oversight
committees.

ORO has developed a variety of informational materials and audit tools and conducts
monthly video teleconferences for RCO education. Educational materials and audit
tools are available on the ORO Web site at http://www.va.gov/oro/and the ORO
Research Compliance and Technical Assistance SharePoint site, which is available to all
VHA employees at http://vaww.vha.vaco.portal.va.gov/sites/ORO/RCO/default.aspx.

ORO regularly develops updated policy, guidance materials, and oversight tools to assist
the wider VA research community in implementing optimal protections for human
research subjects, laboratory animals, and research investigators. These materials are
provided on the ORO Web site and SharePoint site referenced above. ORO also
maintains several large ListServs for rapid distribution of guidance materials and
important announcements.

ORO holds nationwide research compliance video teleconferences at 2-month intervals
and contributes extensively to educational activities sponsored by ORD and national
professional associations where possible.

ORO has been instrumental in convening and continues to participate vigorously in
collaborative workgroups with the VHA ORD, the VHA Privacy Office, the VA Office of
General Counsel, the VA Office of Information and Technology (OI1&T), and the
Association of American Medical Colleges (AAMC) to address common areas of concern,
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including data ownership and data security issues in research with VA’s university
affiliates.

ORO also participates actively in several interagency workgroups, including the HHS
Secretary’s Advisory Committee on Human Research Protections (SACRHP), the
Federal Research Integrity Workgroup, and the Trans-Federal Task Force on
Optimizing Biosafety and Biocontainment Oversight.

E3. Research Quality Assurance Program

ORO has developed a set of indicators for assessing the quality of VA research
protection programs. These quality indicators have been incorporated into RCO
informed consent and regulatory audits and the annual facility director certifications of
research oversight.

Quality indicators for human research include documentation of informed consent,
Health Insurance Portability and Accountability Act (HIPAA) authorization for use and
disclosure of protected health information, IRB approval, protocol documentation, and
investigator qualifications and training.

Quality indicators for animal research include Institutional Animal Care and Use
Committee (IACUC) approval and investigator qualifications and training. Quality
indicators for research safety include Subcommittee on Research Safety (SRS) approval.

ORO compiles the data for these indicators to identify areas for system-wide quality
improvement and provides these data to each VA research facility and Veterans
Integrated Service Network (VISN) for quality improvement purposes at the facility and
VISN level. ORO’s Annual Report of Activities includes a longitudinal summary of data
for these indicators going back to CY2009.
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This report summarizes the activities of the Veterans
Health Administration Office of Research Oversight
(ORO) from January 1 through December 31, 2013, and
describes all suspected lapses in protecting human
subjects and others in VA research as required under
title 38 United States Code (38 U.S.C.) §7307(d)(4).

The report was prepared for the Committees on
Veterans' Affairs of the Senate and the House of
Representatives of the United States pursuant to
38 U.S.C. 87307(f).

ORO reports directly to the Under Secretary for Health
In monitoring, reviewing, and investigating compliance
with VA and other Federal requirements for the
protection of human research subjects, laboratory
animal welfare, research safety, research laboratory
security, research information security and privacy,
research misconduct, Federalwide debarment for
research impropriety, and the activities of facility-level
research compliance officers.

%PQ@?% A

J. Thomas Puglisi, PhD
Director and Chief Officer
Office of Research Oversight
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TABLE 1. ON-SITE RESEARCH COMPLIANCE REVIEWS

TABLE 1A. FOR-CAUSE ON-SITE REVIEWS

ORO for-cause onsite reviews involve in-depth evaluations of suspected serious systemic non-compliance with VA or other
federal research requirements. ORO review teams typically spend 4 to 5 days at the facility examining records and interviewing
key personnel involved in the issues under review. Remediation involves development by the facility of an action plan
acceptable to ORO, and oversight of corrective actions by ORO until remediation is complete. NOTE: Cases under the
jurisdiction of additional offices (for example, OIG or FDA) or involving physical infrastructure improvements may remain open
for extended periods.

SUMMARY

2 = Cases Continuing from Previous Calendar Year

o
n

New Cases — January 1 through March 31

*3 = New Cases — April 1 through June 30

= New Cases —July 1 through September 30

= New Cases — October 1 through December 31

Total New Cases in Calendar Year

o A O R
I

= Total Cases (Continuing Plus New) in Calendar Year

* Includes 1 case omitted from Second Quarter Report.

TABLE 1A. FOR-CAUSE ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

- Date of . q q
Case||VISN|| Facility ||Focus Review Issue of Noncompliance Remedial Actions
Allegation of possible research Remedial actions: Implement monitoring plans; ensure
VA Boston misconduct and/or noncompliance compliance of pharmacy practice; determine any
01 || Health P 05/01/2012 !
! calthcare /01/ against the LSI. ORO for-cause onsite | |disciplinary action needed. CASE CLOSED.
System R .
review beginning May 1, 2012.
Facility reported employee death; Remedial Actions: Provide prophylactic vaccination as
San presumptive diagnosis is disseminated ||available; revise biosafety manual; develop lab-specific
21 21 Francisco S 05/14/2012 ||meningococcemia with suspect SOPs; staff education and training; revise protocols with
VAMC occupational exposure. safety enhancements as needed; orientation, training
and evaluation of worker competencies.
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TABLE 1A. FOR-CAUSE ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)
- Date of . q q
l[Case||VISN|| Facility [|Focus Review Issue of Noncompliance Remedial Actions
ORO for-cause on-site review of ACUP to[|Remedial Actions: None required. ORO has requested
. follow up on media reports of problem ||that the facility continue to provide updates if additional
3= lowa City A 04/03/2013 with canine research at academic public inquiries are received. CASE CLOSED.
affiliate.
ORO review of allegations against the Remedial Actions: Ensure approval of all manuscript
VA Office of Public Health (OPH) by a authors; research data retained per federal
VA Central former OPH employee requirements; OPH PIs empowered to fulfill all Pl
4 |[oo Office P 04/16/2013 responsibilities; OPH leadership training. VHA to
designate specific IRB for VHA Program Office research.
Separate VHA administrative action.
ORD Non-profit Program Office reported ||Actions: ACOS/R must ensure effective system is in place
that a PI was possibly conducting to orient VA researchers with dual appointment on VHA
. genotyping on children specimens requirements in the conduct of multisite research;
S || 01 || Providence P 06/27/2013 without CRADO waiver and staff consult OGC STAR team when complex multisite research
conducting the work unsupervised. activities are planned to be conducted at the VA; R&DC
education on VA research.
OIG Hotline referral reported possible Remedial Actions: Facility must remediate deficiencies
R&DC approval of non-VA research and |[regarding individuals who conducted research without an
the possible conduct of research by an ||appropriate appointment; multiple violations regarding
6 || 23 |/Minneapolis R 09/25/2013 ||individual lacking appropriate VA informed consent and HIPAA,; lack of adequate oversight
appointment and research scope of of human subjects research by the PI, IRB, and R&DC; and
practice. This is a total knee arthroplasty ||financial COI.
study.

ORO

000203
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TABLE 1B. PROACTIVE ROUTINE ON-SITE REVIEWS

ORO routine onsite inspections provide a proactive, systematic approach to assist research programs at VA facilities in fulfilling
their responsibilities to conduct research with adequate protections for human subjects, laboratory animal welfare, research
safety, research laboratory security, research information protections, and the responsible conduct of research. Onsite reviews
involve a two stage process of assessment and remediation. The assessment stage includes a review of compliance with current
federal laws, regulations, and VA policies governing research. Remediation involves development by the facility of an action
plan acceptable to ORO, and oversight of corrective actions by ORO until remediation is complete.

SUMMARY
® 49 = Cases Continuing from Previous Calendar Year
® 28 = New Cases —January 1 through March 31
® *29= New Cases — April 1 through June 30
® 20 = New Cases —July 1 through September 30
® 22 = New Cases — October 1 through December 31
® 99 = Total New Cases in Calendar Year
® 148 = Total Cases (Continuing Plus New) in Calendar Year
* Includes 2 cases omitted from Second Quarter Report.
- Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Case||VISN Facility Focus X
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: VMU HVAC monitoring, testing, temperature, pressure regulation, routine
1 22 VA Greater Los A 06/07/2010 maintenance; security of outside canine exercise area; VMU supervision; pest control; cage
Angeles HS standards; veterinary access to animals and records; canine husbandry; protocol adherence;
SOPs; offsite oversight.
Remedial Actions: IBC MOU; annual program review; multidisciplinary vulnerability
2 17 VA Central S 06/28/2010 assessments; safety, security, emergency preparedness plan; safety drills; research-specific
Texas HCS security plan; lab inspections; hazardous chemical inventories; research-specific safety training.
CASE CLOSED.
Remedial Actions: Establish procedures to review effectiveness of the ACUP annually; ensure
. appropriate oversight of animal research activities conducted off-site; establish SOPs for using
3| Boise VAMC A ||04/11/2011 Designated Member Review; ensure annual overheat test is conducted and reported to IACUC.
CASE CLOSED.
Remedial Actions: Ensure risk assessment results of proposals are adequately documented;
. adhere to MOU with collaborating VA for the establishment of shared rDNA subcommittee;
41l 20 Boise VAMC S 04/11/2011 ensure annual assessment security plans; R&DC annual review of SRS and RSSP; correct lab
inspection findings.
VA Boston Remedial Actions: Maintain safety program consistent with VA policies and NIH guidelines;
51 o1 Healthcare A ||05/09/2011]||ensure protocol review process is consistent with SOPs; document official actions correctly in
System minutes; ensure staff completes credentialing; address VMU deficiencies. CASE CLOSED.

000204
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HCS

- Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Propagate M. tuberculosis cultures under BSL-3 containment;
6 || 02 Syracuse T 06/28/2011||decontaminate Powered Air Purifying Respirator prior to removal from BSL-3 lab; install hands-
free operated washing sink in D-305; install ANSI compliant eyewash in labs. CASE CLOSED.
Remedial Actions: VASI not to be stored on non-VA OE; do not store VASI on unencrypted
71 o1 Providence | 08/01/2011||removable media; do not use unencrypted removable storage devices; revise HIPAA
template/authorization language; document HIPAA waivers properly. CASE CLOSED.
VA New York Remedial Actions: Modify BSL-3 ventilation system to provide sustained negative directional
811 93 || harborHes || T [|09795/2011) i fiow; install ANSI-compliant eyewash. CASE CLOSED
Remedial Actions: IBC review of non-exempt rDNA research; conduct and report safety,
91 o7 Atlanta S 12/13/2011||security, and emergency drills; full committee review of research involving new hazards; proper
storage and labeling of chemicals; proper signage on lab entrances. CASE CLOSED.
Remedial Actions: Conduct annual overheat test; properly review and approve offsite research;
10 || o8 Miami A ||01/10/2012||develop SOP for reporting research noncompliance; properly review protocols for alternatives;
review VMU SOPs annually. CASE CLOSED.
Remedial Actions: Conduct annual security plan drill; review all rDNA research; conduct annual
11 ]| o8 Miami S 01/10/2012||vulnerability assessment; develop safety and security plan policies; make eyewash stations
compliant; establish MOU with affiliate; evaluate status of WOC researchers. CASE CLOSED.
Remedial Actions: Firewall management for the system interconnection; Improve process for
12 || o7 Atlanta | 02/13/2012||justification of waivers of HIPAA Authorization; Improve compliance with research records
retention requirements CASE CLOSED.
Remedial Actions: ACOS/R must consistently issue letters to PI's to initiate research; secure
13 || o7 Birmingham A ||02/14/2012||laboratory areas; establish MOU for affiliate IBC oversight; revise protocol recordkeeping
practices to comply with VHA policy. CASE CLOSED.
VA Boston Remedial Actions: Revised Organizational Chart, revised committee rosters, issued
14 || o1 Healthcare R 02/21/2012(|appointment letters and updated R&DC SOPs. CASE CLOSED.
System
New Mexico Remedial Actions: R&DC and ACOS/R to conduct annual QA reviews and review of
15 || 18 VA HCS R 02/27/2012||subcommittees and research program; R&DC not to use expedited review procedure; update
R&DC roster; revise SOPs. All required actions completed. CASE CLOSED.
Significant Required Remedial Actions: Distinguish VA from non-VA research (using VA
16 | 18 New Mexico H 02/27/2012 definition of research); monitor approval periods and ensure cessation of research upon
VA HCS expiration; discontinue use of expedited review for greater than minimal risk/substantive
changes. All required actions completed, new MOU approved. CASE CLOSED.
Remedial Actions: Distinction of VA from non-VA human subject research; determinations of
17 Il 19 VA Salt Lake H 03/26/2012 minimal risk; use of expedited review procedures; documentation for HIPAA decisions;
City HCS consistency of SOPs with VHA policy; receipt, storage and dispensing of investigational drugs.
CASE CLOSED.
VA North Remedial Actions: Formalize a written policy for DMR subsequent to FCR protocol review;
18 || 08 || Fiorida/ south A 03/27/2012 update PHS Assurance; document ovt'ersight of animal research at affiliate in?t'itution;.providc?
Georgia HCS emergency shower and eyewash stations in cage wash area; remediate specific VMU inspection
g findings. CASE CLOSED.
VA North Remedial Actions: Review and document access records; Document review of multi-disciplinary
19 || 08 || Florida/ South S 03/27/2012 vulnerability éssessment; Ensure.annual dnl'ls are conduct.ed; !nstall emergency shower &. .
Georgia HCS eyewash stations; Document review of semi-annual chemical inventories; remediate specific
g laboratory findings. CASE CLOSED.
Remedial Actions: VASI on unencrypted CDs; VASI on non-VA audio recorder; affiliate IT
20 |l 03 VA New Jersey | 05/14/2012 equipment on appropriate EIL; incomplete documentation of waivers of HIPAA Authorization;

SOPs; inaccurate de-identification of data; incomplete documentation of ISO and PO reviews;

training lapses. CASE CLOSED.
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Case

VISN

Facility

Focus

Date of
Review

TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

21

21

VA Northern
California HCS

06/04/2012

Required Actions: Use VA ICDs with all required elements, medical record flagging, justification
for inclusion of non-Veterans, and PO/ISO review; reevaluate study risk; ensure research stops
when studies expire, require training and VA appointments; maintain an IND study list; CASE
CLOSED.

22

21

VA Northern
California HCS

06/04/2012

Remedial Actions: Approve all research engaged by the facility; QA review of CRADAs; RDC
must re-review MOUSs; ensure all staff have appropriate VA appointments, scopes of practice,
credentialing and training; maintain program records; and conduct and report the outcome of
required audits. CASE CLOSE

23

16

Fayetteville

06/19/2012

Remedial Actions: Conduct annual evaluation of the IRB; Revise R&DC SOP to describe all
recurring processes. CASE CLOSED.

24

23

VA Nebraska/
West lowa HCS

06/19/2012

Remedial Actions: Establish research-specific plans; review research safety plans annually;
conduct annual drills to test effectiveness research-specific plans; document semiannual
chemical inventory review; ensure affiliate oversight; establish SOP for reporting; establish BSL-
3 lab safety plan. CASE CLOSED.

25

02

Bath

07/23/2012

Remedial Actions: Update Organization Chart; conduct required annual subcommittee reviews ;
conduct quality assurance reviews of publications; revise MOU or maintain administrative files
for all human subject research protocols; records R&DC meeting vote counts accurately. CASE
CLOSED.

26

02

Canandaigua

07/23/2012

Remedial Actions: Revise HIPAA Authorization template; Re-visit study performed at a detox
facility using non VA ICD and HIPAA authorization; educate investigators on need of CRADO
waiver to do children research; document PO and ISO reviews of active protocols CASE CLOSED

27

02

Canandaigua

07/23/2012

Remedial Actions: Update Organizational Chart; Update and revise MOU between Syracuse
VAMC and Canandaigua VAMC; R&DC must conduct annual review of all its subcommittees;
ACOS/R&D must conduct an annual quality assurance review of publications; Meeting minutes
must accurately reflect vote summaries. CASE CLOSED.

28

15

VA Kansas City
Medical Center

07/23/2012

Remedial Actions: Limit folder access; inventory IT; revise HIPAA and make consistent w/ICD;
HIPAA waiver for subject recruitment; correct de-identification code; ISO review in SOP; PO
review exempt studies; PO report to IRB; PO backlog; incident reporting SOP; record retention
SOP. CASE CLOSED

29

07

Augusta

07/24/2012

Remedial Actions: Research must notify Pl when approval expires; ICD must contain all required
elements; POC must sign and date ICD; PIs maintain master list; IRB minutes document
determinations; No data collection after Authorization revoked; Research can't manage RCO.
CASE CLOSED

30

07

Augusta

07/24/2012

Remedial Actions: Chair not WOC; ACOS not subcommittee chair ; No expedited review; ACOS
to provide written notification to Pls; R&DC complete annual reviews of subcommittees; No
electronic voting; Subcommittees complete required activities; satisfy requirements annual
quality reviews. CASE CLOSED

31

06

Hampton

08/13/2012

Remedial Actions: Ensure HIPAA authorizations or documented waivers for all research use of
PHI. CASE CLOSED

32

23

Sioux Falls

08/21/2012

Remedial Actions: Ensure IACUC documentation and assessment of annual overheat test;
remove extension cord; removed locking mechanism on emergency exit; replace threshold on
exterior emergency exit door. CASE CLOSED.

33

23

Sioux Falls

08/21/2012

Remedial Actions: Conduct annual drills to assess research-specific security plan; SRS review of
drill results; SRS review of multi-disciplinary vulnerability assessments; SRS documentation of
subcommittee and programmatic activities. CASE CLOSED.

000206

Boise VAMC

09/10/2012

Remedial Actions: Revise and update HRPP SOPs; ensure required representation to IRB of
record; require use of photographs or video/voice recordings consent form; PO conduct
required reviews.
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Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS

Case||VISN Facility Focus X
Review (FULL REPORT AVAILABLE UPON REQUEST)

Remedial Actions: Conduct annual review of subcommittees, programs, of IRB exempt
research; establish and implement SOPs for all recurring and required processes; review and
approve subcommittee minutes; remove ineligible voting members from the R&DC; and ensure
individuals have VA appointments.

35| 20 Boise VAMC R ]|09/10/2012

Remedial Actions: Unsecured shred bins with exposed VASI; unsecured PHI in an interview
room; ElLs; unencrypted VASI on CDs; HIPAA Authorization template missing required element;

36 || 02 Syracuse ! 09/24/2012 incomplete waiver of HIPAA Authorization; ISO review; SOPs; undocumented research data
repository. CASE CLOSED.
Remedial Actions: Review and revise HRPP SOP to be consistent with VA policies; revisit IRB
37 || 03 VA New York H 10/01/2012 approval expired protocols to ensure research activities not conducted during lapse period;

Harbor HCS make draft minutes available for review within 3 weeks of the meeting; committee members

complete required training; PO documentation of review. CASE CLOSED.

Remedial Actions: Document R&DC activities in minutes; ensure approvals are granted only
38 || 03 VA New York R 10/01/2012 after all committees have approved project; ensure committee Chairs are appointed for
Harbor HCS appropriate term; conduct continuing reviews on all exempt protocols; ACOS/R&D letter to Pl
state research can be initiated; document annual reviews. CASE CLOSED.

Remedial Actions: Appoint VA representatives to all IRBs of record; IRB roster to identify
members and alternates; HIPAA waivers to be requested and approved prior to CPRS data
mining; grant Cat #4 exemptions properly; ensure compliant forms, templates, and records
destruction language. CASE CLOSED

39 || 11 || Indianapolis H |[10/02/2012

Remedial Actions: RDC must conduct continuing reviews of IRB exempt protocols; RDC must
separate VA from non-VA research; RCO may not be a member of the SRS and IACUC; there

40 || 11 Indianapolis R 10/02/2012 must be an accurate protocol list; must update ORO of all IRB changes within 30 days. CASE

CLOSED.
22 VA Loma Linda o 2012 Remedial Actions: Waiver of HIPAA authorizations for recruitment from VA records; document
41 HS ! 10/15/201 all HIPAA authorization waivers; encrypt all laptops. CASE CLOSED.
Remedial Actions: Ensure properly constituted IACUC; conduct triennial reviews at appropriate
12| 12 Madison A ||10/23/2012 intervals; establish an MOU with affiliate; establish local SOP on reporting; IACUC review and

documentation of annual overheat test; report Departures in semiannual reports. CASE
CLOSED.

Remedial Actions: Establish MOU with affiliate; conduct and document semi-annual chemical
43 12 Madison S 10/23/2012||inventory; review access records weekly; review status of personnel with access to labs semi-
annually; document SRS procedures consistently; establish SOP for reporting.

Remedial Actions: IRB review criteria for expediting CR studies; ensure risk determination
44 || 07 Atlanta H 11/05/2012||documented; IRB SOP update and revisions; apply for CRADO Waiver; revise ICD template
language. All required actions completed. CASE CLOSED.

Remedial Actions: Revise system and review exempt protocols; Revise SOPs; Complete annual
45 || o7 Atlanta R 11/05/2012||reviews of subcommittees and quality reviews; Re-assess RCO functions. All actions completed.
CASE CLOSED.

Remedial Actions: Terms for VA information on external systems; list affiliate IT equipment;
VA Central correct HIPAA template, authorizations, SOPs (HIPAA waivers), 1058.01 reporting; study

17 | 11/05/2012
46 Texas HCS 105/ approval, waiver requests, privacy policy, records retention, repositories; direct ISO/PO reports;
retain original records. CASE CLOSED.
Remedial Actions: Unencrypted VA laptop w/o waiver; Personal laptops onsite for research w/o
47 || 07 Augusta | 12/03/2012 permission; ElLs; HIPAA Authorization template missing required elements; incomplete or non-

existent waiver of HIPAA Authorizations; PO review; SOPs; undocumented research data
repository. CASE CLOSED.

VA South Texas Remedial Actions: Establish procedures for reporting noncompliance; ensure that deviations
48 || 17 HES A 12/04/2012(|are scientifically justified; update whistleblower policy; ensure that all IACUC members
participate in the Occupational Health Program. CASE CLOSED.

& ro
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- Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: review of weekly access records; establish procedures for reporting;
49 || 17 VA South Texas S 12/04/2012 semiannual inventory of hazardous chemicals; document the multidisciplinary vulnerability
HCS assessment; SRS membership; review the research security plan; establish an MOU for the use
of the IBC
Remedial Actions: Update HIPAA template; make determination of research activity on lapsed
50 || 02 Albany H 01/14/2013||protocol; update IRB SOPs; complete CITI training; and update IRB appointment letters. CASE
CLOSED.
Remedial actions: develop process to ensure all committee approvals completed prior to R&DC
approval; ACOS must notify Pls of continuing review approvals; complete R&DC assessments;
ol |02 Albany R 01/14/2013 approve subcommittee SOPs; accurately record R&DC minutes; update appointment letters.
CASE CLOSED.
Remedial Actions: Revise SOP; revise consent template. CASE CLOSED.
52 || 16 ||Gulf Coast HCS H ||01/14/2013
Remedial Actions: Add MCD, I1SO and PO to the appropriate committees of record in New
53 || 16 ||Gulf Coast HCS R [[01/14/2013 Orleans VAMC. CASE CLOSED.
VA Salt Lake Remedial Actions: Obtain approvals for VASI on external information systems or remove it;
54 19 City HCS | 01/14/2013||obtain required HIPAA Authorizations or waivers of HIPAA Authorization for use and disclosure
v of PHI. CASE CLOSED.
Remedial Actions: HRPP must separate VA vs. non-VA research; obtain CRADO child waiver;
55 || 21 San Francisco H 01/14/2013 revise SOPs. IRB must review non-Veteran enrollment justification; prohibit cold-calling; revise
VAMC ICD template; require VA 10-3203; document expedited actions. PO/ISO must provide IRB
summary reports. CASE CLOSED.
Remedial actions: Ensure all research is reviewed before granting approval; improve program
San Francisco and subcommittee reviews; establish SOPs for all recurring processes; remove ineligible R&DC
56 21 R 01/14/2013 ' . . .
VAMC members; approve final subcommittee minutes; ensure training and research scopes of
practice are implemented. CASE CLOSED.
Remedial Actions: Report and document annual overheat test; update whistleblower policy;
iladelphia ensure properly constitute ; ensure participation in the Occupational Health Program;
57 04 Philadelphi A 01/15/2013 | i d IACUC icipation in the O i | Health P
establish procedures for reporting noncompliance. CASE CLOSED.
Remedial Actions: Establish research-specific plans; annual review of emergency response
58 || 04 Philadelphia S 01/15/2013 plans; review results of n?ultidisciplinary vulnerability as.sessments; weekly revievy of access
records; semi-annual review of personnel access; establish procedures for reporting. CASE
CLOSED.
VA Loma Linda Remedial actions: IRB to re-review all IND studies that were inappropriately reviewed at CR; IRB
59 22 Hs H 01/15/2013||must ensure the IRB meeting minutes document all members (voting and non-voting) who have
attended by teleconference or videoconference; Remedial actions complete, CASE CLOSED.
VA Loma Linda Remedial Actions: Facility must ensure all voting members of the RDC are compensated full-
60 || 22 Hs R 01/15/2013||time or permanent part-time Federal employees; the RDC must cease the practice of expedited
reviews; the RDC must conduct an annual review of the VA CIRB. CASE CLOSED.
VA Pacific Remedial actions: Supplemental-remedial IRB review to distinguish VA from non-VA elements
61 || 21 Islands HCS H 02/05/2013 of collaborative human subject research. CASE CLOSED.
Remedial actions: Establish R&DC processes to distinguish VA from non-VA research, re-review
62 |l 21 VA Pacific R 02/05/2013 collaborative research protocols, and ensure negotiated agreements are reviewed by OGC;
Islands HCS establish SRS or seek policy waiver; and review CIRB minutes. MOU developed in collaboration
with the OGC STAR group.
Document VA data on external IT systems; approval for VASI outside VA and on mobile devices;
. encrypt laptops; list affiliate IT equipment; revise HIPAA template, SOP; get valid HIPAA or
63 || o8 Miami : 02/11/2013 waiver for study; sign form 10-3203; information security plan; amend ISO and PO review;
records retention. CASE CLOSED.
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EXCELLENCE
o‘ﬁo E?HE in the 21st Century

000208




Case

VISN

Facility

Focus

Date of
Review

TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
(FULL REPORT AVAILABLE UPON REQUEST)

64

01

White River
Junction

02/19/2013

Remedial Actions: Staff education, a coordinated review must be conducted with CPHS to
reconcile all relevant SOPs, facility must ensure research is halted when IRB approval expires,
update SOPs regarding determination of non-human research, modify meeting minutes. CASE
CLOSED.

65

01

White River
Junction

02/19/2013

Remedial Actions: Staff education, R&DC procedures must be reviewed and strengthened,
tracking meeting attendance to ensure that quorum is maintained, minutes format, annual
review of subcommittees and research programs must include all required elements, ACOS
must conduct quality reviews. CASE CLOSED.

66

22

VA Southern
Nevada HS

02/20/2013

Remedial Actions: None Required. CASE CLOSED

67

07

Charleston

02/26/2013

Remedial Actions: SOPs; meeting quorum; COI recusal; use of expedited review; ISO and PO
review; and templates of consent and HIPAA authorization. CASE CLOSED.

68

07

Charleston

02/26/2013

Remedial Actions: Revising SOP; conducting business only at convened meetings; maintaining
accurate active protocol list; conducting continuing review of IRB exempt protocols; and
reviewing manuscripts prior to being submitted for publication. CASE CLOSED.

69

12

Chicago HCS

03/18/2013

Remedial actions: Facility must obtain LOU with Affiliate for compounding investigational
drugs/placebos for VA research studies; Facility must ensure VA Form 10-9012 is present in
health record of all subjects involved in investigational drug studies, as appropriate. CASE
CLOSED.

70

12

Chicago HCS

03/18/2013

Remedial actions: RDC must review CIRB minutes and do an annual review; ACOS must send
notifications for all research; RDC must notify ACOS of approved research in writing; system to
review publications and presentations; record keeping; ACOS approval of scopes of practice.
CASE CLOSED.

71

21

VA Palo Alto
HCS

03/18/2013

Remedial Actions: MOU/ISA; System Security Plan; IT system backups; undocumented research
IT systems; ElLs; unencrypted VASI on CDs; ICF and HIPAA Authorization template; incomplete
waiver of HIPAA Authorization; ISO and PO review roles and process; SOPs; undocumented
research data repositories.

72

17

VA North Texas
HCS

03/26/2013

Remedial Actions: PO/ISO to provide summary reports; adhere to VHA SAE policy; update local
reporting policies; separate VA from affiliate research; update local research pharmacy
procedures; update and educate Pls on revised administrative procedures; IRB consider review
practices.

73

17

VA North Texas
HCS

03/26/2013

Remedial Actions: Assess resource needs and advise MCD; ACOS notification to Pl when
research can begin; ACOS quality assurance reviews of publications, CRADAS, scopes of
practice; R&DC program reviews; reviews of IRB-exempt research; compliance meeting minutes
and rosters; research training.

74

07

Columbia

03/26/2013

Remedial Actions: Include all risk personnel in the Occupational Health and Safety Program;
establish SOP for reporting noncompliance.

75

07

Columbia

03/26/2013

Remedial Actions: IBC review of rDNA; annual review of Safety Plan and Chemical Hygiene Plan;
review of Emergency Preparedness Plan and Security Plan; annual drills; SRS review of the
multidisciplinary vulnerability assessment; review of access records; MOU for offsite research;
SOP for reporting.

76

16

Muskogee

03/26/2013

Remedial Actions: Ensure: SOP of IRB of record is available & HRPP, SOPs & MCMs, are current
& consistent with VHA policies; appoint 2 VA employees as reps to the IRBs at OUHSC OR
obtain waiver from CRADO; IRB must document waivers of ICD & HIPAA authorization in
minutes or in IRB protocol file.

000209

Muskogee

03/26/2013

Remedial Actions: R&DC ensures: annual evaluations of research programs & subcommittees
are conducted; business conducted only at convened meetings, & approval letter not issued
prior to review & approval by the convened R&DC; projects which are not VA research are not
voted on to approval.
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case|visNl|  Facility || Focus Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Review (FULL REPORT AVAILABLE UPON REQUEST)
o Remedial Actions: IRB document waivers of authorization; reapply for waiver of HIPAA
8 15 Wichita I 04/08/2013 authorization. CASE CLOSED.
Remedial actions: Revise IRB SOP on suspension termination; review training on HIPAA waiver;
79 || o5 VA Maryland H 04/15/2013 VA member present for VA research review; revise SOP and on train on non-Veteran research
HCS subjects; revise SOP and train on SAE, UPR, reconciling protocol, ICD, and HIPAA authorization;
revise COIl policy
Remedial Actions: Restriction on use of expedited review; complete all subcommittee and
80 || os VA Maryland R 04/15/2013 program reviews; R&DC & IRB members complete HRP training, R&DC roster must link
HCS members and alternates; subcommittee membership must be properly constituted; SRS
minutes must use prescribed format; MCD should assess RCO duties; revise SOPs.
h Remedial actions: Facility must conduct drills to test security plan; facility must revise reporting
81| 06 ||  Durham S |[04/16/2013|(  licy to fully comply with Handbook 1058.01. CASE CLOSED.
82 |l os burh A |loajie/2013 Remedial Actions: None Required. CASE CLOSED.
urham
Southern Remedial actions: Revisions of SOPs (and associated processes) have addressed and resolved
83 || 18 Arizona VA HCS H 04/22/2013||most of the Required Actions; development and execution of an MOU appears to address
remaining actions, pending ORD/OGC review. CASE CLOSED.
Southern Remedial actions: Seek CRADO approval for international research. CASE CLOSED.
84 18 Arizona VA HCS R 04/22/2013
Remedial Actions: SOP; record retention in ICD; subjects dating ICDs; protocol exemption;
85 || 07 Birmingham H 04/23/2013||substantive change approval; expedited review eligibility category in minutes; documentation
of vote; and noncompliance determination. CASE CLOSED.
irmingh Remedial Actions: SOP; R&DC Chair election; annual reviews; review of manuscripts prior to
86 || 07 Birmingham R 04/23/2013 publication; review of exempt protocols; and voting via emails. CASE CLOSED.
Martinsbur Remedial actions: Facility CIO approval of personally owned IT equipment, Background checks
87 05 VA Medicalg | 05/06/2013 for study monitor direct access to VA network, revise release of data procedures for extramural
Center research, SOPs, retention of electronic research data upon staff departure, waivers of HIPAA
Authorization
88 || 09 Lexingt A llos/07/2013 Remedial Actions: Remediate miscellaneous animal facility deficiencies. CASE CLOSED.
exington
. Remedial Actions: Establish a research-specific security plan; remediate miscellaneous
89 || 09 Lexington S 05/07/2013 laboratory deficiencies. CASE CLOSED.
Remedial actions: Ensure only an officially designated and properly convened IRB reviews and
approves human subject research; Ensure human subject protocols, ICDs, and HIPAA
90 || o1 Togus H 05/13/2013 authorizations are consistent with one another; Ensure IRB approval before subjects contact
occurs; and establish SOPs.
Remedial actions: Harmonize program documents to reflect authorized committees of record;
91 || o1 Togus R 05/13/2013 develop and maintain updated R&DC membership listing; implement SOPs for all recurring
J processes to include protocol reviews; discontinue expedited review processes; and approve
final subcommittee minutes.
Remedial Actions: Appoint representatives to each IRB of record; ensure IRB composition
meets regulatory and policy requirements; develop SOPs for all required processes and
92| o1 Manchester H 05/15/2013 agreements; comply with prohibited recruitment practices; and re-assess HIPAA authorization
waivers.
Remedial Actions: Make resource recommendations based on evaluation of the research
program; conduct QA reviews; remove ineligible R&DC members; ensure representation to
01 Manchest R 05/15/2013
93 anchester /15/ affiliate IRBs; develop and implement SOPs; discontinue expedited review processes; and
improve and approve meeting minutes.
LIl e __— 1|
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- Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Educate on HIPAA Waivers and Authorizations, including non-Vets in VA
research, and VA vs. non-VA research; re-review & approve minutes not approved by convened
941 05 DCVAMC H 05/20/2013 IRB; revise SOP for recurring processes; revise HIPAA and ICD templates; review specimens
collected from dead Vets. NOTE: OMITTED IN ERROR FROM SECOND QUARTER REPORT.
Remedial Actions: Revise R&DC subcommittees' rosters; R&DC conduct annual evaluations of
its subcommittees; reconcile appointment terms of primary and alternate members on R&DC;
95 || o5 DC VAMC R 05/20/2013||members complete mandatory training; R&DC suspend activity on protocols lacking
subcommittee approvals; revise org chart. NOTE: OMITTED IN ERROR FROM SECOND
QUARTER REPORT.
McGuire Remedial Actions: SOP; IND delivery to pharmacy; research-related injury language in ICD; and
Veterans protocol exemption. CASE CLOSED.
% | o6 Affairs Medical H 05/21/2013
Center
McGuire Remedial Actions: Policy for review of manuscripts prior to publication. CASE CLOSED.
Veterans
97| oe Affairs Medical R 05/21/2013
Center
Required Actions: Put air-gapped network terms in SSP; correct unapproved use of personal
VA Puget laptop; DAS OIS approval of unencrypted laptops; properly dispose VASI; account for non-VA IT;
98 || 20 | 06/10/2013
Sound HCS fix HIPAA authorizations; correct "prep to research”, PO, reporting, and record retention
policies and practices.
) Provisional (draft) findings: delayed preparation and review of IRB minutes; insufficient
VA San Diego
99 || 22 Hs H 06/10/2013||information to justify waivers; IRB appointment/roster irregularities; deficiencies in IRB
minutes; use of fetal tissue in VA research; inadequate RCO reporting to the IRB. CASE CLOSED.
Remedial Actions: R&DC must improve its own meeting minutes and approve final minutes
100 Il 22 VA San Diego R 06/10/2013 from each of its subcommittees; ACOS/R&D must conduct QA review of all agreements in
HS support of the research program; and the RCO must initiate all required reports of apparent
serious or continuing noncompliance. CASE CLOSED.
Remedial Actions: ISO/PO reports to IRB prior to approval; data repositories must be compliant
. with 1200.12; ICD template-research injury statements and access for Federal agencies; current
101 || 12 Madison H 06/11/2013 research pharmacy files; compliant HIPAA template language; signed ICDs into CPRS; current
investigator files
Remedial Actions: Re-review protocol #2011-0843; VA research is approved by the RDC;
. consistent collaborative systems in place; RDC meeting minutes accurately record actions; RDC
102 12 Madison R 06/11/2013 Chairperson is elected; approve VA CIRB minutes; perform annual CIRB review; update MCD/PI
publications review.
. Remedial Action: Review whistleblower policy. CASE CLOSED.
103 || 15 St Louis A ||06/18/2013
. Remedial Actions: Review the Chemical Hygiene Plan annually; conduct annual drills; register
104 || 15 St Louis S 06/18/2013 L -
IBC; review local policies.
Martinsburg Remedial Actions: ISO and PO to provide summary reports to the IRB and ISO and PO must
105 || o5 VA Medical H 06/19/2013(|attend IRB meetings and complete human subjects protection training, revise SOPs accordingly.
Center
Martinsburg Remedial Actions: Update R&DC approval process; update MOU; update organizational chart
106 || o5 VA Medical R 06/19/2013||and FRC reporting lines; follow presentation approval processes; and evaluate auditing
Center program, revise SOPs accordingly.
Remedial actions pending: approval letters/minutes to include expedited category;
107 || 09 Mountain i |lo7/08/2013 participation of non-Veterans to be documented; MCD to be notified directly of
Home noncompliance; amendment justifications to be required; CR application to include all
requirements; remedial actions complete, CASE CLOSED.
LIl - |
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- Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Case||VISN||  Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Mountain Remedial actions: Facility to ensure updated IRB rosters are provided to ORO; ACOS/R to
108 || 09 Home R 07/08/2013||ensure animal studies receive approval notifications; facility to update training requirement
SOPs for consistency; R&DC to ensure annual subcommittee review is complete. CASE CLOSED.
W.G. (Bill) Remedial Actions: R&DC conduct business with quorum; ensure SRS functioning in compliance
109 || o6 Hefner VA R [|07/09/2013||with VHA policies. CASE CLOSED
Medical Center
12 . Remedial Actions: Revise Whistleblower policy; establish a policy for reporting noncompliance
110 || \e Hines A ||07/15/2013 1}, ) o xternal agencies. CASE CLOSED.
11 12 . Remedial Actions: Weekly review of access records; review of research specific plans; review of
NE Hines s 07/15/2013 drills; review of annual multi-disciplinary vulnerability assessment.
VA Remedial Actions: Retain all required records (initial versions of tabled submissions returned to
112 || 23 ||Nebraska/West|| H 07/16/2013||Pls); document eligibility categories for expedited IRB actions (i.e., in minutes and letters to
lowa HCS Pls). CASE CLOSED.
VA Remedial Actions: R&DC must approve all subcommittee final minutes; must not use expedited
113 || 23 |INebraska/west R 07/16/2013 review process; must. c.opduct all required annual reviews; ACOS ml'Jst document QA reviews of
lowa HCS other agreements; clinicians must have an approved Scope of Practice; all staff must complete
all required training.
Remedial Actions: Educate IRB staff re: COI, re-review study; ensure documentation of
114 || 03 Northport H ||07/22/2013([controverted issues and resolution; IRB reviewer education of submitted study documents for
consistency. CASE CLOSED.
Remedial Actions: Review of all existing agreements; revise subcommittee composition, revise
115 || 03 Northport R 07/22/2013||rosters; human subjects protection training by R&DC members; signatures on written
notifications.
Remedial Actions: Revise Whistleblower Policy. CASE CLOSED.
116 || 03 Bronx A ||08/06/2013
Remedial Actions: Conduct an annual multidisciplinary vulnerability assessment; ensure drills to
117°]) 03 Bronx S 08/06/2013 test safety and security plans; establish a research-specific security plan.
VA Sierra Remedial actions: Revise SOPs; ensure ICDs include all required information and statements;
118 || 21 H 08/12/2013||document and communicate IRB decisions; provide list of approved studies investigational
Nevada HCS
drugs to pharmacy; and update FWA.
Remedial Actions: Request RAP to address deficiencies involving the review of
119 271 VA Sierra R 08/12/2013 programs/committees, MOUs, CRADAs; ACOS must conduct QA reviews; improve time to
Nevada HCS complete subcommittee minutes; maintain committee membership lists; review internal
policies; review committee business practices.
Remedial Actions: Conduct IRB meetings with at least one non-scientific member present;
. review all lapsed protocols to determine if work continued during lapse and assess non-
09 M h H [(08/19/2013
120 emphis /19/ compliance; 1ISO/PO timely review of all protocols; update IRB roster; revise RCO audit
structure; revise forms.
Remedial actions: R&DC must review VA CIRB meeting minutes; R&DC must do an annual
121 || 09 Memphis R ||08/19/2013||review of the VA CIRB; R&DC must not allow contingent approvals; the R&DC must give the
ACOS/R a written list of protocols approved; the ISO/PO must provide timely reviews.
VA Boston Remedial Actions: System Security Plan update; overly permissive logical electronic access to
122 || o1 Healthcare | 08/19/2013 PHI; CD/DVQ encryption; IT system b.ackups; E'ILs; HIPAA Authorizati.on r"nissing required
Svstem statements; incomplete documentation of waivers of HIPAA Authorization; SOPs;
Y undocumented research data repositories.
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case|visNl|  Facility || Focus Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial Actions: Ensure use of e-mail encryption; remove VASI from affiliate systems; revise
HIPAA authorizations and Waiver of HIPAA authorization; revise SOPs; require the use of
123 23 Fargo ! 09/09/2013 standalone HIPAA authorization; ensure ISO/PO reviews are submitted to IRB; ensure
mandatory trainings are complete.
Remedial actions: Document VASI on OE in VA agreement; remove VASI from shared drive;
. sanitize palm pilots; encrypt laptop; secure passwords; logs for IT closets; list OE in inventory;
124 ) 3 Sioux Falls ! 09/05/2013 revise HIPAA template and study authorizations; revise SOPs; revise HIPAA waivers; ensure
ISO/PO reviews
Remedial Actions: SOP; HIPAA authorization for exempt protocols; ICD on treatment for injury;
documentation for consent waiver; IND log, separate storage, and label for specific studies;
125 || 16 Jackson H 09/24/2013 HIPAA waiver while requesting written ICD; and miss info in ICD on specimens for future
research.
K Remedial Actions: SOP and policies; organizational chart; chair election; annual review of VA
126 16 Jackson R 09/24/2013 CIRB; and review of publications.
Remedial Actions: Systemic absences of documentation for waivers of HIPAA Authorization
approvals; ISO and PO review process; IRB SOPs on waivers of HIPAA Authorization; RCS;
127 || 10 Dayton : 10/07/2013 unapproved use of personal IT equipment for VA use; electronic folder permissions with PHI
open to all staff.
128 || 15 VA Kansas City A 10/15/2013 Remedial Actions: Establish MOU with affiliate for shared oversight of animal research; ensure
Medical Center presentation of semi-annual IACUC self-assessments to MCD includes all required participants.
VA Kansas City Remedial Actions: Ensure conduct of annual drills; ensure weekly review and documentation of
129 || 15 Medical Center S 10/15/2013 access records.
Remedial Actions: Revise HIPAA and Informed Consent Document templates; document
130 || 02 Syracuse H 10/21/2013||processes are in place for reviewing and reporting of non-compliances; provide justification for
inclusion of non-Veterans in VA research; conduct evaluations of facility's outreach program.
Remedial Actions: Update CIRB MOU; conduct adequate annual quality assurance reviews;
ensure use of VA e-mail for conducting VA business; ensure approvals from all subcommittees
131 || 02 Syracuse R 10/21/2013 are in place prior to R&DC approval; protocols/amendment approved by electronic voting must
be reviewed
Remedial Actions: Final- Develop procedure for publication review; submit all RCO audit reports
132 10 Cleveland R 10/22/2013||to the RDC; update all appointment letters; refine ACOS annual QA reviews; ensure RDC
conducts annual review of exempt protocol.
Remedial Actions: SOPs; event reporting; PO and ISO review summaries to IRB; alternate
133 || 16 || Oklahoma City H 10/22/2013||member assignments, presence of VA representative at convened meetings; timely meeting
minutes; expedited review procedures; VA appointment letters.
6 |lokian . 0/22/2013 Remedial Actions: Update SOPs; update organizational chart; review publications; R&DC review
134 |11 ahoma City R 10/22/201 of exempt protocols; recusal recording.
VA Central Remedial Actions: revise policies to ensure IRB approval letters include required
135 || 21 California HCS H 10/28/2013|[documentation of the eligibility categories for expedited actions. Corrective action completed.
Case Closed.
Remedial Actions: Request RAP to address deficiencies involving the review of SRS business
136 || 21 VA Central R 10/28/2013 practices; review laboratory practices; harmonize "in lieu of" subcommittee documentation;
California HCS maintain committee membership lists; and maintain written procedures for all recurring
processes.
VA Pittsburgh Due to travel restrictions, this site visit was postponed. CASE CLOSED
137 || o4 HeS I [|11/04/2013
lumbi 9/2013 Remedial actions: revise HIPAA authorization template; inform ORO within 30 days of IRB
138 || 15 Columbia H 11/19/201 membership changes.
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- Date of TABLE 1B. PROACTIVE ROUTINE ONSITE REVIEWS
Case||VISN Facility Focus .
Review (FULL REPORT AVAILABLE UPON REQUEST)
Remedial actions: The R&DC must approve complete, unreacted sets of final HSIRB meeting
139 15 Columbia R 11/19/2013|[minutes; the R&DC must establish a process to receive written notification of projects
approvals from the subcommittees signed by a voting member.
VA Central Remedial Actions: Implement procedures to ensure minutes are completed and approved in a
140 || 17 Texas HCS H 11/19/2013|[timely manner; correct procedural deficiencies in research pharmacies; establish processes to
correct administrative procedural deficiencies (exemptions, waivers, and modifications).
Remedial Actions: RDC must ensure it only approves VA research; RDC must maintain SOPs for
VA Central . . R . .
141 17 R 11/19/2013||all recurring processes; RDC meeting minutes must document activities of convened meetings;
Texas HCS . .
and Scopes of Practice must be in place for all research staff.
Remedial Actions: Separate VA and non-VA in collaborative studies; conduct IRB business only
142 || 03 Bronx H 12/02/2013||with quorum; ensure non-affiliated member obtain WOC; update IRB SOP; ensure all human
research is reviewed by VA IRB.
Remedial Actions: R&DC to perform annual evaluations of all subcommittees and programs;
143 || 03 Bronx R 12/02/2013|[ACOS/R conduct adequate annual QA reviews; update R&DC SOPs; R&DC committee members
complete all required training.
VA Long Beach Remedial Actions: Ensure participation of the VMO/VMC in MCD meetings; update
144 22 HS A |[12/09/2013 whistleblower policy.
VA Long Beach Remedial Actions: Ensure consistency of chemical labeling; verify appropriate signage on
145 22 HS S 12/09/2013 microwave equipment.
VA North Remedial Actions: Pending
146 || 08 || Florida/ South H 12/10/2013
Georgia HCS
VA North Remedial Actions: Pending
147 || 08 || Florida/South R [|12/10/2013
Georgia HCS
Remedial actions: correct use of Category #4 exemptions; follow local SOP for expired
148 || 10 Cleveland H 12/22/2013||protocols; correct injury statement in ICD template; ensure Pharmacy receives all required

study documents; correct member designations on IRB roster.
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TABLE 1C. PROACTIVE TECHNICAL ASSISTANCE ONSITE REVIEWS

ORO onsite technical assistance reviews constitute an additional proactive approach to assist research programs at VA facilities
in fulfilling their responsibilities to conduct research with adequate protections for human subjects, laboratory animal welfare,
research safety, research laboratory security, research information protections, and the responsible conduct of research.
Onsite technical assistance reviews may be conducted at the request of the facility or initiated by ORO as a follow up action to
a for-cause or routine onsite review, as a targeted review to address specific areas of concern, or as a supplementary review

opportunity.
Summary
° 1 = Case Continuing from Previous Calendar Year
® 11 = New Cases —January 1 through March 31
® *11 = New Cases — April 1 through June 30
° 12 = New Cases —July 1 through September 30
L] 6 = New Cases — October 1 through December 31
° 40 = Total New Cases in Calendar Year
° 41 = Total Cases (Continuing Plus New) in Calendar Year
* Includes 1 case omitted from Second Quarter Report.
- Date of TABLE 1C. PROACTIVE TECHNICAL ASSISTANCE
Case || VISN Facility Focus .
Review ONSITE REVIEWS
1 VA Greater Follow-up to review and provide guidance on remedial actions from previous on-site
22 Los A 06/15/2011 review. New compliant animal unit HVAC system reliant upon yet-to-be installed
Angeles HS facility-wide upgrades.
2 VA New Technical Assistance: Key issues addressed were improved IRB processes incl. initial
03 York H 01/14/2013 reviews, c9ntent of IRl.3 mnj\utes, IRB review of sub.sta!'mve modlflcatlons,
Harbor noncompliance reporting; improved protocol continuing review process; IRB exempt
HCS protocol determinations. CASE CLOSED
3 VA New Technical Assistance: Key issues addressed, Exempt protocol determinations;
York subcommittee meeting minutes review; determinations on use of identifiers in human
03 Harbor R 01/28/2013 subjects research; R&DC SOP revisions. CASE CLOSED
HCS
4 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
VA North . .. . X
17 E 01/28/2013 ||with research program, decision support systems in research program office and RCO
Texas HCS office, and progress towards audit goals. CASE CLOSED
5 VA New Technical Assistance: Key issues addressed were improved IRB processes incl. expedited
03 York H 02/04/2013 initial review; expedited continuing reviews; IRB review of substantive modifications;
Harbor record management of amendments and IRB minutes for timely IRB review. CASE
HCS CLOSED.
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- Date of TABLE 1C. PROACTIVE TECHNICAL ASSISTANCE
Case || VISN Facility Focus Revi
eview ONSITE REVIEWS
6 VA Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
2 Northern £ 02/05/2013 with research program, decision support systems in research program office and RCO
California office, and progress towards audit goals. CASE CLOSED.
HCS
7 Technical Assistance: Review of applicable VHA handbooks, policies and directives; Federal
06 Salem S 02/18/2013 ||regulations; RCO audit requirements; VA / affiliate institutional relationships and use of
MOUs.
8 Technical Assistance: Review of applicable VHA handbooks, policies and directives; Federal
06 Asheville S 02/18/2013 ||regulations; RCO audit requirements; VA / affiliate institutional relationships and use of
MOUs.
9 Technical Assistance: Review of applicable VHA handbooks, policies and directives; Federal
06 Durham S 02/18/2013 regulations; RCO audit requirements; VA / affiliate institutional relationships and use of
MOUs.
10 il Technical Assistance: Review of applicable VHA handbooks, policies and directives; Federal
06 W.G. (Bill) S 02/18/2013 ||regulations; RCO audit requirements; VA / affiliate institutional relationships and use of
Hefner
MOUs.
11 VA Eastern Technical assistance: To review audit plan, interpersonal communication and dynamics with
19 Colorado E 03/05/2013 ||research program, decision support systems in research program office and RCO office.
HCS CASE CLOSED
12 VA Technical assistance: To review audit plan, interpersonal communication and dynamics with
20 Puget E 03/26/2013 ||research program, decision support systems in research program office and RCO office.
Sound HCS CASE CLOSED
13 VA Key issues addressed: management of expedited items on IRB agenda; pre-review of
03 New York H 04/01/2013 protocol submissions for completed paperwork; review of IRB meeting minutes to ensure
Harbor complete documentation of actions; mentorship of IRB Chair. ORO observation of next IRB
HCS mtg. CASE CLOSED.
14 Technical Assistance: no remedial actions required. CASE CLOSED.
10 Dayton H 04/24/2013
15 VA Greater Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
22 Los E 04/24/2013 ||with research program, decision support systems in research program office and RCO
Angeles HS office, and progress towards audit goals. CASE CLOSED
16 Technical Assistance: The ISO and PO were not completing their reviews and providing the
- . IRB with a summary of their findings prior to the IRB review and approval; the RDC was not
10 Cincinnati H 04/25/2013 approving research with a committee vote once all RDC subcommittees had approved the
research. CASE CLOSED.
17 Key Issues: WOC processing, Research SharePoint, interdepartmental communications,
02 Albany R 05/06/2013 ||Research Administrative staffing, data tracking systems, statistical software. CASE CLOSED.
18 VA Key Issues: Management of Continuing Review submissions on IRB agenda; Management of
03 New York H 05/06/2013 Primary Review of protocol submissions; review of IRB meeting minutes; IRB review of
Harbor substantive modifications; IRB review of collaborative studies; NERO observation of next
HCS IRB mtg. CASE CLOSED
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- Date of TABLE 1C. PROACTIVE TECHNICAL ASSISTANCE
Case || VISN Facility Focus

Review ONSITE REVIEWS
19 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
01 Providence E 05/13/2013 ||with research program, decision support systems in research program office and RCO

office, and progress towards audit goals. CASE CLOSED

20 VA Key issues addressed: Management of Amendments and Continuing Review submissions on
New York the IRB agenda; multiple revisions to the IRB agenda; procedures for conducting expedited
03 H 06/03/2013 - A . ;
Harbor continuing reviews; study recruitment plans and regulatory requirements; NERO
HCS observation of next IRB mtg. CASE CLOSED.
21 VA Bost Remedial Actions: None - technical assistance on informed consent. CASE CLOSED.
oston

01 HCS H 06/14/2013

22 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics

with research program, decision support systems in research program office and RCO
office, and progress towards audit goals. CASE CLOSED.

01 Togus E 06/18/2013
23 Technical Assistance: Guidance provided regarding identification and management of
collaborative research; separation of VA from non-VA research; role of R&DC and IRB; and
VA Central record retention requirements. CASE CLOSED. NOTE: OMITTED IN ERROR FROM SECOND

7 rexas Hes H || 06/25/2013 [lqUARTER REPORT.

24 Technical Assistance: Topics covered included pre-review of protocol submissions for
VA New completed paperwork and other admin support of processes; review of IRB meeting
York minutes to ensure complete documentation of actions; mentorship of IRB Chair. NERO
03 Harbor H || 07/01/2013 || pservation of next IRB mtg. CASE CLOSED
HCS
25 Key issues addressed: undocumented motions and votes on action items -many were

"acknowledged;" types of HIPAA waivers (recruitment only, full authorization) were not
specified; key documents were not provided to IRB members before the meeting. NERO will
05 bCVAMC H 07/08/2013 observe next IRB mtg. CASE CLOSED.

26 Technical Assistance: To review RIPP-related policies and procedures for the research
program. CASE CLOSED.

01 |[Northampton | 07/31/2013

27 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
with research program, decision support systems in research program office and RCO

office, and progress towards audit goals. CASE CLOSED
01 ||Northampton E 08/01/2013
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28 Topics discussed: Alterations of informed consent, agenda management and distribution of
all materials required to inform evaluation of 38 CFR 16.111 criteria, substantive review of
potential or perceived COI. CASE CLOSED.

05 DC VAMC H 08/05/2013

29 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
VA Kansas with research program, decision support systems in research program office and RCO
City office, and progress towards audit goals. CASE CLOSED
15 . E 08/20/2013
Medical
Center
30 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
VA Eastern with research program, decision support systems in research program office and RCO
office, and progress towards audit goals. CASE CLOSED.
15 Kansas E || 08/22/2013
(Leavenwo
rth) HCS
31 Recommendations: Improved management and tracking of administrative file documents;
VA New tracking of subject enrollment; IRB review of data repository requirements, process for de-
York identification of data, telephone recruitment procedures, and documentation of
03 Harbor H 09/09/2013 justifications for waivers of HIPAA and IC. CASE CLOSED.
HCS
32 IRB exempted a protocol without a description of the educational model being used &

controversy about possible vulnerable participants. NERO recommended revisiting this

determination. CASE CLOSED.
05 DC VAMC H 09/09/2013

33 Technical Assistance: Review audit plan, interpersonal communication and dynamics with
research program, decision support systems in research program office, and progress
towards audit goals. CASE CLOSED

08 Miami E 09/11/2013
34 Technical Assistance: The Federal Policy on Research Misconduct; VHA Handbook 1058.02
VA New ("Research Misconduct"); and applicable sections of VA Handbook 0700 ("Administrative
York Investigations"). CASE CLOSED.
03 M 09/23/2013
Harbor
HCS
35 Technical Assistance: consulted with MCD; addition/removal of agenda items; RCO, ISO,

and PO non-receipt of IRB agendas or reviewer packets; and R&DC to evaluate

contingencies on study #01630. CASE CLOSED.
05 DC VAMC H 09/30/2013

36 Observations: IRB is unaware of their duties in re: review of noncompliance and SAEs per
1058.01; collaborative research is partially or not addressed at all; info security and privacy

issues are often missed on protocol review. CASE CLOSED.
05 DC VAMC H 11/18/2013
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37 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
with research program, decision support systems in research program office and RCO
office, and progress towards audit goals. CASE CLOSED

09 Huntington E 11/19/2013

38 Technical Assistance: Reviewed audit plan, interpersonal communication and dynamics
with research program, decision support systems in research program office and RCO

office, and progress towards audit goals. CASE CLOSED
02 Albany E 12/04/2013

39 Technical Assistance: IRB reviewed 2 VA studies without VA rep present; member
complained about last minute initial review; IRB difficulty determining serious

noncompliance; question re contractor statement of work text re: data destruction. CASE
05 DC VAMC H 12/09/2013 |cLosED

40 Technical Assistance: RISP to review information security and privacy policies and
procedures for the research program.
Orlando
08 VAMC | 12/17/2013
41 Technical Assistance: Observed IRB meeting; pending.

05 DC VAMC H 01/06/2014
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TABLE 2. REMOTE RESEARCH COMPLIANCE REVIEWS

TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

Certain compliance cases can be evaluated and managed remotely through written communications with facility leadership and
facility compliance personnel. Among these reviews are remote reviews of apparent noncompliance that have been identified by
sources external to the facility’s HRPP. Such sources include, but are not limited to, apparent noncompliance identified by ORO,
by other VA offices, by government regulatory agencies, and by industry sponsors. Table 5 summarizes ORO’s remote reviews of
apparent noncompliance identified by such external sources. NOTE: Cases under the jurisdiction of additional offices (for
example, OIG or FDA) or involving physical infrastructure improvements may remain open for extended periods.

Summary

43 = Cases Continuing from Previous Calendar Year
37 = New Cases —January 1 through March 31
*36 = New Cases — April 1 through June 30
32 = New Cases —July 1 through September 30
**55 = New Cases — October 1 through December 31

160 = Total New Cases in Calendar Year

203 = Total Cases (Continuing Plus New) in Calendar Year

* Includes 1 case misclassified in Second Quarter Report.
** Includes 2 cases misclassified in Third Quarter Report.

TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

l[Case|| VISN || Facility [|Focus|| Date Issue of Noncompliance Remedial Actions
A physician's assistant recorded patient Remedial Actions: OIG criminal investigation;
data on a personal laptop for unknown results pending.
1 [[07 MA|| Atlanta | 06/16/2010||purposes; then left the VA. Data return was
requested. Destruction of the information
could not be confirmed.

VA ‘ Defining
ueacrs  EXCELLENCE
CARE | in the 21st Century

000220



000221

~A20 "~

TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported vulnerability in what was Remedial Actions: Affiliate immediately
thought to be a secure email system inactivated the listserv; AIB completed; transmit
between the VA, an affiliate research VASI by email only with encryption; improve
2 20 VA Puget | 11/21/2011 institution and possibly 25 other sites information security/privacy training for research
Sound HCS related to bone marrow transplant studies. ||staff; increase RCO staff; enhance PO/ISO audits;
Research protocols permit transmission by ||evaluate new MOU with affiliate. CASE CLOSED
fax not via email/list serv. AIB determined
no breach of VASI
Affiliate IRB and Eastern Cooperative Remedial Actions: Study is now closed at the VA;
Oncology Group reported enrollment of remaining PI's studies restricted to 6 month
ineligible VA subjects and missed study labs ||continuing review and must have co-Pl added; PI
3 12 Madison H 06/05/2012 |[for four participants enrolled in this to receive additional human subjects training;
multiple myeloma trial. studies to receive quarterly audits; participants
notified of closure. Remedial action completed.
CASE CLOSED.
Facility reported suspension of Pl privileges ||Remedial Actions: Pl research privileges
to conduct research at VA facility. Pl was suspended then reinstated; New IRB application
not compliant in record keeping and completed; Processes established for regulatory
4 23 ||Minneapolis H 07/17/2012 ||carrying out basic protocol and ICD documentation and creation and maintenance of
processes in a brain cognition study. master subject list; Quarterly RCO audits for one
year in all PI's studies; Remedial actions complete,
CASE CLOSED.
NSOC reported that during a research Remedial Actions: Staff education, VA Form 5345
media encounter, a TBI/PTSD researcher provided to staff with education about it is
VA Boston . . . . .
5 01 Healthcare H 07/24/2012 per.mltted a photograph to be taken of a required use if PHI is to be released; subject
System brain scan where the procedure date was returned to the VA (had been out of country) and
visible in the image. Subject did not consent |[signed necessary forms. CASE CLOSED.
for release of PHI.
NSOC reported two medical students were ||Remedial Actions: ISO scanned laptop and
collecting data containing PHI for two removed all data; education to medical students
projects on a personal laptop and on use and security of VA data; one of PI's 2 active
VA Western - . . .
transmitting the spreadsheet via a personal ||studies was terminated; other was suspended and
6 02 New York | 08/16/2012 . . o .

HeS email account. It was subsequently may re-open with new PI. Pl initially terminated;
determined the research had not been after training individual was allowed to function as
approved by the IRB; HRPP case 0060-528-H |[sub-investigator. CASE CLOSED.
opened by NERO.

Facility reported that a subject took 40 Remedial Actions: Patient education on taking
extra doses of the study medication medication; ICDs signed on day obtained; patients
Polyphenol E (Green Tea) in a prostate screened in real time only; patient must bring
7 16 Shreveport H 08/23/2012 |[cancer study. Subsequent liver function study medications to first visit; pen must be used
studies were within normal limits. in medical record; reason for withdrawal must be
Enrollment of an ineligible subject also noted. CASE CLOSED.
occurred.
NSOC reported a previously unaccounted Remedial Actions: A loan agreement between
Phoenix VA for sponsor laptop was missing. It was sponsor and NPC will be executed; sponsor-owned
8 18 HES | 09/07/2012 |[subsequently returned by a former NPC equipment will be inventoried; education to
employee. A forensic analysis determined  ||current staff. CASE CLOSED.
no PHI was found on the laptop.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
Sponsor audit found five investigational Remedial Actions: Drug vials located and disposed
drug (cetuximab) vials could not be as per local policy; appropriate labeling of
accounted for on a Phase Il Lung Cancer investigational drug refrigerator; log update to
9 02 Syracuse H 09/20/2012 ||trial. Other findings include logs did not reflect vial inventory and dose for each treatment
reflect the correct number of vials, dose of ||date; review other protocols dispensing drugs;
each treatment and investigational drug audit all studies approved to dispense drugs. CASE
refrigerator not adequately labeled. CLOSED
Affiliate clinical trials monitoring committee [[Remedial Actions: Pl voluntarily suspended
found expired ICDs were used in an affiliate |[enrollment until amendment is approved by IRB to
10 11 ||Indianapolis H 09/20/2012 ||cancer biomarker study; 21 subjects did not ||update staff list; a Project Manager will provide
sign or date the ICDs correctly; and 3 staff ||oversight at all future outside events. CASE
obtaining consent were not on the protocol.||CLOSED.
Industry sponsor notified facility of an Remedial Actions: One patient was active at this
VA urgent safety concern in a Bardoxolone site. He has been contacted and study medication
1 03 New York H 10/19/2012 Methyl project (BEACON) e?<am|n'|ng the' stopped. CASE CLOSED.
Harbor HCS occurrence of renal events in patients with
kidney disease and type 2 diabetes. No SAEs
reported for VA subjects.
Industry sponsor notified facility of an Remedial Actions: Discontinue the study
VA urgent safety concern in a Bardoxolone medication, provide subjects follow-up
Methyl project (BEACON) examining the information and conduct clinical follow-up of
L 23 Ng:qr:;l;a H 10/23/2012 occurrence of renal events in patients with ||former subjects. CASE CLOSED.
kidney disease and type 2 diabetes. No SAEs
reported for VA subjects.
NSOC reported that a former research Remedial Actions: Since VA still owns the data, all
employee has data containing PHI stored hard copy and electronic data were returned
13 12 ||Chicago HCS | 11/07/2012 ||offsite and the former researcher affiliate ||securely to the VA and stored with appropriate
site is reluctant to release the data access controls. CASE CLOSED.
(electronic and hard copy) back to the VA.
Sponsor notified facility that CSP halted Remedial Actions: Notify all subjects; discontinue
Protocol 565 (Combination Angiotensin study drug; schedule return visits for subjects; IRB
Central Receptor Blocker and Angiotensin to review. CASE CLOSED.
Arkansas Converting Enzyme Inhibitor for Treatment
14 16 VHS (Little H 11/09/2012 of Diabetic Nephropathy-VA Nephron-D)
Rock) due to high potassium levels and acute
changes in kidney function with
combination treatment of losartan .
WRO inquiry, following NSOC report, Remedial Actions: Training provided to Pl and
confirmed the conduct of an unapproved fellow; development of in-service training; review
VA Eastern retrospective chart review study; of publication by ACOS. All actions completed.
15 19 Colorado H 11/09/2012 ||approximately 18 Veterans' medical records ||CASE CLOSED.
HCS were accessed and de-identified data was
abstracted, analyzed and published without
IRB or R&DC approval.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported a non-GFE unencrypted Remedial Actions: All subjects notified and offered
laptop containing 73 research subjects PHI ||1 year credit monitoring; VHA Privacy Office
(names, SSNs, contact/health information) ||determined data on the stolen laptop was not VA
Southern .
16 18 Arizona VA | 11/13/2012 was stolen from a research mor?|tor PHI. CASE CLOSED
HES employed by the sponsor. A valid ICD and
HIPAA Authorization was signed by each
subject authorizing the sponsor as recipient
of the PHI.
CSP halted Protocol 565 (Combination Remedial actions: Study team to stop study drug
Angiotensin Receptor Blocker and and transition subjects to standard of care.
Angiotensin Converting Enzyme Inhibitor Remedial actions complete, CASE CLOSED.
. for Treatment of Diabetic Nephropathy - VA
17 09 Memphis H 11/14/2012 Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments; evaluate
Angiotensin Receptor Blocker and subjects for safety and transfer from study
Angiotensin Converting Enzyme Inhibitor medication to standard clinical care; complete all
VA North for Treatment of Diabetic Nephropathy - VA |[study exit visits within 6 weeks. CASE CLOSED.
18 1 Texas HCS H 11/14/2012 Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments; evaluate
Angiotensin Receptor Blocker and subjects for safety and transfer from study
Angiotensin Converting Enzyme Inhibitor medication to standard clinical care; complete all
19 23 ||Minneapolis H 11/14/2012 for Treatment of Diabetic Nephropathy - VA ||study exit visits within 6 weeks. CASE CLOSED.
Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
CSP halted Protocol 565 (Combination Remedial Actions: Study participants contacted
Angiotensin Receptor Blocker and and instructed on what drugs to stop taking;
VA Angiotensin Converting Enzyme Inhibitor arrange exit visit; evaluate for safety and transfer
. for Treatment of Diabetic Nephropathy - VA [[participants to standard clinical care as soon as
20 04 Plttljtg;rgh H 11/15/2012 Nephron-D study) due to high potassium possible; send notification of study termination to
levels and acute changes in kidney function ||participants; documentation in CPRS CASE CLOSED
with combination treatment of losartan and
lisinopril.
DMC for CSP study notified facility that two- [[Remedial Actions: Participants notified by phone
McGuire drug study treatment in a diabetic and certified letter; Instructed to discontinue
Veterans nephropathy study was stopped by sponsor ||study medication; Returned to facility for exit
21 06 Affairs H 11/15/2012 ||for safety concerns. In addition, the study visit. All final visits completed, all study drug
Medical combination therapy failed to demonstrate ||withdrawn. CASE CLOSED
Center efficacy in lowering risk of kidney disease
progression.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
Sponsor terminated CSP #565 study due to ||Remedial Actions: Study staff to notify
safety concerns including acute kidney participants; study closed out . CASE CLOSED.
injury and hyperkalemia. (Study was to
22 |12 nE Hines H 11/16/2012 assgss the' effect of 'comb|nat|on' of.ap
angiotensin converting enzyme inhibitor
and an angiotensin receptor blocker on
progression of kidney disease in patients
with diabetes and proteinuria.)
Facility reported that CSP is terminating the ||Remedial Actions: Study Treatments have be
23 08 Tampa H 11/23/2012 |[Nephron-D study CSP 565 due to safety terminated. Most participants had their exit visit
concerns. as recommended by CSP. CASE CLOSED.
Facility reported the CSP DMC Remedial Actions: Study team to stop study drug
recommended termination of a VA and transition subjects to standard of care. CASE
24 11 ||Indianapolis H 11/29/2012 ||sponsored diabetes study due to risk CLOSED.
associated with study drug. Facility had 35
subjects enrolled.
NSOC reported that data on an encrypted Remedial Actions: The laptop was sent to an
san NPC laptop with no direct backup copy was |[internal VA forensics team for data recovery; data
. rendered inaccessible due to system failure. ||can be re-created from source; IT staff will ensure
25 21 Francisco ! 11/29/2012 Investigation revealed the laptop contained ||data is backed-up prior to laptop upgrades. CASE
VAMC . . .
only non-sensitive basic science molecular ||CLOSED
assay data and draft manuscripts.
CSP Coordinating Center notified facility of ||Remedial actions: Subjects to be taken off study
VA Kansas the DMC's recommendation to close CSP drug; subjects to complete study exit visit; CASE
26 15 ||City Medical|| H ||11/30/2012 |[Study 565 (treatment of diabetic CLOSED.
Center nephropathy) due to subject safety
concerns.
DMC notified facility of termination of CSP  ||Remedial actions: Subjects to be taken off study
27 10 Cleveland H 12/03/2012|[565 diabetic nephropathy study because of ||drug and moved to standard of care treatment;
subject safety issue. Subjects to attend a study exit visit. CASE CLOSED.
Pharmaceutical sponsor notified facility of [[Remedial Actions: Sponsor termination of study;
VA Kansas termination due to safety concerns of subject notification to stop study drug and
28 15 ||City Medical H 12/03/2012 ||investigational drug study involving diabetic [[complete exit procedures. CASE CLOSED.
Center patients with Stage 4 chronic kidney
disease.
NSOC reported a research employee mailed ||Remedial Actions: Sponsor opened packet and de-
VA \ R . e . K e
Nebraska/ two Veteran's records to a sponsor without ||identified the disclosed medical record; facility PO
29 23 West lowa | 12/03/2012 ||properly redacting information. It was reviewed the HIPAA Authorization and ICD and
HeS subsequently determined only one determined sponsor was authorized to receive
Veteran's record was un-redacted. disclosed PHI. CASE CLOSED.
Facility reported that CSP is terminating the [[Remedial Actions: Study Treatments will be
30 07 Charleston H 12/05/2012 Nephron-D study (Diabetic Kidney Disease) |[terminated as soon as fea5|b|.e.. All part|C|!)ar.1ts will
due to safety concerns. be transferred to standard clinical care within 6
weeks. CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
Facility reported that CSP is terminating the [[Remedial Actions: Study Treatments will be
Nephron-D study (Diabetic Kidney Disease) ||terminated as soon as feasible. All participants will
31 07 Columbia H 12/05/2012 ||due to safety concerns. be transferred to standard clinical care within 6
weeks; amendment submitted to convert study to
passive follow-up. CASE CLOSED.
DMC recommended termination of a CSP Remedial Actions: Subjects to terminate study
32 15 St Louis H 12/05/2012 ||diabetic nephropathy study because of a drug; subjects to attend a study exit visit;
subject safety concern. Remedial actions complete, CASE CLOSED.
VA Loma DMC reported subject safety issue related [[Remedial Actions: Subjects to be taken off study
33 22 Linda HS H 12/07/2012 ||to one of the investigational agents in a CSP |[drug; subjects to complete a study exit visit. CASE
diabetic kidney disease study. CLOSED.
Pharmaceutical sponsor notified facility of ||Remedial Actions: Sponsor requested termination
DMC's termination due to safety concerns ||of study, stop subject enrollment and use of
- . of an investigational drug study involving investigational drug; study close out pending; SAE
10 C t H 12/11/2012
34 incinnatl /m/ diabetic patients with Stage 4 chronic reporting policies updated and distributed to
kidney disease. research stakeholders; remedial actions complete.
CASE CLOSED.
VA Facility Reported the early termination of Remedial Actions: Ensure that the Pl followed all
35 08 Caribbean H 12/13/2012 CSP study (treatment of diabetic kidney sponsor recommendations in a timely manner. All
HCS (San disease) due to lack of efficacy and increase ||active participants completed the exit visit. CASE
Juan) risk of acute serious adverse events. CLOSED.
CSP Coordinator notified facility of early Remedial Actions: IRB approved the close-out
Portland Termination of a VA CSP study (#565, procedures, allowing early termination of CSP
36 20 VAMC H 12/13/2012 treatment of diabetic nephropathy) due to ||#565. CASE CLOSED.
safety concerns.
Industry sponsor notified facility of an Remedial Actions: Subjects notified to stop taking
urgent safety concern in a Bardoxolone study medication; post-treatment visits; study
37 23 lowa City H 12/13/2012 Methyl project (BEACON) e?<am|n'|ng the' termination. CASE CLOSED.
occurrence of renal events in patients with
kidney disease and type 2 diabetes. Unclear
how many SAEs involved VA subjects.
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments; evaluate
Angiotensin Receptor Blocker and subjects for safety and transfer from study
Angiotensin Converting Enzyme Inhibitor medication to standard clinical care; complete all
. for Treatment of Diabetic Nephropathy - VA |[study exit visits within 6 weeks. CASE CLOSED.
38 23 lowa City H 12/14/2012 Nephron-D study) due to high potassium
levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
NSOC reported research packet including Remedial Actions: Veteran will be sent a
39 20 VA Puget | 12/17/2012 medical information was sent to the notification letter; Research staff reminded to
Sound HCS incorrect Veteran; further information verify addresses and the contents of all research
pending. packets prior to mailing. CASE CLOSED
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported an unauthorized individual ||Remedial Actions: It was subsequently determined
attempted (with refusals) to connect incident was not attempts at unauthorized access;
VA Boston "hundreds of times" to the Million Veteran ||instead was part of server back-up process. There
40 01 Healthcare | 12/18/2012 ||Program production server. It also appears ||was no inappropriate access to the server and all
System the individual somehow changed the local ||back-ups are appropriately secured. CASE CLOSED.
security policy to allow him to act as part of
the operating system.
VA Boston NSOC reported permissions on a research Remedial Actions: The share permissions have
M 01 Healthcare | 12/18/2012 server were not limited to appropriate been corrected and the service account passwords
System personnel; one file on this server contained ||have been changed. CASE CLOSED.
Y passwords.
NSOC reported four VA research consent Follow-up report: Facility reported that the
VA Greater forms containing PHI for a CSP CIRB study ||expected package was never sent. There was not a
sent via UPS were received and signed for |[missing package at any time; was simply a
42 22 || Los Angeles | 12/18/2012 . . . Lo o
Hs by research administration staff; however ||miscommunication. No violation occurred. NSOC
the package was subsequently lost and and facility closed ticket. CASE CLOSED
could not be located.
CSP halted Protocol 565 (Combination Remedial Actions: Stop study treatments; evaluate
Angiotensin Receptor Blocker and subjects for safety and transfer from study
VA Angiotensin Converting Enzyme Inhibitor medication to standard clinical care; complete all
Nebraska/ for Treatment of Diabetic Nephropathy - VA |[study exit visits within 6 weeks. CASE CLOSED.
43 23 West lowa H 12/18/2012 Nephron-D study) due to high potassium
HCS levels and acute changes in kidney function
with combination treatment of losartan and
lisinopril.
NSOC reported unauthorized physical Remedial Actions: Facility requires advance notice
access of a VA researcher's office. Items when Housekeeping needs access; PHI stored in
were moved/rearranged; locked drawers locked filing cabinets; area accessible only to small
. . were opened with keys that had been number of staff; Housekeeping remain current on
04 ||Philadelph | 01/07/2013
44 fladeiphia 107/ hidden. Per facility report, card-swipe VA HIPAA Privacy and Security training.
access records found only housekeepers CASE CLOSED.
had entered the area. Documents were
counted; none are missing.
Sponsor requested voluntary and Remedial Actions: voluntary suspension of
temporary hold on patient enrollment enrollment; IRB-approved letter to study subjects,
45 21 VA Palo Alto H 01/07/2013 following notification of (non-local) informing of the device-related event(s) and
HCS unanticipated adverse events involving an ||directing discussion of risks and options with the
implanted (stent) device. Pl; did not separate AEs from VAPAHCS subjects.
CASE CLOSED
NSOC reported transmission of 9 separate ||Remedial Actions: All unencrypted messages
internal unencrypted messages containing ||deleted from sender and recipient's email boxes;
PHI and Pl related to 10 Veteran research ||PO provided training to the sender; sender's PKI
46 08 Tampa ! 01/09/2013 participants. certificates re-imported; I1SO to re-check the
sender's computer; HIPAA notification letters not
required. CASE CLOSED.
Portland NSOC reported transmission of an internal [[Remedial Actions: No data breach has occurred.
41 20 VAMC l 01/09/2013 unencrypted email containing PII. CASE CLOSED
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
llcase|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
Sponsor of an investigational lipid-lowering [[Remedial Actions: Study closed by the IRB, no local
drug study reported to facility an SAE event |[subject participation. CASE CLOSED.
outside the VA which local VA Pl feels
06 Sal H 01/11/2013
48 aem /m/ impacts the potential safety of local VA
subjects. No local subjects ever enrolled.
Study closed. CASE CLOSED
NSOC reported that an unlocked filing Remedial Actions: Credit monitoring services were
cabinet containing research PHI was offered to 26 patients and next-of-kin HIPAA
brought to the loading dock and was left notifications for the 49 deceased subjects; staff
jami unsecured for two days. The filing cabinet ||training; Research Service added to facility
49 08 Miami | 01/11/2013 d fi d The fili bi ining; R h Service added to facili
contained research protocol information employee clearance list; all Pls reminded of
and a logbook including patient full name, ||linformation security requirements. CASE CLOSED.
date of birth, full SSN for 75 subjects.
NSOC reported an independent evaluator Remedial Actions: Backpack was found by a citizen
for an approved VA research protocol and returned to the owner with all documents still
reported that their car was broken into and ||in the backpack; determined no PHI left facility
a backpack was stolen. The back pack since names and phone numbers publicly
50 16 Houston ! 01/11/2013 contained two uncompleted study available; RCO provided Information Security
assessment packets containing the names  |[education. CASE CLOSED.
and home telephone numbers for two non-
Veteran study participants.
NSOC reported research participant A Remedial Actions: All subjects promptly returned
reported receiving research participant study materials; the four Veterans were offered
. information for four other research credit protection services; Research team mail
ol 23 lowa City : 01/11/2013 participants in the mail on a research study. ||process change two staff to verify letter's contents
The information included the names, social ||prior to sealing and mailing. CASE CLOSED.
security numbers and testing information.
NSOC reported research nurse brought Remedial Actions: Copies of the audio files were
VA home an audio recorder containing 59 securely transferred to a folder on the VA
. patient voice interviews in order to upload ||network; voice recorder stored in a VA locked
52 o1 Con:'f(::cstlcut : 01/16/2013 them for transcription. Twenty of the files ||cabinet; audio files on the non-VA computer were
were placed on her home desktop securely overwritten with the assistance of the
computer. facility 1SO. CASE CLOSED.
NSOC reported transmission of internal Remedial Actions: The message was deleted by
unencrypted email containing PHI on 227 both employees; both employees have PKI and
53 06 Durham | 01/16/2013 research subjects. No data breach occurred. ||understand the importance of encrypting
messages with Ill; identifiers removed from
database; spreadsheet password-protected. CASE
CLOSED
NSOC reported an incorrect name was Remedial Actions: Subject re-consented with
written on a Million Veteran Program explanatory note-to-file; coordinators to double-
consent form and given to a Veteran who check all ICDs to ensure correct Veteran's name;
. saw the other Veteran's name. The Veteran ||Veterans to verify their identity prior to signing
12 Mil ki | 01/16/2013
o4 fhwaukee /16/ returned the incorrect ICD to the facility ICD. CASE CLOSED
and stated he had not noticed the error.
Credit monitoring and/or HIPAA notification
not required.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
CIRB reported that ICDs and HIPAA Remedial Actions: Document review revealed no
Authorizations in a CSP study of genetics in |[loss of documents; no one else had access to the
55 00 VA Ce.ntral H 01/22/2013 schizophrer:ia and bipolar iIIness. were o un.secured area. I-!ouselfefeping staff received
Office unsecured "for an extended period of time" ||Privacy and Security training; key control
after housekeeping waxed the floor of the |[procedures were improved. PHI is now stored in
research office during the holiday season. ||locked filing cabinets. CASE CLOSED.
RISP reported lack of informed consent or  [|[Remedial actions: Waivers of the requirements for
VA Salt Lake waivers of informed consent from all HIPAA authorization and documentation of
56 19 X H 01/23/2013 ||Veteran participants (decisionally-impaired) |[informed consent. CASE CLOSED.
City HCS . .
in a caregiver study and referred to WRO
for follow-up.
CIRB reported a facility participating in a Remedial Actions: Study coordinator given
CSP study of genetics in schizophrenia and ||additional training on informed consent
VA Central bipolar failed to maintain appropriate requirements. There was no harm to the subject.
57 00 Office H 01/29/2013 ||documentation of informed consent for one [|CASE CLOSED.
participant and failure to report the
noncompliance in a timely manner both to
the IRB and to the Local Site Investigator.
ORO RIPP team received a Veteran's Remedial Actions: RIPP acknowledged receipt to
complaint that his request to withdraw Veteran, offered reassurance; coordinating center
from the MVP study was not responded to |[confirmed receipt of withdrawal request; ORO
53 17 VA South | 01/30/2013 in a timely manner. Return of original advised facility of RCS requirement; Pl explained
Texas HCS ICD/HIPAA Authorization requested, to Veteran reason original records couldn't be
assurance blood sample is destroyed and returned; no facility noncompliance. CASE CLOSED
medical records not accessed. Veteran
threatening legal action.
McGuire Sponsor visit for cardiac imaging study Remedial Actions: Subject re-consented;
Veterans discovered that ECG, labs, and exam done |[Safeguards now in place to monitor and confirm
59 06 Affairs H 02/04/2013 ||prior to consent. consent is obtained prior to tests/procedures of
Medical any kind. CASE CLOSED
Center
NSOC reported a PI moved study Remedial Actions: Pl education on proper handling
documentation to her office at the of research records; facility established on-site
60 || 12 NE Hines | 02/04/2013 |[University affiliate. Study information was ||secure storage space for research records. CASE
subsequently returned in its entirety to CLOSED.
facility and stored in a secure location.
NSOC reported storage of VASI on non-GFE ||Remedial Actions: Two Veterans will be offered
and potential unauthorized disclosure to credit protection services; data access approval for
Portland the affiliate of two Veteran's PHI; also affiliate staff; amendment to obtain IRB approval
61 20 VAMC | 02/07/2013 ||failure to create a medical record for for data storage on non-GFE; create medical
participants. records; all backup files at the affiliate deleted; PI
will not request storage of VA data at affiliate;
Hard copy data retained. CASE CLOSED
NSOC reported a camera/video recorder Remedial Actions: Participant was notified by
VA New e .
62 03 |lvork Harbor | 02/11/2013 usefj fora st.udy V\.la.S stolen. One research phone and .a notlflc?tlon letter; when possible,
HCS subject was identifiable only by face and lock recording media separately from the
date; no other Ill was included. recording device. CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
Participating facility notified CIRB of failure ||[Remedial Actions: Subject was administratively
to maintain appropriate documentation of ||withdrawn from the study; LSI developed a plan to
informed consent for one participant in a review status of all enrolled participants no less
63 00 VA Ce.ntral H 02/12/2013 CS.P mental health genetics stu.dy an(.:I than monthly with the study team. VA Central IRB
Office failure to report the noncompliance in a accepted the response. CASE CLOSED.
timely manner as required. Facility
attempted without success to re-consent
the subject.
Anonymous complaint from veteran who Remedial Actions: The complaint was not
VA Boston alleged that opt-out "consent" was used for |[substantiated. CASE CLOSED.
64 01 Healthcare H 02/13/2013 ||a study of "Life Goals Psychotherapy for
System Depression and Cardiometabolic Risk in
Primary Care Mental Health Integration."
VA CIRB suspended enrollment in a CSP Remedial Actions: The LSI submitted progress,
pneumonia treatment study at one facility ||protocol deviation, and SAE reports. An RCO audit
VA Central due to lack of required documentation and ||was completed. The PI clarified eligibility
65 00 Office H 02/14/2013 study oversight by the LSI. requirements for the study. The VA Central IRB
found there was no serious noncompliance and
lifted enrollment suspension. CASE CLOSED
For Cause Remote Review of alleged Remedial Actions: Notification sent to MCD Erie
unauthorized research conducted at Erie VAMC requesting a review of the activities and a
. VAMC retrospective review of results for description of the results of the review in an Issues
66 04 Erie P 02/14/2013 100 patients with Endoscopic Single Portal ||Brief. Surgeon counseled regarding research
Carpal Tunnel Release procedure using FDA ||activity vs. QA/QI review of surgical intervention;
approved, marketed device. publication not authorized by MCD. CASE CLOSED.
NSOC reported four missing original Remedial Actions: Unable to determine whether a
informed consent forms containing PHI (full ||re-consent actually occurred; participant is
Portland names, consent dates, last 4 SSN, name of ||currently in long-term follow-up; IRB determined
67 20 VAMC | 02/27/2013 ||study) for three Veterans enrolled in a study|[that additional re-consent was not necessary.
of non-small cell lung cancer. Three forms ||CASE CLOSED
were found; the other was thought to be a
re-consent that remains missing.
Sponsor notified facility of an Unanticipated ||Remedial Actions: Local site investigator and 3 co-
Adverse Device Effect (device unfolding) in ||investigators underwent formal training to
68 n VA Palo Alto H 02/27/2013 a Co.re Valve §tudy used t<? treat severe minimize the .potentlal |n.C|dE.3nce of |n—fo|d|ng.and
HCS aortic stenosis (extreme risk study). how to effectively deal with in-folding should it
occur; no protocol or ICD changes needed. CASE
CLOSED
Reported by RISP that potential human Remedial Actions: IRB to respond to compliance
research noncompliance was found in 3 report; education for IRB on exempt
exempt retrospective review protocols. The [[determinations and granting and documenting
69 o7 Augusta H 03/04/2013 protocols should have had a HIPAA HIPAA authorization waivers. CASE CLOSED.
authorization or waiver of HIPAA
authorization.
NSOC reported transmission of an internal ||Remedial Actions: Sender recalled the message;
70 18 Phoenix VA | 03/12/2013 unencrypted email containing PHI. Root retrieval is complete; email remained within VA-
HCS cause analysis determined unintentional protected environment. CASE CLOSED
transmission.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported a WOC Research Employee |[|R Remedial Actions: For-cause RCO audit found no
used a non-VA issued USB drive to store a ||additional information security issues; RCO
Central limited data set containing dates directly confirmed that all data have been returned to the
71 16 Arkansas | 03/14/2013 related to research participants. The WOC ||VA and stored properly; specific research staff
VHS (Little thought the information was de-identified, ||[member education. CASE CLOSED.
Rock) but because the information included dates
it was considered a limited data set for
research.
NSOC reported 119 research specimen Remedial Actions: The tubes were sent back to VA
VA . o . .
Nebraska/ tubes that included PHI (one initial and last .Resea.r.chers an(;l were relabeled without pfartlal
72 23 West lowa | 03/18/2013 [[4 SSN) instead of a study code were sent to ||identifiers; Pl will ensure that labeled specimens
HeS a collaborator not listed on the HIPAA do not include PHI. CASE CLOSED.
Authorization.
NSOC reported transmission of internal Remedial Actions: No data breach; this portion of
VA Central unencrypted email from a facility the study documents removed from the shared
73 00 Office | 03/19/2013 |[participating in a CSP study to the CIRB. The ||drive; study coordinator will re-upload correct
email contained 83 names/ phone numbers ||document without names. CASE CLOSED.
and was posted to the CIRB shared drive.
DMC for a VA Merit Study looking at a study [[Remedial Actions: Sponsor has halted enrollment
drug for PTSD notified this facility that an indefinitely until safety issues resolved. CASE
unanticipated SAE occurred at another site ||CLOSED.
74 06 Durham H 03/26/2013 ||and the DMC was suspending the study at
all sites until this could be evaluated. No
affected study subjects at this particular
facility.
NSOC reported transmission of an Remedial Actions: Research coordinator notified
unencrypted email to an affiliate. The email |[the participants of the mistake; study team
contained names and SSNs of two non- educated on differences between VA and affiliate
75 06 Durham | 03/26/2013 |[Veteran research participants. The email email policies; study team educated on the IRB-
was sent for participant reimbursement approved mechanism for in-person transfer of
purposes. written reimbursement correspondence. CASE
CLOSED
NSOC reported Consent and HIPAA Remedial Actions: 2 staff members will review
Authorizations were not dated and/or had ||documents for dates, signatures and other
76 16 shreveport H 03/26/2013 incorrect dates. Informed IRB. No data possible mistakes prior to subjects leaving the
breech. premises. CASE CLOSED.
A complaint received on the ORO complaint ||Remedial Actions: Study suspended; study staff
line stated that two subjects had been retrained; VA Central IRB determined participant's
started on study procedures before signing [[rights were violated; participants were informed &
77 00 VA Central H 03/27/2013 consent to enroll in CSP 571 (Stents in Vein |[given opportunity to re-consent or withdraw from
Office Graft Angioplasty) and that one had study; enrollment reopened. CASE CLOSED
suffered an adverse event and the other
should have been excluded from enrollment
in the study.
ORO CO forwarded a phone complaint on Remedial Actions: Study suspended; study staff
CSP 571, a stent comparison trial (DIVA retrained; VA Central IRB determined participant's
78 05 DC VAMC H 03/27/2013 ||study). The complaint involved failure to rights were violated; participants were informed &
properly obtain consent. Further given opportunity to re-consent or withdraw from
information pending. study; enrollment reopened. CASE CLOSED
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported findings from a 2010 VA Remedial Actions: Letters to 2 Veterans offering
Audit: original ICD and HIPAA Authorization [[credit protection services; consent process and
San for one Veteran could not be located, as documentation training was provided to study
79 n Francisco | 03/27/2013 well as.a.n original HIPAA A.uthorlzatlon for ||team members. CASE CLOSED.
VAMC an additional Veteran. Copies had been
scanned into the medical record and it is
suspected the originals were inadvertently
shredded.
NSOC reported unauthorized disclosure of ||Remedial Actions: The research company redacted
one participant's PHI (SSN) to a non-VA the SSN and notified the VA of the error; reduce
research company coordinating the trial. distractions during package preparation; 2nd
80 06 burham ! 03/28/2013 SSN was to be redacted before mailing as research staff to review documents prior to
not included on HIPAA Authorization. shipping to ensure PHI redacted properly. CASE
CLOSED.
ORO received an inquiry from the FDA Remedial Actions: Pl updated ClinicalTrials.gov
asking why the results from a study on through ORD HSR&D auto reminder site; a
81 07 Birmingham H 04/01/2013 |[behavioral treatment of overactive bladder ||reminder in personal calendar. CASE CLOSED.
in men have not been entered in
www.clinicaltrials.gov as required.
FDA asked ORO to follow up on VA Pl sent results to ClinicalTrials.gov, which
82 03 Bronx H 04/02/2013 ||Cholesterol lowering study for which results [[acknowledged receipt. CASE CLOSED.
had not been reported in ClinicalTrials.gov.
FDA inquiry re: submission of results in Remedial Actions: Pl informed of submission
CT.gov for clinical trial on effects of requirements; Pl issued new account and temp
. . Seroquel on sleep. (VA funded) password to ClinicalTrials.gov; Pl uploaded data,
83 04 |[Philadelphia H 04/02/2013 including SAE/AE records and continues to edit
data. Actions taken satisfy immediate
requirements. CASE CLOSED
The FDA reported to ORO that one VA Remedial Actions: CSP is determining software
facility conducting a VA Cooperative Study |[modifications to access and post all required data
VA Central clinical trial of treatment of schizophrenia |[points, this will require major programming; as
84 00 Office R 04/03/2013 ||appeared to be overdue to submit study interim measure, CSP posted 5 study publications
results to the ClinicalTrials.gov database. in the website's study results section and
responded to comments from ClinicalTrials.gov
quality assurance personnel.
Minimal risk retrospective record review Remedial Actions: Ensure all identifiable data is
looking at Military Sexual Trauma Exposure ||stored on the VA Research Service Network drive;
Central L R ) . . } . .
Arkansas and Heart Rate Variability Outcomes in Confirm no identifiable information remains on
85 16 VHS (Little H 04/04/2013 |[Female Veterans. Pl transported identifiable||the co-Investigator's private computer; regulatory
Rock) data outside VA without permission and audit with response to audit within 7 calendar
accessed data outside what was approved |[days; education with IRB administrator. CASE
by IRB. CLOSED.
NSOC reported a Clinical Research Nurse Remedial actions: Email was immediately deleted
accidently sent an internal unencrypted from both the recipient and the sender mailboxes;
email containing the names and study ID it was confirmed that the email remained within
86 06 Durham | 04/05/2013 ||numbers of 10 VA patients to another VA VA. CASE CLOSED.
employee. The recipient of the email is the
research study programmer and is
authorized to view this information.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported a VA researcher accidentally ||[Remedial Actions: Employee recalled the message
sent an unencrypted email containing the [[and also requested that the recipients delete it
name and SSN of a VA patient enrolled in a ||from their Inbox and Deleted items folders; User
87 06 Durham | 04/05/2013 ||research study. The email was sent to VA was counseled by the ISO and is aware of the
email addresses only and all recipients were |[requirement to use PKI; confirmation received
part of the study team and were authorized ||that email remained within VA. CASE CLOSED.
to view that information.
The VA Central IRB suspended enrollment  [[Remedial Actions: All protocol deviations were
at one site in a study of treatment for resubmitted to the VA Central IRB for review with
VA Central severe pneumonia because of possible all required information completed. None were
88 00 Office H 04/15/2013 |[continuing noncompliance consisting of late ||found to involve serious or continuing
event reporting, missing protocol data, noncompliance, and the enrollment suspension
overall lack of attention to detail by the was lifted. Study staff received training. CASE
local study team. CLOSED.
The VA Central IRB made a determination of||Remedial Actions: Education was provided to all
VA Central serious noncompliance due to enrollment  |[study personnel, utilization of an exclusionary
89 00 Office H 04/15/2013 ||of a subject taking an exclusionary drug in a ||medications checklist was instituted in screening
study of a treatment for depression. There ||participants. CASE CLOSED.
was no harm to study participants.
NSOC reported 47 study participants Remedial Actions: The Pl submitted a HIPAA
enrolled in a Functional Status study authorization to the IRB for review, HIPAA will be
920 08 Tampa H 04/16/2013 |[without a proper HIPAA authorization. obtained or data will not be used. The loca
SharePoint site was updated with clear
instructions. CASE CLOSED.
RCO audit found apparent noncompliance ||Remedial Actions: Research pharmacy to dispense
with storage of study drug outside the both drugs; Study drugs no longer will be stored
Research Pharmacy for a kidney dialysis outside of research pharmacy; Pl to receive
91 10 Dayton H 04/16/2013 |[study. Subsequent RCO audit of pharmacy ||education on VHA and local requirements
found same issue for a diabetes/kidney regarding study drugs; All facility Pls to receive
disease study conducted by same PI. email reminder of study drug requirements. CASE
CLOSED.
NSOC reported that a VA-issued encrypted ||Remedial Actions: Laptop was mistakenly left at
New Mexico laptop was stolen from a VA Contractor airport security and retained by state police until
92 18 | 04/18/2013 |[who apparently worked for CSP. The laptop ||recovery by the contractor. CASE CLOSED
VA HCS R . .
contained no PHI but did contain CSP
research-related documents.
NSOC reported that Ex-employee A found Ex-employee returned storage devices to the VA;
some old disks, flash drives and folders on [[OIT scrubbed non-original data from devices;
her personal computer containing research ||lapplicable devices containing original data were
93 09 Memphis | 04/19/2013 |[files with VA patient first initial of last name ||returned to study PI; other actions pending.
plus the last 4 of the SSN, admission dates,
discharge dates and some dates of death
for approximately 172 Veterans.
NSOC reported improper mailings of blank [[Remedial Actions: Quality control validation of
“release of information” forms for 3 mailings increased from the current 5% level to
94 05 DC VAMC | 04/22/2013||Veterans out of 738 total medical record 100%. All three Veterans have returned the
consent requests. incorrect forms and have signed/returned the
correct consent forms. CASE CLOSED
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC Report reported a list of names and  [|[Remedial Actions: Discussion of the issue with the
Orlando SSNs was generated prior to IRB approval of ||Principal Investigator, written notification and
95 08 VAMC H 04/22/2013 |[the protocol. Preparatory to Research policy||training to all investigators, members of OVAMC
violation. research interest group and research staff, training
via OVAMC newsletter. CASE CLOSED.
McGuire NSOC reported one missing research file is [|Remedial Actions: Search for file unsuccessful to
Veterans missing. The information at risk contains date of last facility report; credit protection
96 06 Affairs | 04/25/2013 ||patient's name, full SSN, date of birth and services will be offered to patient. CASE CLOSED
Medical PHI.
Center
OIG Hotline referral reported possible R&DC||Remedial actions: ORO determined that an onsite
approval of non-VA research and the review was warranted. See Table 1, ltem 6. CASE
possible conduct of research by an CLOSED.
97 23 ||Minneapolis R 04/25/2013 |nd|V|.duaI lacking appropriate VA
appointment and research scope of
practice. Investigation expanded to include
multiple investigators apparently lacking VA
appointments for research.
VA Central IRB notified facility that a Remedial Actions: Development of a RAP to
Community Acquired Pneumonia study was [[include adding study staff and implementing
VA South suspended for potential safety reasons personal oversight of study data collection and
98 7 Texas HCS H 04/29/2013 based on the review of 18 reports of reporting. CASE CLOSED
protocol deviations or violations submitted
to the VA CIRB.
NSOC reported two missing consent forms. [[Remedial Actions: One Veteran will receive a letter
The consent forms contained the Veteran's ||offering credit protection services and one Next-
99 16 Houston | 05/01/2013 |[full name but the PI was unable to provide ||of-Kin notification letter will be sent; staff will
information whether full or partial SSNs continue to look for forms. CASE CLOSED
were included on the forms.
NSOC reported that medication bottles Remedial Actions: Veteran returned medication
(same type and dosage) for two different bottles to clinic; One Veteran was sent a HIPAA
research participants were inadvertently notification letter; additional Pharmacy Technician
given to Veteran A. PHI disclosed was full hired; Pl re-educated on reporting privacy
100 16 Houston ! 05/01/2013 name and medication type and dosage. incidents; IRB reaffirmed verification process for
Veteran A was apparently unaware that the |[study drug labels to PI. CASE CLOSED
2nd bottle contained another subject's
medication.
NSOC reported ICD hard copies for two Remedial Actions: Hard copies of the two consents
study subjects records cannot be located in |[were subsequently located; subject notification
101 20 Portland | 05/01/2013 the study flles:The consents hac'j prev.lously not required since .documents were fqund;
VAMC been scanned into the Veterans' medical research staff received refresher training as the
records. incident was not reported according to required
timeframes. CASE CLOSED
Inquiry in response to VANSOC report Remedial Actions: Privacy ticket closed. IRB
Phoenix VA involving apparent noncompliance in accepted PI's corrective actions; Pl to obtain valid
102 18 HCS H 05/14/2013 human subject research HIPAA authorizations; Pl to retrain fellows and
study staff. CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported transmission of an Remedial Actions: Email has been deleted from
VA unencrypted email containing the PHI (full ||affiliate account; researcher received written
103 01 ||Connecticut | 05/16/2013 [[SSN, exam dates, etc) of 40 VA patients to ||counseling; R&DC review incident and concurred
HCS affiliate account. PHI collected/recorded with remedial actions. CASE CLOSED
during preparatory to research activities.
NSOC reported Veteran A received study Remedial Actions: Veteran B was sent a HIPAA
medication for Veteran B who is enrolled in ||notification letter; IRB approved a protocol
the same study. Information inadvertently |[amendment that revised study medication
104 o1 Bedford : 05/22/2013 disclosed was Veteran's B's full name, procedures to reduce risk of medication delivery
address and his participation in this alcohol |[misdirection and inadvertent disclosure of PHI.
dependence/PTSD treatment study. CASE CLOSED
NSOC reported transmission of an external ||Remedial Actions: Mandatory staff education
VA Greater unencrypted email from a co-investigator's ||regarding data security storage and transmission;
personal email account to the study non-use of personal email for sensitive research
105 22 || Los Angeles | 05/22/2013 o . ) A )
Hs coordinating center at another VA. PHI issues; installation of encryption. CASE CLOSED
included last and first name, last 4 SSN and
research study name (24 participants).
NIOSH found that a subject's BP was Remedial Actions: Revised protocol to emphasize
measured after spirometry rather than testing order, clarify spirometry contraindication,
before where an elevated value would have ||plan to develop emergency SOP; all technicians
excluded participant. Spirometry testing were retrained. CASE CLOSED. NOTE: Mistakenly
106 05 bCVAMC H 05/28/2013 was attempted 24 times (3 sessions of 8 classified as facility self-reported in Second
attempts) contrary to protocol (1 session) in||Quarter Report.
this Army Chemical Corps Vietnam-Era
Veteran's Health Study.
NSOC reported photocopies of two ICDs sent|[Remedial Actions: One Veteran was offered credit
Phoenix VA Dec 2012 for CPRS scanning in another monitoring services; the second Veteran's ICD was
107 18 HCS | 05/28/2013 ||building are missing. PHI included full name, |[located. CASE CLOSED
[full SSN and participation in the research
study.
A Research Analyst contacted the Privacy Remedial Action: The Veteran was sent a
Officer to report a research participant’s notification letter but did not respond and was
108 00 VA Ce.ntral | 06/03/2013 HIPAA Authorization an.d !nfor.med Consent |[withdrawn from the study. CASE CLOSED.
Office Document had been missing since May 1,
2013. The participant's full name and the
title of the study are included on the forms.
NSOC reported transmission of internal Remedial Actions: Sender instructed to recall
109 11 Ann Arbor | 06/03/2013 unencrypted email conta.lnlng full names message, delete copies from all.emall b0).<es;
HCS and last 4 SSN of 108 patients. educated on proper use of email encryption. CASE
CLOSED.
NSOC reported a MVP research participant's|[Remedial Actions: Veteran will be sent a
VA ICD and HIPAA Authorization are missing. notification letter; participant must re-consent or
110 05 Maryland | 06/04/2013 ||The participant's full name and study title be withdrawn from the study and notified of the
HCS are included on the forms. withdrawal. If withdrawn, blood sample will be
removed from the database. CASE CLOSED
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions

NSOC reported staff disclosed a Veteran's Remedial Actions: Veteran was sent HIPAA
name and research study name by phone to ||notification letter; staff will verify identity by

a Veteran with the same last name asking last 4 SSN during phone conversations;
111 06 Durham | 06/04/2013 ||(mistaken identity over the phone). Staff Information obtained from incorrect Veteran was
then collected phone number and home removed from the database. CASE CLOSED

address plus research survey responses
from a non-consented person.

External monitor identified and facility Remedial Actions: Enrollment error corrected,
112 17 VA Central H 06/18/2013 repc.>rt.ed a. prot.ocol. exclusion criteria refresher education for Pl and staff. CASE CLOSED.
Texas HCS deviation in a first-line treatment study for

chronic lymphocytic leukemia.

NSOC reported that an original signed ICF Remedial Actions: Research staff now sign a

containing name and full SSN cannot be tracking sheet when dropping off or picking up
located. A research progress note was ICFs from Research Assurance Officer; credit
Portland created in CPRS and a copy of the document||protection services not required. CASE CLOSED
113 20 VAMC : 06/19/2013 was retained. The original was sent to the

Research Service for scanning. The
document was not recorded as being
received for scanning.

NSOC reported a physician sent an insecure |[Remedial Actions: Text message was retrieved,
114 18 Phoenix VA | 06/27/2013 te{xt message containing one Veteran's PHI rewe.w.ed and deleted; educa.tlon prowdgd to
HCS (first/last name and last 4 SSN) to a physician; all staff to be provided education to
research coordinator's personal cell phone. ||prevent future occurrences. CASE CLOSED.

ORO CO learned that facility added an IRB  ||Remedial Actions: Removed Wright Center IRB

Wilkes- to their FWA without submitting through from FWA, revised and submitted new FWA

115 04 Barre H 06/28/2013 ORO. CO reporting this finding to NERO who||through ORO to OHRP. CASE CLOSED.
will manage the case.

NSOC reported that a VA research assistant ||[Remedial Actions: The email was recalled by the

sent an unencrypted email to 3 VA user and deleted by the recipients; email
employees that included the name and transmission education was provided to study
116 06 Durham : 06/28/2013 phone number of 3 potential research staff; the research assistant obtained PKI
participants. certificates and was educated on their use. CASE
CLOSED

NSOC reported internal unencrypted email [[Remedial Actions: Employee reminded of

117 || 20 || VAPueet I {|07/03/2013||containing initials and last 4 SSN for one  ||appropriate email protocol and use of PKI. CASE
Sound HCS ;

study subject. CLOSED
NSOC reported a VA researcher accessed Remedial Actions: Email and spreadsheet
the VA server from his affiliate computer permanently deleted from affiliate computer
and downloaded PlI, including full SSN and |[system; research information protection training

118 06 Durham | 07/05/2013 ||date of death, of 200 Veterans. The Pll was ||was provided to the entire study team; plan
emailed to the PI's affiliate email account. |[developed for future trainings. CASE CLOSED
The email and PIl were deleted from the
affiliate computers.
NSOC reported two workstations are Remedial Actions: No PHI on computers. CASE
missing; facility stated computer were used ||CLOSED

119 02 Albany | 07/10/2013 |[for bench and animal research and did not
contain PHI; one computer had been turned
into IT.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported that research personnel Remedial Actions: The business subsequently
inadvertently faxed eight signed ICDs and stated the fax had not been received; HIPAA and
. HIPAA authorizations to a wrong number at [[Privacy retraining for study staff; training on
120 09 Memphis : 07/10/2013 a business location instead of to the study ||proper fax procedures. CASE CLOSED
coordinating center. PHI consisted of names
only.
NSOC reported that access permissions for [[Remedial Actions: The databases are being taken
large databases had been set without the off the server and moved to a different server;
VA Boston proper requests, approvals, and persons with inappropriate access are being
121 01 Healthcare | 07/11/2013 ||authentication through IRM or OI&T. removed from the applicable server. CASE CLOSED
System Investigations concluded there was no
exposure of PlI/PHI and no inappropriate
access.
NSOC reported that a research assistant Remedial Actions: Credit protection services
discovered during internal inspections that ||offered; research assistant to daily verify ICF
an informed consent document was missing |[{logging of prior day; retraining of research
122 06 Durham | 07/17/2013 |[for one subject in a nutrition study. A assistants on protocol ICF management for the
scanned copy is present in CPRS; however, a|[protocol. CASE CLOSED
full search was conducted without locating
the original hard copy document.
NSOC reported that a researcher with a Remedial Actions: VA PHI and VISTA images were
WOC appointment has stored without transferred back to VA by encrypted message and
authorization a Veteran's PHI on the saved to secure research folder on VA network; VA
123 20 Portland | 07/18/2013 desktop PC in the affiliate office. PHI PHI and VISTA images were removed from affiliate
VAMC consists of full name, partial SSN, age, desktop computer; PO verified no identifiers were
gender, and a brief hearing loss note. IRB contained within the VISTA images. CASE CLOSED
has approved ICD and HIPAA Authorization
waivers for this study.
NSOC reported that VA Research Study Remedial Actions: Credit Protection Services
Coordinator was unable to locate a offered. CASE CLOSED
hardcopy study folder for a Veteran
Portland enrolled in a Central VA IRB study. The
124 20 VAMC ! mﬁwmnrmeMmemumwmme
Veteran's full name, full SSN, home address,
phone number and appointment dates.
Original ICFs is in VA possession.
NSOC reported that MVP research Remedial Actions: Upon contact, the business
personnel inadvertently faxed eight signed ||indicated there was no record the documents
125 00 VA Central | 07/26/2013 ICDs and HIPAA authorizations to a wrong  ||were received. NSOC determined there was no
Office number at a business location rather than ||data breach. Study staff received training on
to the study coordinating center as mandatory reporting requirements. CASE CLOSED.
intended.
NSOC reported a physician at one CSP study ||Remedial Actions: Text message was retrieved,
VA Central site sent unencrypted protected health reviewed and deleted from sender's and
126 00 Office | 07/29/2013 ||information from his cellular telephone to ||recipient's cell phones; education provided to
the study coordinator's cellular telephone ||physician and staff on mandatory VA privacy
(colorectal cancer screening study). policies. CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
Facility reported a study coordinator was Remedial Actions: Credit protection services
unable to locate a hard copy study folder offered to the Veteran. VA Central IRB determined
127 00 VA Ce.ntral | 07/30/2013 for one Ve.teran enrolled in a CSP . no further actions are required. CASE CLOSED
Office hypertension study at one local study site.
The missing folder contains extensive
personally protected information.
A participating site in the Million Veterans |[Remedial Actions: Enrollment suspended at the
Program may have collected blood site, site personnel deactivated in the
128 00 VA antral H 08/05/2013 §pe5|mens prior to obta|r1.|r?g wn?ten rec.rwtment/enrollm.ef]t appl|c§t|on, site visit
Office informed consent to participate in the study||being scheduled, training provided to local study
in as many as 1,000 Veterans. team, and notification letter sent to potentially
affected participants.
An audit of a Cooperative Studies Program |[Remedial Action: Administrative hold placed on
VA Central colon cancer screening study at one site study by the VA Central IRB while LSI and study
129 00 Office H ||08/06/2013 ||[found that data collection began prior to staff received training on consent procedures;
receipt of written informed consent for consenting processes changed. CASE CLOSED.
approximately 120 study participants.
RCEP Technical Assistance to RCO identified [[Remedial Actions: Assurance from facility Director
that the RCO was detailed to serve as that going forward any changes in status of RCO
130 01 || Providence P [|08/08/2013 ||Administrative Officer for Surgery will be reported to ORO as per VHA Handbook
Department. Change in status not reported [|1058.01. CASE CLOSED
to ORO.
Allegation from National Surgery Office that ||No remedial actions required. Received
VA a Pl had on on-going basis transmitted VASI ||clarification that no VASI is stored on non-VA
Nebraska/ to an affiliate colleague with VA WOC equipment. CASE CLOSED.
131 23 West lowa ! 08/14/2013 appointment, and that the VASI was stored
HCS on unencrypted, non-VA information
systems without the required approvals.
NSOC reported a research program Remedial Actions: Subject was informed of the
manager identified that a folder containing ||missing folder; subject agreed to continue
132 04 ||Philadelphia | 08/20/2013 ||a subject's ICF, HIPAA Authorization, a participation; scanned copy of the ICD and HIPAA
voucher and a checklist is missing. PIl Authorization are contained in subject's medical
includes name and last 4 SSN. record. CASE CLOSED
OIG hotline referral with several allegations ||Affiliate IRB suspended 8 studies due to concerns
VA related to HRPP, Info Security, and about conduct and sequelae of procedures used in
133 05 Maryland P 08/20/2013 |[misconduct in the facility's GRECC - facility ||metabolic studies, and possible coercion of
HCS response is due to OIG 10.08.13 participants. Awaiting facility's full investigation
report to OIG.
VA Central IRB reported that a Veteran Remedial Actions: None required. It was
VA Central enrolled in a study of stents used in determined that the adverse event was not
134 00 X H 08/21/2013 |[saphenous vein graft angioplasty was related to the research. CASE CLOSED.
Office ) . ]
admitted to a non-VA hospital with
symptomatic bradycardia.
NSOC reported that an informed consent Remedial Actions: Subject signed another ICD and
form and HIPAA Authorization are missing ||HIPAA Authorization and will be sent a HIPAA
135 18 Phoenix VA | 08/29/2013 for'o.ne subject enrolled in a CSP study n.ot|f|cat|on letter; research'actlwnes moved .to a
HCS (Million Veteran Program). single more secure room with goal of improving
communication among phlebotomy personnel.
CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
Facility reported receipt of a DSMB report  [[Remedial Actions: Subjects will be scheduled for
recommending the AleCardio trial be end of treatment visits, including treatment
stopped for lack of efficacy combined with ||options; f/u visits will be scheduled. CASE CLOSED.
136 16 || Shreveport H ||08/29/2013 ||safety signals resulting in an overall
unfavorable benefit risk ratio. Two subjects
are on the study at this site. Neither subject
has demonstrated any adverse events.
Unanticipated problem involving research- [[Remedial Actions: Research Pharmacy Technician
related and (at least, potentially) serious to review the dispensing procedure for every
VA San risks to participants or others - a medication ||study involving investigational drugs with the
137 22 Diego HS H 08/30/2013 |[error (a study subject received twice the covering Pharmacist, before the Pharmacist
g FDA approved dose of Citalopram/placebo |(approves the prescription. CASE CLOSED.
for 6 weeks). No adverse outcomes were
identified.
McGuire Sponsor notified all sites to stop all dosing ||Remedial Actions: Only local subject taken off
Veterans of a Crohn's Disease study drug. No AE's study drug; end-of-study visit completed; awaiting
138 06 Affairs H 09/05/2013 |[reported locally. sponsor notification to close studies. CASE CLOSED
Medical
Center
NSOC reported that a VA Research Remedial Actions: Employee provided
Compliance Officer sent an unencrypted personalized training and handouts. CASE CLOSED
email containing the last names of two
139 10 Cleveland ! 09/06/2013 patients to a VA Principal Investigator (PI).
The Pl reported the incident to the Privacy
Officer.
NSOC reported that the informed consent  [[Remedial Actions: Re-consent obtained, subject to
140 00 VA antral | 09/09/2013 docgn'went and HIPAA auth0|"|zat|on of one |[|receive a HIPAA letter 91‘ notification, and
Office participant at a local study site of a VA refresher training provided to study staff.
multicenter study were lost.
NSOC reported an outside provider faxed a ||[Remedial Actions: Requests for records will
Veteran's medical records to an incorrect instruct provider to include cover sheet with faxes;
fax number and without the appropriate fax||contractor advised to not read faxes not
141 05 DC VAMC | 09/11/2013||cover sheet. The Veteran is a research addressed to them and return to sender. CASE
participant and the recipient was a VA CLOSED
contractor (a global research and strategy
organization).
A routine SMART Audit found that a blood ||Remedial Actions: Blood sample destroyed;
sample was drawn from one subject protocol deviation reported and reviewed, staff
VA Central without prior informed consent at one education completed. CASE CLOSED.
142 00 Office H 09/11/2013 study site of a multicenter study of
treatment of community-acquired
pneumonia.
The Acting CSP Director notified ORO that a [[Remedial Actions: The VA Central IRB determined
participant in a multicenter study of that this incident was unanticipated & serious, but
VA Central treatment for depression committed not related to the research. The Veteran had
143 00 ] H ||09/16/2013 |suicide. multiple previous suicide attempts, alcohol &
Office R )
substance abuse, and comorbid medical
conditions that all contributed to this unfortunate
event. CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
A participant in a multi-center study of Remedial Actions: The patient's back injury was
VA Central treatment of depression had a seizure at his |[treated conservatively with pain medications
144 00 Office H 09/17/2013 workplace and fell, injuring his back. alone and healed without complications. CASE
Seizures are not unanticipated in this study. ||CLOSED
NSOC reported unauthorized removal of Remedial Actions: All data has been returned to
original research patient records by a the facility and secured; RCO provided education
145 09 Mountain | 09/19/2013 clinical trials coordinator. While offsite, the ||to c'oordmat(')r re 'transport of.V'ASI; lockable
Home records were reported never out of cabinet provided in secured clinical space for
employee control and were stored in a research record storage. CASE CLOSED.
locked).
RCO Audit of a low-vision intervention trial ||Remedial Actions: LSI immediately submitted
determined that two study staff at one scopes of practice for the two study personnel for
146 00 VA Ce.ntral H 09/19/2013 study site dic! not have Sc9pes of Practice review and approval by '.che ACOS/R&D. The VA
Office for the duration of a multicenter study of Central IRB did not require any further corrective
interventions to improve functioning with  ||action. CASE CLOSED
low vision.
SMART Audit team found on a randomized ||Remedial Actions: Unauthorized blood samples
controlled double-blinded trial in destroyed; rechecked all sections of consent;
hospitalized Veterans with severe confirmed accuracy of consent by the PI;
147 02 Syracuse H 09/24/2013 community acquired pneumonia that blood |[maintaining logbook to track patient authorization
draws were performed without informed for sample collection. CASE CLOSED
consent on one subject.
NSOC reported that research staff used a Remedial Actions: PO confirmed all 35 research
mail merge from their master list and participants received notification letters; creation
mailed research participants reminder of Ql checklist; Research staff will manually verify
148 06 Durham | 09/26/2013 ||letters to the correct address with incorrect [[subset of names, addresses prior to mailing;
names. provide ample time for staff to recheck their work;
research-wide new staff orientation. CASE
CLOSED.
NSOC reported a VA researcher with dual Remedial Actions: PO, ISO, and RCO reviewed the
appointment was approved to take tissue data in question and determined it met de-
samples from a VA study to the university [|identification standards; no other actions
VA Kansas hospital for analysis. The samples and data ||required. CASE CLOSED
149 || 15 ||city Medical|| 1 |[10/02/2013["°%P ysis. The samples and ¢e quired.
were coded; unknown if truly de-identified.
Center s
The researcher was then emailing the
results unencrypted to his VA email
account.
Facility reported notification from the Remedial Actions: Pl to close Arm A; provide IRB
Central sponsor that treatment Arm A in this high- ||with revised protocol, ICD and other related
150 16 Arkansas H 10/03/2013 risk melanoma study is suspen.ded duetoa [[documents concerning the closure of Study Arm A.
VHS greater number of grade 5 serious adverse
(Little Rock) events than expected. The local facility does
not have any subjects enrolled in Arm A.
NSOC reported that a research investigator [[Remedial actions: Remedial Actions: Pl and
emailed a spreadsheet outside VA to their |[Coordinator fully removed unencrypted email with
151 19 VA§aHLake | 10/08/2013 coor@natorforanaWsszhespreadsheet PHIﬁ0n1thewinaﬂboxgxrequndersentto
City HCS contained research participant full names research staff involved in incident about
and dates of birth. requirements to encrypt PHI; staff reminded about
reporting requirements. CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported that a VA Connecticut Remedial Actions: MAVERIC Server Admin
VA laptop was used to inappropriately access a ||changed passwords; all sensitive data moved to a
152 o1 |lconnecticut | 10/09/2013 VA Boston Healthcare System MAVERIC different server; OIG investigation closed. CASE
HCS research server. The person to whom the CLOSED
laptop is assigned is not involved in
research and was unaware of the event.
NSOC reported a Veteran who was not a Remedial Actions: Veteran sent credit protection
research participant but had the same letter; Pl received additional privacy training; Pl
name as a research participant in a PTSD modified recruitment strategy to focus directly on
06 Durh | 10/09/2013
153 urham /05/ study was contacted and provided with PHI ||recent OEF/OIF, & PTSD clinic visits to obtain
of the study subject. current addresses and not exclusively on the VISN
MIRECC research registry addresses. CASE CLOSED
NSOC reported research protocols and Remedial Actions: OIT staff has correctly
other information were stored on a server ||permissioned the folders; other actions pending.
154 15 St Louis | 10/09/2013 ||without the proper permissions. PHI
included one file with names and last four
of 100 patients.
NSOC reported that a research document Remedial Actions: Office of Executive
sent through US postal service mail and Correspondence informed to forward research
received at the facility was entered into the ||documents to the Pl and not enter into the
05 DC VAMC | 10/10/2013
155 /10/ VA 1Q correspondence tracking system. PHI [[tracking system; contractor to request medical
included the Veteran's name, address, and ||providers to send records by courier service. CASE
surgery information. CLOSED
A participant taking an exclusionary Remedial Actions: Study staff education, review of
medication was enrolled in a multicenter exclusionary medications, confirmation of the
156 00 VA Central H 10/11/2013 study of treatment for depression at one exact method to evaluate use of exclusionary
Office study site. There was no apparent harm to ||medications before & during study participation,
the subject. verification that no other participant was taking
exclusionary medications. CASE CLOSED.
Facility reported an affiliate audit identified [[Remedial Actions: PI submitted a corrective action
the loss of research folders containing two ||plan to prevent future confidentiality breaches;
VA participants' signed informed consent offer credit monitoring to affected subjects. CASE
157 05 Maryland | 10/15/2013 ||forms, HIPAA authorizations, and, possibly, [|CLOSED
HCS information obtained during screening
procedures in a study conducted at the
affiliate.
VA Lon Pl report of failure to obtain HIPAA Remedial Actions: Pending
authorization for one subject enrolled in a
158 | 22 || geach HgS H |[10/16/2013|[authorization f bj lled i
wound healing outcomes study.
The research coordinator for a study site of [[Remedial Actions: The research coordinator
the Million Veteran Program found that a submitted a protocol deviation report to the VA
159 00 VA Central | 10/22/2013 Veteran's original informed consent Central IRB; the patient signed a new ICD and
Office document and HIPAA authorization were HIPAA authorization; education on reporting
missing from the study file. No data breach ||requirements provided to study staff, IRB, and
occurred. R&DC. CASE CLOSED.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported original ICD and HIPAA Remedial Actions: Subject was notified and has
VA Authorization are missing for one subject signed another consent form; this case will be
160 09 Tennessee | 10/23/2013 ||enrolled in the MVP study (CSP). The followed in DSS-0070-626-1 due to occurrence of
Valley HCS missing documents contain the subject's similar incident. CASE CLOSED
name and study ID.
FDC data revealed higher than average rate ||Remedial Actions: Improved tracking of CR
of lapsed studies in continuing review submissions for timeliness by IRB staff; Multiple
(>14%). electronic CR reminders to Pls/study staff w/ new
161 07 Atlanta H 10/25/2013 timeline; Pl education re: CR reviewer
requirements; IRB staff tracking of CR reviewer
assignments; elRB tracking CITI training w/ CR
submissions. CASE CLOSED
VA Central An RCO reported that an incorrect ICD was |[Remedial Actions: Corrected ICD approved by the
162 00 Office H 10/31/2013||used to enroll Veterans in the Million VA Central IRB. CASE CLOSED.
Veterans Program at one study site.
NSOC reported that a folder containing Remedial Actions: Facility IRM adopt Regional
VA Boston research data was deleted from a server OI&T policies; develop detailed SOP for contacting
163 01 Healthcare | 10/31/2013 and could not be retri.eved.. It was ' Pls prior to transferrir?g or archiving research data;
System subsequently determined included PHI in R&D SOP for electronic research data storage;
the form of dates. consult with local Records Manager to determine
if other procedures are required. CASE CLOSED
NSOC reported ICDs containing first, last Remedial Actions: Veteran A returned Veteran B's
name and last 4 SSN for two participants in ||ICF; the envelope containing Veteran A's ICF was
a VA tinnitus research study were returned to the VA unopened; HIPAA notification
164 20 Portland | 11/05/2013 inadvertently placed in the incorrect letter being prepared for Veteran B; checklist for
VAMC mailers. Veteran A notified the team of the ||ICF mailings was submitted for review.
occurrence & will mail back the form.
Veteran B will return the envelope
unopened upon receipt.
NSOC reported transmission of an Remedial Actions: Email recipients instructed to
unencrypted email from an affiliate to a VA ||permanently delete the message; reminder sent to
VA Salt Lake research coordinator requesting that a properly encrypt sensitive messages; other actions
165 19 City HCS | 11/07/2013 ||previous VA research participant be pending.
contacted for another affiliate study. PHI
included name, affiliate medical record
number and imaging date.
NSOC reported a research study Remedial Actions: Pl and study coordinator
VA North coordinator obtained informed consent but |[education on consenting procedures including
Florida/ overlooked the HIPAA authorization HIPAA authorizations; Pl to educate study staff;
166 08 South H 11/13/2013 ||required with the study protocol. data collection or disclosures on hold until
Georgia HCS authorizations signed; authorization obtained
from one subject; Pl to conduct weekly enrollment
audits.
New Mexico NSOC reported several missing laptops and [[Remedial Actions: Pending
167 18 VA HCS | 11/20/2013 |[computers belonging to the research
service. Further details pending.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported that a non-profit laptop Remedial Actions: No actions required after
used by a VA researcher was missing and determination that no PHI was contained on the
VA Western was subsequently located after a facility laptop. CASE CLOWSED
168 02 New York | 11/21/2013||search was conducted. The hard drive was
HCS removed because the laptop was too old to
be encrypted. Facility verified PHI was not
contained on the laptop.
DSMB identified safety concerns in an Remedial Actions: Pending
advanced liver cancer study (potential
. imbalance in treatment-related deaths
169 23 lowa City H 11/21/2013 between the two study arms) and
suspended enrollment. Facility had enrolled
two subjects into this trial.
Special Review of VA Institute of Medicine |[Conclusion: The AFHS-ARP and the VOA study are
VA Central (IOM) Air Force Health Study Assets entirely independent activities, and there is no
170 00 Office H 11/22/2013 ||Research Program (AFHS-ARP) for possible |[apparent opportunity for either to compromise
overlap with the IOM Veterans and Agent  |[the independence or legitimacy of the other.
Orange study(VAO).
Facility reported the affiliate IRB suspended ||Remedial Actions: Sponsor amending the protocol
171 11 Indianapolis H 11/22/2013 th|§ multlplc.s myeloma treatment study due |[to a lesser drug dose, IRB suspen(.ied study until
to increase in the frequency of amendment presented to Committee.
myelosuppressive adverse events.
Facility reported PHI from 2,349 Veteran Remedial Actions: RCO conducted for-cause audit;
subjects enrolled across 25 VA medical Pl to attest all research records have been secured
centers in 2 lung disease studies was found |[or submitted to Research for storage; R&D to
172 16 Little Rock | 11/25/2013 ||during EOC rounds in an unlocked cabinet in||develop action plan to ensure all research records
an unlocked room. Upon discovery, records |(have been secured.
were immediately secured by the Research
Administration.
Facility reported that 27 ICDs for a were not ||[Remedial Actions: The Pl submitted all twenty-
scanned into CPRS within 2 business days as [[seven ICDs and HIPAAs for scanning on October
173 08 San Juan H 11/26/2013 ||required by site SOP (study of blood glucose ||28, 2013; in addition, re-training of the research
after facet joint, epidural and trigger point |[team was indicated and must be completed within
injections). 2 weeks of receipt of the IRB letter.
NSOC reported that research data on 65 Remedial Actions: Must ensure process of
subjects in spreadsheet format had not requesting network folder to store data and
been moved from an email mailbox to a subsequent storage of data; other actions
. network drive and was inadvertently pending.
174 16 Little Rock ! 11/26/2013 deleted when a Research Co-Investigator
left the VA. The report stated no privacy
violation occurred. The study is being
administratively closed.
NSOC reported inadvertent transmission of [[Remedial Actions: PO received confirmation all
an internal unencrypted email to an copies of the email were deleted from Outlook;
Phoenix VA incorrect recipient with a payment voucher ||research staff trained to encrypt emails with
175 18 HCS | 11/26/2013 ||attachment containing name and last four ||payment voucher attachments; Research Service
SSN of up to 38 research participants. wide dissemination of Federal Record and
retention educational materials provided by
Records Manager. CASE CLOSED
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
DSMB notified facility to suspend Remedial Actions: Pending
enrollment in this advanced liver cancer
study due to safety concerns (potential
176 23 [|[Minneapolis H 11/26/2013||limbalance in treatment-related deaths
between the two study arms). Two subjects
had been enrolled at facility but previously
withdrawn due to disease progression).
VA NSOC reported that labels were printed Remedial Actions: Research staff advised to
. incorrectly for a research mailing. The labels||perform QA review when preparing mailing labels.
1 04 Plttljl::l;rgh : 11/27/2013 contained the correct address but incorrect |[CASE CLOSED
name. No other PHI or Pl was involved.
NSOC reported a patient complained to the [[Remedial Actions: Facility clarified this was not a
VA Patient Advocate Office that a post card research related incident and was specific to a MS
was received with first and last name, Center of Excellence educational event regarding
05 Maryland | 12/02/2013 !
178 al_ri\(/:ism 102/ address and diagnosis (multiple sclerosis). ||telemedicine. CASE CLOSED
Issue brief provided to the VISN by
Research.
NSOC reported transmission of an Remedial Actions: Sender has confirmed that all
unencrypted email containing names and recipients including the affiliate email completely
179 06 Durham | 12/03/2013 last four SSNs to study team members. All deleted the email or it was successfully recalled;
members except one were located Research Service wide Information Security and
internally at the VA and one recipient was ||Privacy training(Town Hall style); specific research
located at the affiliate. coordinator retrained by Pl and PO. CASE CLOSED
VA New NSOC reported a folder containing 25 Remedial Actions: Letters offering credit
research consent forms went missing. The ||protection services for 25 Veterans; other actions
180 03 YorkHHCaSrbor ! 12/04/2013 forms contained the subject's full name and |[pending.
full SSN.
NSOC reported a missing desktop computer ||[Remedial Actions: Immediate inventory of al
used for research. The last known inventory ||research equipment, secure storage of computers
181 12 Milwaukee | 12/05/2013 ||date was Dec 2012. A second search was with PIl or PHI stored securely if not in use; tag VA
unsuccessful and research personnel had no||equipment more clearly; other actions pending.
information about its current location.
NSOC reported that facility research Remedial Actions: Inventory completed in
VA Western department cannot find two desktop research building; frequency of inventories will be
182 02 New York | 12/06/2013 computers assigned to their inventory list. |[increased; Research Department Staff reeducated
HES Investigation underway to determine if PHI [[on importance of safeguarding equipment and
was involved. reporting lost IT equipment in a timely manner; no
PHI based upon facility investigation. CASE CLOSED
VA North NSOC reported an unencrypted research Remedial Actions: Pending
Florida/ laptop provided by a study sponsor was
missing from a locked room that was only
183 08 South | 12/10/2013 ||missing f locked h
Georaia HCS accessible by electronic key. The report
g stated the only PIl on the laptop was DOB.
NSOC reported ICDs and HIPAA Remedial Actions: Pending
authorizations were missing for two
VA Central
184 00 entra | 12/11/2013 ||participants at one site of the Million
Office
Veteran Program study. A search for the
documents is ongoing.
4% VA Defining
EXCELLENCE
o“R.'o E?HE in the 21st Century

000243

~A42 "~




TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||/Focus|| Date Issue of Noncompliance Remedial Actions
VA NSOC reported ICDs and HIPAA Remedial Actions: Pending
authorizations were missing for two MVP
185 09 ;r/iﬂzessgg ! 12/11/2013 participants. A search for the documents is
v ongoing at this time.
CIRB reported that an expired coronary Remedial Actions: Patient advised of the event
186 00 VA Central H 12/13/2013 stent was implanted in a study participant |[and is stable in clinical follow-up 18 months after
Office at one study site. The patient does not the event;; other actions pending.
appear to have been harmed.
CIRB reported that he study coordinator at ||Remedial Actions: Consent invalidated, study
one site of a multicenter study of tests for |[coordinator received additional training, CSP
187 00 VA Central H 12/13/2013 detection of colon cancer consented a Coordinating Center verified no other participating
Office participant 30 minutes after the participant ||site was using this type of invalid consent process.
had received medications that could impair
decision making.
CIRB reported that the overall Pl for a Remedial Actions: Participating sites notified of
multicenter study of tests for detection of ||issue; study team developing a report to identify
VA Central colon cancer found there was no protocol pending test kits requiring follow-up; other actions
188 00 R H 12/13/2013 ||procedure for follow-up to ensure subjects ||pending.
Office
received and returned test kits, resulting in
delay in the diagnosis of cancer in one
patient and the risk of delay for others
The VA Central IRB determined that an SAE |[Remedial Actions: Pending
occurring in a multi-center study of
treatment for depression was possibly
VA Central related to the research. A participant
189 00 Office H 12/13/2013 experienced weakness, lightheadedness,
fainting, heaviness in the chest and
tingling/numbness in the extremities due to
hyperventilation.
The VA Central IRB found numerous Remedial Actions: Local study coordinator relieved
VA Central instances of insufficient and inadequate of her position; Regulatory Audit by local RCO and
190 00 ] H 12/13/2013 |[study documentation in the conduct of a site visit by National Study Team.
Office
multicenter study of treatment for high
blood pressure at one study site.
NSOC reported that research PHI Remedial Actions: PO recommended retraining Pl
(participants' initials) was shared with a and study team on handling and safeguarding PHI
191 05 bCVAMC H 12/13/2013 non-VA facility (affiliate) on a study on during research, and attend upcoming research
palliative care in people living with AIDS compliance education seminar.
NSOC reported a research participant failed [[Remedial Actions: Postage-paid mailer sent to
to return two devices used for smoking participant without a response; Research
cessation, despite promises to return the participant returned devices after phone calls; no
urham evices. No identifiers are contained on 0SS 0 ; facility revise ticket.
192 || o6 Durh I ||12/17/2013 [|devices. No identifi ined | f PHI; facili ised NSOC ticket. CASE
either device; PHI on the encrypted android ||CLOSED
phone consists of facial image (subjects are
instructed to record only profile images).
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE
llcase|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
NSOC reported that a patient was Remedial Actions: Modification to the RCO?s
consented to perform exams to determine ||initial reporting, to include the PO. Education to
N eligibility criteria to participate in the the Pl to disseminate understanding that a HIPAA
08 M H 12/17/2013
193 fami /17 research study; however, HIPAA waiver for initial screening does not apply when
authorization was not obtained. actively conducting research thru interventions.
CASE CLOSED.
NSOC reported a case of noncompliance Remedial Actions: Immediate removal of data.
where a study coordinator entered Veteran ||[CASE CLOSED
194 08 Tampa H ||12/17/2013 ||research participant full name into a study's
sponsor database. Only Date of Birth (DOB)
as identifier was allowed.
NSOC reported a document containing PHI [[Remedial Actions: Facility clarified this document
(full name and full SSN) was found was not related to a research participant.
195 08 san Juan : 12/18/2013 unattended on a research service copier Reporting to ORO therefore not required. CASE
machine located in a secure room. CLOSED
Facility provided study information to an Remedial Actions: IRB determined that the
196 16 Houston H 12/18/2013 ||individual who no longer held a VA noncompliance was not serious or continuing.
appointment.
NSOC reported an accidental erasure of Remedial Actions: Pending
research data. A database server that
VA Boston maintains survey responses was
197 01 Healthcare | 12/19/2013 ||erroneously decommissioned and the
System server backup could not be restored. In
addition, facility did not report to ORO
according to required timelines.
VA North NSOC reported that two unencrypted Remedial Actions: Pending
Florida/ laptops used for VA research were not
198 08 South : 12/20/2013 accounted for during an inventory
Georgia HCS assessment.
Facility reported that a DSMB report Remedial Actions: Facility to provide DSMB
suspended enrollment of a melanoma study |[summary and reported timeframes of the event;
199 || 12 NE Hines H 12/20/2013 |[arm due to an unusually high number of study team submitted amendment; IRB approved
Grade 5 toxicities. No enrollment had yet amendment.
occurred at the facility.
CIRB-managed unanticipated problem Remedial Actions: Review of processes that will
VA Puget consisting of some participants in a identify pending kit orders in real-time allowing
20 H 12/23/2013
200 Sound HCS 123/ colorectal screening study not receiving or |[lab personnel to address issues preventing kits
not returning test kits. from being mailed.
NSOC reported an unsealed envelope with [[Remedial Actions: Pending
ICD, HIPAA authorization, and picture/voice
Portland consent for one Veteran was left over the
201 20 VAMC | 12/24/2013 ||weekend in a hallway box in a non-public
non-access controlled area. Documents
contained full name, last 4 SSN. Risk of
exposure low.
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TABLE 2A. REMOTE REVIEWS OF EXTERNALLY IDENTIFIED NONCOMPLIANCE

llcase|| VISN || Facility |[Focus|| Date Issue of Noncompliance Remedial Actions
VA North NSOC reported that Veteran A received Remedial Actions: Veteran B will be sent a HIPAA
Florida/ Veteran B's research study related notification letter; pending.
202 08 South : 12/26/2013 information thus disclosing Veteran B's PHI.
Georgia HCS
NSOC reported one un-redacted page of Remedial Actions: Pending
VA Loma data was inadvertently sent to a research
203 || 22 Linda HS | 12/31/2013||sponsor. Investigation underway to
determine the data that may have been
compromised.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

The Director of each VA research facility is required to report promptly to ORO any serious or continuing noncompliance in the
facility’s research program. ORO requires that the facility develop an acceptable remediation plan and monitors implementation
of the plan until remediation is complete.

Summary

= Cases Continuing from Previous Calendar Year

New Cases — January 1 through March 31

New Cases — April 1 through June 30

New Cases — July 1 through September 30

New Cases — October 1 through December 31

Total New Cases in Calendar Year

= Total Cases (Continuing Plus New) in Calendar Year

* Includes 7 cases from Third Quarter Report

TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
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|[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions

Facility reported IACUC did not have Remedial Actions: Appointing nonscientist to
nonscientist member Oct/Nov 2006; IACUC; re-review of affected protocols; correcting
HVAC deficiencies were not corrected in [[HVAC problems; and completing IACUC member

! 07 Augusta A 03/03/2008 a timely manner, and IACUC members training. CASE CLOSED.
had not completed all training
requirements.
Facility reported an unanticipated Remedial Actions: Study medications are now
problem with inpatient pharmacy stored in the research pharmacy refrigerator; temp
vaccine refrigerator (temps too high); monitored manually -daily; Facility Management

E 05 DCVAMC H 03/11/2011 Study meds from 2 studies were stored ||Service formed Integrated Project Team (IPT)
there; sponsor instructed Pl to destroy meeting weekly. CASE CLOSED.
meds
Research Service Line review of e-IRB Remedial Actions: Administrative hold placed on
database found Pl of an orthopedic study; Pl to submit protocol to R&DC for review and
registry study started study without approval before resuming research procedures;
submitting for R&DC review; failed to credit monitoring offers to Veterans; protocol

3 16 Houston P 03/21/2012 obtain a valid HIPAA authorization from ||amendment; ensure all VA research is conducted in
55 Veteran participants; employed a accordance with VHA 1200.05. CASE CLOSED.
non-VA coordinator to enroll Veterans;
sent data to a non-VA institution
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|[ VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported two cardiac studies had ||[Remedial Actions: ICD revisions; include adequate
VA Salt Lake been suspended to new enroliment placebo justification in IRB application; affiliate IRB
4 19 City HCS H 05/16/2012 ||pending approval of the Corrective must accept the PI's response/completion of the
¥ Action Plan required due to Pl's previous ||corrective action; issue start date of a 1-year
SNC. improvement plan. CASE CLOSED.
Facility reported unauthorized disclosure [[Remedial Actions: Suspend enrollment for new
to affiliate of identifiable information subjects; amendment revisions regarding
(date of visit for study tests not indicated ||disclosure; study staff training; ICF and HIPAA
S| 07 || Atlanta H o || 05/19/2002 | "o an) of 104 subjects, for multi-site ||revisions. CASE CLOSED.
study HIV associated Emphysema; VA
approved study, NIH funded.
VA New Facility reported disclosure of PHI of ten |[Remedial Actions: Study coordinator educated and
research subjects without a HIPAA design problems corrected; data from involved
6 03 YorkHHCe;rbor H 07/11/2012 authorization on a systolic blood participants permanently deleted from the
pressure intervention trial. database. CASE CLOSED.
VA Facility reported a chemical spill Remedial Actions: Clean-up of spill; chemical waste
ennessee involving the research area. removed to the waste storage facility.
7 09 T S 07/13/2012 ||involving th h d to th facility. CASE CLOSED
Valley HCS
Facility reported in a Gulf War Veteran Remedial Actions: Pl is removing the urine sample
8 12 Madison H 08/13/2012 brain imaging study the results of urine ||results from CPRS. CASE CLOSED
drug screenings for 65 subjects were
mistakenly entered into CPRS.
Facility reported that PO detected Remedial Actions: Pl and medical student counseled
unapproved research (during and education conducted, Pl's studies suspended. Pl
VA Western Environment of Care Rounds) and suspended from conducting research for 3 year
9 02 New York H 08/23/2012 unauthorized use of PHI by two medical ||period; Pl intensive re-education curriculum
HES students. The students were collecting completed; Pl to serve on IRB to gain experience.
data from CPRS for an unapproved CASE CLOSED.
research study of Clostridium Difficile
Infection in the Intensive Care Unit.
Facility report describes pervasive non- ||Remedial Actions: All PI's studies suspended to new
VA Boston compliance with a specific Pl who is enrollment until remedial actions addressed; Pl and
10 o1 Healthcare H 08/27/2012 responsible for 8 active studies in the study staff education; Mock Informed Consent
System area of behavioral health. Non- training; Pl assurance of adequate time/resources
4 compliance includes informed consent to properly run 8 studies; identify person with
issues. secondary responsibility to assist PI. CASE CLOSED.
Facility reported Pl conducted research ||Remedial Actions: Pl instructed to cease all research
without R&DC approval and submitted a ||activities; Administrative Hold to be continued until
manuscript for publication using the all required documentation is completed, reviewed
research. This retrospective study by relevant committees and Pl is notified of
1 16 Houston H 09/17/2012 involving 35 patients aimed at helping approval to initiate research. CASE CLOSED.
elucidate the efficacy of the posterior
surgical approach using several objective
and subjective criteria.
Facility reported the duplicate Remedial Actions: Develop corrective action plan;
Phoenix VA enrollment of an individual in an online  |[provide re-training of proper consenting
12 18 HES H 09/24/2012 |(|medical record to Reduce Limb procedures; implement monitoring of consent
Amputations in Persons with Diabetes process. CASE CLOSED.
study.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|[ VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported unauthorized access Remedial Actions: Notification of MCD; VA Police
VA Lon into a BSL-3 Laboratory service investigation; Review of access records;

13 22 Beach HgS S 10/01/2012 Research Security Subcommittee review; training
regarding access to research building; follow-up
with employee health. CASE CLOSED.

Facility reported non-compliance Remedial Actions: Re-consent 5 subjects; Submit
involving conducting research without amendment to increase size; Education from IRB
current IRB approval. The study is an and RCO provided to PI; Pl must submit a mentor to

14 16 Jackson H 10/05/2012 evidence-based pilot project related to a ||IRB for approval. CASE CLOSED.

Resource Care Map for Rural Elderly
Caregivers.
Facility reported data collection in a Remedial Actions: Procedural training for PI/LSI on

15 10 Cleveland H 10/11/2012 ||colonoscopy study was initiated prior to ||requirement for RDC approval prior to data pull.

RDC approval. Remedial actions completed. CASE CLOSED.
Facility reported the R&DC inadvertently ||[Remedial Actions: Study reviewed at next R&DC
closed an aortic tissue analysis study that ||meeting; Acting RCO performed regulatory
16 07 Charleston R 10/18/2012 ||remained open with the Affiliate IRB. compliance audit of study prior to next R&DC
meeting; plan to cross-reference close-out
procedures between IRB and R&DC. CASE CLOSED
Facility reported serious continuing Remedial Actions: Pl training; report filed with FDA;
noncompliance re: PET scan study for Clinical trials audit to be conducted; Pl and study
PTSD (closed to enrollment). Pl did not team training completed before new submissions
17 07 Atlanta H 11/01/2012 ||inform IRB and R&DC of IND for [0]15; accepted. All actions completed. CASE CLOSED
did not submit annual reports to FDA;
and did not submit project to FDA as
amendment to IND.
Facility reported serious continuing Remedial Actions: Pl training; report filed with FDA;
noncompliance re: PET scan study for Clinical trials audit to be conducted; Pl and study
PTSD prevention in Iraqgi Veterans (closed|[team training completed before new submissions
to enrollment). Pl did not inform IRB and ||accepted. All actions completed. CASE CLOSED.
18 07 Atlanta H 11/01/2012 R&DC of IND for [0]15; did not submit
annual reports to FDA; and did not
submit project to FDA as amendment to
IND.
Facility reported serious continuing Remedial Actions: Pl training; report filed with FDA;
noncompliance re: PET scan study of Clinical trials audit to be conducted; Pl and study
memory and hippocampus in twins w/ team training completed before new submissions
PTSD (closed to enrollment). PI did not  [[accepted. All actions completed. CASE CLOSED.

19 07 | Adanta || H | 11/01/2012 ||, £ Irg and R&DC of IND for [0]15;
did not submit annual reports to FDA;
and did not submit project to FDA as
amendment to IND.
Facility reported IRB suspended Pharma- ||[Remedial Actions: Study suspension; IRB audit of
sponsored atrial fibrillation study of DU- ||documentation; report to FDA, OHRP and Sponsor;
176b Versus Warfarin. Suspension due to ||hiring of new study coordinator; improved PI

20 04 Clarksburg H 11/05/2012 documentation backlog related to staff ||supervision. CASE CLOSED.

turnovers (sponsor monitors and facility
coordinators).
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported that a new Pl over- Remedial Actions: PI to submit amendment for
VA enrolled subjects into a health Outcomes ||additional subjects; Pl and staff to obtain continuing
21 01 |lconnecticut H 11/07/2012 study for Veterans receiving mental education; data not to be used from the 8 subjects
HCS health care services. Pl subsequently enrolled after cease enrollment notification. CASE
enrolled eight additional subjects after ||CLOSED
being notified to cease enrollment.
Facility reported noncompliance for an Remedial Actions: Study presentation withdrawn
unfunded protocol involving the analysis [[from medical conference; all research activities and
29 1 Ann Arbor H 11/09/2012 of dietary labeling of oral chemotherapy ||the unapproved sub-study stopped; cannot use
HCS prescriptions. The PI modified the database for any research. Suspension lifted, Pl RAP
approved study and added a sub-study ||completed; education of Pl/staff on conducting VA
that did not receive IRB or RDC approval. ||research. Remedial actions complete. CASE CLOSED.
Facility reported that enroliment on a Remedial Actions: Enrollment temporarily stopped
CSP study (A Point of Care at participating sites; revisions were made to CPRS
Randomization Study Comparing Insulin ||screens to mitigate similar problems in future. CASE
. Administered Using a Sliding Scale versus ||CLOSED.
23 o1 Providence H 11/16/2012 a Weight Based Basal-Bolus Regimen)
has been temporarily stopped by the
coordinating site due to unanticipated
problem related to delayed insulin order.
P1 of CSP 565(Combination Angiotensin ||[Remedial Actions: Detention authorities must be
Receptor Blocker and Angiotensin contacted to discontinue incarcerated subject from
Converting Enzyme Inhibitor for continuing study drugs. CASE CLOSED.
VA Loma Treatment of Diabetic Nephropathy - VA
24 22 Linda HS H 11/16/2012 Nephron-D study) failed to report
incarceration of subject. CSP later halted
Protocol 565 due to high potassium
levels and acute kidney function changes.
Facility reported three full-time VA staff ||[Remedial Actions: Remove VA personnel from
incorrectly listed as study staff on three ||affiliate university protocol rosters. CASE CLOSED
. affiliate university ophthalmologic
25 23 lowa City H 11/21/2012 studies; one VA staff consented two
university subjects without
authorization.
Facility report of two Traumatic Brain Remedial Actions: Pl and study staff education.
VA Boston Injury and Stress Disorder studies that Study amendment submitted and approved. Self-
26 01 Healthcare H 11/29/2012 ||recruited participants whose age audits with IRB reporting required. CASE CLOSED.
System exceeded the parameters in the eligibility
criteria.
Facility reported research conducted Remedial Actions: The Pl is obtaining the HIPAA
without obtaining HIPAA Authorizations |[Authorizations before initiating the chart review
27 08 Tampa H 11/29/2012 ||on 80 participants in a homeless index phase of the study in which data is collected. Pl self-
study based on interviews. reported this incident. OHRP was notified. CASE
CLOSED,
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|[ VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported serious programmatic  ||[Remedial Actions: Human Resources and Research
noncompliance of 75 WOC appointments [[|Service are reviewed WOC appointments for
28 09 Memnphis H 11/30/2012 have expired; 13 other's status is accuracy; Research service to store Excel list on
P unknown; 3 appointments have been secure, shared, folder so human resources can help
expired for more than 2 years. maintain accurate WOC records; Remedial actions
complete, CASE CLOSED.
Facility reported release of a partial Remedial Actions: Recovery of disclosed
Phoenix VA recruitment list of subjects who failed information. CASE CLOSED.
29 18 HES H 12/04/2012 ||pre-screening without consent or HIPAA
authorization in a diabetic foot ulcer
study.
Facility reported that the IRB failed to Remedial Actions: Internal audits of all SAE and UAP
report that the Pl had failed to report a [|reports; global reminder to investigators detailing
VA SAE within three days of becoming aware||steps to be followed when submitting SAE and UAP
. of the SAE. The study is a Phase IlI reports. CASE CLOSED
30 04 Plttljtg;rgh H 12/06/2012 Randomized Trial of Chemotherapy with
or without Bevacizumab in Patients with
recurring or Metastatic Head and Neck
Cancer.
VA Western Facility reported unanticipated problem ||[Remedial Actions: Subjects contacted via certified
31 02 New York H 12/11/2012 related to safety in a CSP treatment letter; Study close-out procedures underway at
HES study of kidney function in diabetic facility. Study medications returned to the VA. CASE
patients. CLOSED.
Facility reported a UPR in a study of Remedial Actions: Randomization list updated for
veterans with mild TBI and/or PTSD two of the three treatment arms, technical check
funded by US Army Medical Research developed to ensure randomization and
32 01 White River H 12/17/2012 and Materiel Command. Randomization ||dispensation match; Pl education provided
Junction occurred correctly but dispensation was ||regarding reporting responsibilities. CASE CLOSED.
incorrect (due to technical problem) for 2
of 3 study treatment arms. No AEs
occurred that required unblinding.
Facility reported possible unapproved Remedial Actions: IACUC investigation; suspension
San procedures (skin biopsies) in mice. of animal privileges for research staff member(s)
33 21 Francisco A 12/17/2012 involved; counseling, training and mentoring for
VAMC research staff; development of written SOP. CASE
CLOSED.
Central Facility reported IRB suspended this Remedial Actions: Pl to complete VA-required
Arkansas investigator initiated retrospective chart ||research training on schedule as required. CASE
34 16 VHS (Little H 12/18/2012 ||review study on anti-diabetic agents and [|{CLOSED.
Rock) colorectal cancer. Suspension was due to
repeated lapses in IRB approval.
Facility reported noncompliance was Remedial Actions: Explanation of late reporting and
Central discovered during an audit of a a plan to prevent future occurrences. CASE CLOSED.
Arkansas previously reported noncompliance
35 16 VHS (Little H 12/19/2012 event. A death, determined to be NOT
Rock) related, was not reported in a timely
manner.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported that the affiliate Remedial actions: Pl to provide missing documents
suspended a protocol after it found that ||and responses to IRB. CASE CLOSED.
the protocol file was not current as it
36 16 Houston H 12/20/2012 ||applies to IND and FDA documentation.
The study measures changes in
Dopamine when Modafinil is used as a
Treatment for Cocaine Dependence.
VA Central Facility reported 19 subjects enrolled in a [[Remedial Actions: Pay remaining study subjects;
37 2 California H 12/20/2012 cardiac study were not paid for Develop policy instructing Pls how to obtain funds
HCS participating as stipulated in the ICD, to pay study subjects; Update ICD to include subject
constituting continuing noncompliance. ||withdrawal information. CASE CLOSED.
Facility reported controlled substance Remedial Actions: SRS and IACUC review; return
evelan etamine cocktail) inventory controlled substance cocktail to Pharmacy Services.
38 10 Cleveland A 12/26/2012 ||(k i ktail) i lled sub ktail to Ph Servi
discrepancy. CASE CLOSED.
Facility reported survey participants Remedial Actions: Enrollment suspended; Pl provide
VA were able to review survey responses on ||and demonstrate a secure method to collect survey
39 04 pittsbureh H 12/28/2012 a Share Point that was supposed to be data; Either remove free text field from survey or
HCS g accessed by study investigators only on a ||provide compelling justification for keeping the free
study of the problem of bullying in text field. CASE CLOSED.
healthcare.
Facility reported a local Pl voluntarily Remedial Actions: Enrollment suspended; PI will
40 17 VA North H 12/28/2012 suspended enrollment of a vein graft maintain all active subjects on the study medication
Texas HCS study due to safety/efficacy concerns, pending reviews; other actions pending. CASE
pending review by DSMB and IRB. CLOSED.
San Facility reported protocol suspension Remedial Actions: IACUC review and protocol
M 21 Francisco A 12/28/2012 due to unapproved procedures suspension. CASE CLOSED.
VAMC (implantation of mini osmotic pumps) in
mice.
Affiliated HRPO audited a Merit-awarded ||Suspended study to new enrollment, other actions
VA blinded controlled trial involving diet and [[pending. CASE CLOSED.
42 05 Marvland H 01/04/2013 physical activity to improve mobility and
H\(/ZS diabetic neuropathy outcome measures.
IRB suspended enrollment based on
findings and PI's inadequate CAP
Facility reported a PTSD study was placed||Remedial Actions: New enrollment halted;
on Administrative Hold due to Coordinating Center for the study performed audit
White River medication dosage errors. on kit assignment and randomization assignment
43 o1 Junction H 01/08/2013 and found them to be correct. Audit is planned of
the kit manufacturer. Additional layer of checks
institutes post randomization. CASE CLOSED.
Facility reported apparent Remedial Actions: Pl will try to re-consent and
VA noncompliance of obtaining consents obtain new HIPAA Authorizations; if so, will use
44 01 Connecticut H 01/09/2013 ||and HIPAA Authorizations on incorrect data, if not, will not use data. CASE CLOSED.
HCS forms (4 of 5 subjects) on an innate
immune mechanisms COPD study
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported that an honest broker ||Remedial Actions: R&DC unanimously concluded
. provided access to full data set to Pl, Co-I|[that closing this retrospective data study would
45 o7 Columbia H 01/15/2013 in a pilot study of renal disease cause no harm to subjects. Study closed. CASE
progression. CLOSED
W.G. (Bill) Facility report a missing consent form for [[Remedial Actions: CIRB required subject to be
46 06 Hefne.r VA H 01/16/2013 o.ne subjt?ct ina schlzo.phrenla.and . withdrawn; data not used. CASE CLOSED
Medical bipolar disorder genetic questionnaire
Center study.
NSOC report received that noted the IRB ||[CASE CLOSED (combined with Central Arkansas VHS
discovered a privacy violation regarding ||(Little Rock) 01/22/2012 — HIPAA below).
Central recruitment. The facility does not know
Arkansas how many Veteran records were
4 16 VHS (Little H 01/17/2013 accessed, nor how many Veterans' PHI
Rock) was collected/used. Also, the language of
the combined consent did not have all
required elements.
Facility reported PlIs not reporting SAEs  [|[Remedial Actions: Conduct another internal audit of
VA and UAPs to IRB1 within reporting submitted SAEs and UAPs; Re-evaluate current non-
48 04 Pittsburgh H 01/19/2013 thnehne,anQIRBl notrgporﬂngthe conwpﬁancerepgrqng Poﬁdes,procedures,énd
HeS apparent serious or continuing non- practices to minimize risk of delayed reporting;
compliance to IRB2. Internal audit Written reminders to Pls regarding reporting
identified 40 such instances. timelines. CASE CLOSED.
Facility reported that their Clinical Trials [[Remedial Actions: A QA reviewer position has been
Center (CTC) failed to report SAEs and created for timely review of reportable events; Pls
VA UAPs involving risks to subjects or others ||will receive written reminders from IRB of reporting
49 04 Pittsburgh H 01/19/2013 ||within required timeframe. Internal audit||requirements; Human Research Protection
HCS conducted by CTC identified 21 such Workgroup to re-evaluate current adverse events
instances. and unanticipated problems reporting policies CASE
CLOSED.
Facility reported that a Pl initiated Remedial Actions: Pl immediately ceased data
research without R&DC or IRB approval. [[collection; research employee was counseled;
The Pl had submitted a request for Initial |[statement added to research website and forms
50 16 Jackson H 01/22/2013 |[Review of the study and subsequently portal that study initiation could not begin until
began data collection based upon a written ACOS notification of approval; Pl to sign
research employee's email that chart statement of understanding of submission/approval
review could begin. process. CASE CLOSED.
Facility reported that a subject was Remedial Actions: Study medication was
hospitalized for hypertensive crisis, discontinued during in-patient treatment, and not
Central L o .
Arkansas which is not an expected adverse event ||reinitiated. The subject recovered and was
51 16 VHS H 01/22/2013 ||as a participant in this study. The IRB discharged. CASE CLOSED.
(Little Rock) reviewer determined that participation
in the study and treatment with Losartan
may have led to increased risk.
Central Facility reported that HIPAA Remedial actions: Regulatory audit will be
52 16 Arkansas H 01/22/2013 authorization or. \{vaiver Fould not be co.nducted; IRB sus.pendec.j all research activity in
VHS located for participants in a mental this protocol pending audit results; protocol to be
(Little Rock) health medication adherence study. re-reviewed. CASE CLOSED.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
llcase|| VISN || Facility |[Focus Date Issue of Noncompliance Remedial Actions
Facility reported that an investigator Remedial Actions: The data have been removed
VA Palo Alto conducting a QA review of records in an ||from the database and will not be analyzed,
53 21 HCS H 01/22/2013 ([imaging study of discarded prostate disclosed, or used for research purposes. CASE
tissue identified that 2 subjects signed CLOSED.
ICDs but not HIPAA authorizations.
Facility reported 11 human subject Remedial Actions: Affiliate IRP was reminded that
studies conducted by the same PI had only designated IRBs may take action on VA
VA San been suspended after an anonymous protocols; suspension lifted. CASE CLOSED.
54 22 ) H 01/22/2013 ||allegation of research impropriety
Diego HS X X . X
involving 1 of his human subjects
protocol (age-related macular
degeneration).
Facility reported an apparent Remedial Actions: Overall Pl issued an
unanticipated problem involving risks to [|"administrative hold" at all six study sites in this trial
VA San participants or others due to a dosage until the root cause of the dosage error was
55 22 Diego HS H 01/22/2013 ||error. Dosage was not titrated up at the ||identified and eliminated. CASE CLOSED.
g correct visit as per the protocol. This is a
cognitive symptoms treatment trial for
patients with TBI and/or PTSD.
Facility reported the IRB's determination ||Remedial Actions: Pl provided a RAP to prevent this
of serious and continuing noncompliance ||type of noncompliance from reoccurring. CASE
Phoenix VA in a human studies protocol involving CLOSED
56 18 HCS H 01/23/2013 diabetic treatment of skin ulcers when
an SAE was not reported within the
required timelines.
Facility reported a significant deficiency ||Remedial Actions: Space heaters in animal rooms to
VA New involving temperature and humidity in control temperature; plan to check and replace
S7 03 Jersey HCS A 01/24/2013 the VMU. control units and valves for the various HVAC units
within VMU. CASE CLOSED.
Facility reported a fire in the animal Remedial Actions: Evacuation of animals;
58 05 DCVAMC A 01/24/2013 research facility. notification of Pl's. CASE CLOSED.
Facility reported a noncompliance Remedial Actions: Training of individual involved
59 23 lowa City A 01/25/2013 ||related to euthanasia procedures in and other lab members. CASE CLOSED.
mice.
Facility reported that the IRB suspended |[Remedial Actions: The Pl submitted a conflict of
enrollment in a study regarding: interest management plan to the IRB, R&DC and
"Measuring upper limb prosthetic device [[OGC. The determination by OGC was that there is
60 08 Tampa H 01/29/2013 ||usage for grasp and non-manipulative no apparent COlI situation and that a COI plan is not
tasks" due to finding during continuing required at this time. CASE CLOSED.
review that the PI did not disclose a
financial conflict of interest.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported possible data breach Remedial Actions: Investigations revealed no cause
related to former employee. for legal action; facility to ensure that permissions
Investigations conducted by facility for electronic folder access are set properly to
Police, ISO and the VA OIG found that authorized individuals only. CASE CLOSED
61 10 Cincinnati | 01/29/2013 |[the employee did access files without
authorization but these files were not
research-related, did not leave the
secure VA server and no data breach
occurred.
Facility RCO reported that the affiliate Remedial Actions: develop a MOU with Central
IRB was not providing draft IRB minutes ||Arkansas VHS to utilize their IRB instead of Jackson's
62 16 Fayetteville H 01/29/2013 ||within 3 weeks as required. VAMC; Central Arkansas VHS' IRB uses IRBNet,
which will make draft minutes available in three
weeks. CASE CLOSED.
Facility reported a lapsed IRB approval of ||Remedial Action: IRB Chair contacted the Pl to
an ear, nose, and throat consults study; ||address immediate plans to resolve this lapse. CASE
63 23 ||Minneapolis H 02/01/2013 |[citing serious noncompliance because it ||CLOSED.
represents a persistent failure to adhere
to the policies that govern VA research.
Facility reported that the IACUC did not ||Remedial Actions: Use the checklist provided by
VA Greater implement the newest edition of the ORD during program reviews and facility
64 22 tos A:Sgeles A 02/04/2013 Guide for the Use and Care of Laboratory ||inspections. CASE CLOSED.
Animals by December 2012, as required.
Facility reported IRB terminated Pharma- ||Remedial Actions: IRB terminated studies; Pl appeal
sponsored atrial fibrillation study of DU- ||on hold pending Pl FOIA for IRB records. Facility
176b Versus Warfarin, Substudy A-Health|[must report any action changes to ORO. CASE
04 Clarksb H 02/05/2013
65 arksburg 105/ Economics Survey and Substudy B- CLOSED.
Biomarker (blood sample), for data
integrity/administrative issues.
Central Facility reported that the IRB determined ||[Remedial Actions: None. CASE CLOSED.
Arkansas that no evidence existed that an animal
66 16 VHS H 02/06/2013 study actually involved human subjects
(Little Rock) research.
Facility reported that this investigator- Remedial Actions: Pl submitted closure required for
Central initiated retrospective chart review on this study; Pl to be reminded of requirement to
67 16 Arkansas H 02/06/2013 the relationship between use of alcohol folloyv a.II submission guidelines, pa.1rt?cularly
VHS and tobacco and colon pathology was continuing review for future submissions. CASE
(Little Rock) found to be noncompliant with CLOSED.
submitting continuing reviews on time.
Facility reported that a subject who met ||Remedial Actions: Pl to either withdraw subject and
exclusion criteria was enrolled in a study ||not use data OR provide a compelling justification
Central . R o .
Arkansas where he received extended dual- for the subject to remain in the study; provide a
68 16 VHS H 02/06/2013 ||antiplatelet therapy (Plavix + Aspirin plan to inform the subject that they did not meet
(Little Rock) (ASA)) vs. placebo + ASA, after 12 months||criteria OR justification for withholding this info
of standard of care clinical treatment on ||from subject. CASE CLOSED.
Plavix and Aspirin (ASA) therapy.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported IRB suspended study Remedial Actions: Pl sent affected participants an
VA due to incorrect dosing (increased IRB-approved letter and submitted a revised RAP to
69 05 Maryland H 02/11/2013 amounts of radiation expos.ure) on DXA [|IRB; VA.and U.nlver5|ty RSOs r.ev!ewed anfj approved
HCS scans performed on 19 subjects, and an ||corrective actions (letter, radiation ordering SOP).
inadequate corrective action plan CASE CLOSED.
submitted by the PI.
Facility reported mice housed under a Remedial Actions: Pl assurance to remove or
closed protocol. transfer all animals prior to study closures;
70 06 Durham A 02/13/2013 additional oversight and review of study closures by
VMU supervisor and IACUC coordinator. CASE
CLOSED
Facility reported the conduct of Remedial Actions: Submission of all research forms
preliminary research activities on a to the Research Office; SRS review of research
71 06 Durham S 02/13/2013 |[research safety protocol prior to review ||protocol; R&DC review of research protocol;
and approval by the SRS and R&DC. submission of formal explanation for
noncompliance by the PI. CASE CLOSED.
Facility reported the discovery of an Remedial Actions: Pl counseled study personnel on
VA North adverse event during an announced the facility tumor burden policy; IACUC review and
72 17 Texas HCS A 02/15/2013 |[post-approval monitoring visit for an approval of an amendment to reduce the frequency
animal protocol involving mice. of tumor measurements to twice weekly. CASE
CLOSED.
Facility reported that study team of a Remedial Actions: Suspension of enrollment;
VA smoking cessation study failed to report ||appointment of a Co-I to the study; education of PI
73 04 Pittsburgh H 02/20/2013 |[three instances of apparent serious non- ||and study staff. CASE CLOSED
HCS compliance within five days of becoming
aware of the events.
Facility reported Pl of advanced optical Remedial Actions: Initial reviews by the SRS and
VA Palo Alto imaging genitourinary study self- R&DC; RAP to include staff training. CASE CLOSED.
74 21 HES H 02/20/2013 [|identified the research was initiated after
IRB approval, but without SRS or R&DC
approval.
CIRB suspended CSP#574 Community- Remedial Actions: CIRB suspended enrollment; RCO
75 02 Syracuse H 02/21/2013 |[|Acquired Pneumonia trial based upon to audit all PI's protocols; CIRB has directed Pl to
safety concerns revealed in SMART audit ||/implement a corrective action plan. CASE CLOSED.
Facility reported the discovery of the Remedial Actions: VMU staff was retrained on the
76 07 Charleston A 02/21/2013 dea.th of glght weanling mice on an importance of daily cf'age surveillance; the frequency
active animal protocol. of cage changes was increased from once every two
weeks to weekly. CASE CLOSED.
Central Facility reported lapses in continuing Remedial Actions: Submit continuing review to IRB;
Arkansas review of a protocol dealing with parent- [[complete requested modifications. CASE CLOSED.
i 16 VHS (Little H 02/26/2013 child interaction therapy for two
Rock) consecutive years.
Facility reported that protocol materials ||[Remedial Actions: The IRB submission checklist
(e.g., patient instruction, questionnaire, [|form was revised to include prompts that subject
78 18 Phoenix VA H 02/26/2013 offloading walker, wound care items, and||materials must be reviewed and approved; study
HCS home care kits) were used without IRB closed as sponsor decided not to re-open this site
review and approval in a diabetic wound ([for additional enrollment. CASE CLOSED.
study.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
llcase|| VISN || Facility |[Focus Date Issue of Noncompliance Remedial Actions
Facility reported that Pl on a bladder Remedial Actions: IRB determined no harm to
cancer clinical trial identified that a subjects; Pl may not use data from the 2
resident obtained consent without the PI ||participants; RCO to review study files and educate
79 02 Syracuse H 02/28/2013 ||adding to the study team or properly the Pl and study team. CASE CLOSED.
training him, resulting in consent errors
and failure to obtain HIPAA
authorizations.
Facility reported the conduct of animal Remedial Actions: Retrain research office staff on
VA Western research by a Pl with an expired WOC procedures for tracking appointment expiration
80 02 New York A 03/07/2013 appointment. dates; send notifications one month prior to WOC
HES expiration; ensure that expiration dates on badges
and WOC appointment letters correspond; renew PI
WOC appointment. CASE CLOSED.
Central Facility reported a violation of enrolling ||[Remedial Actions: Confirm inclusion/exclusion
Arkansas subjects without verifying subjects met ||criteria; update protocol to clearly outline
81 16 VHS (Little H 03/11/2013 (|inclusion/exclusion criteria. This is a pilot ||enroliment; study coordinator to use screening and
Rock) study collecting patient data for an enrollment checklist. CASE CLOSED.
access measure.
A local RCO identified a potential Remedial actions: The VA Central IRB determined
protocol deviation in a low risk multi-site [[there was no noncompliance with approved
study in which VA staff are interviewed ||protocol. Study team submitted an amendment
82 06 Durham H 03/12/2013 |[about an initiative to improve acute clarifying that study sites are not engaged in human
stroke care practices. subjects research and consenting of subjects and
record-keeping will be done by the study team.
CASE CLOSED.
San Facility reported a deviation from Remedial Actions: modification of analgesia; IACUC
83 21 Francisco A 03/12/2013 ||approved procedures in a sheep amendment approval. CASE CLOSED.
VAMC protocol.
Facility reported rats were being used for||Remedial Actions: ACORPS have been approved for
research and as sentinels without use of rats in research and as sentinels; Research
White River approved protocols. Service is developing training for new investigators;
84 01 Junction A 03/13/2013 Research and Development Committee formed an
ad hoc subcommittee to address training and
communication issues with new investigators. CASE
CLOSED.
Facility reported programmatic non- Remedial Actions: R&DC Approval letter was not
compliance in a prostate cancer study. sent; Pl and study staff informed to not enroll any
85 o1 White River H 03/13/2013 The R&DC approved an amendment pregnant women or children into the study,
Junction involving collection of data from Education regarding the requirement for CRADO
pregnant partners and child of waiver provided to Pl and study staff.
participant.
Facility reported that the 10 has Remedial Actions: Return funds and terminate
86 02 Albany H 03/13/2013 withdrawn support and ordered study. CASE CLOSED.
termination of a suicide study for
reasons not related to research.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported Pl on VA funded Remedial Actions: IRB approved Pl's amendment
VA multiple sclerosis study self-reported including: participant notification letter, revised re-
87 05 Maryland H 03/13/2013 |[conducting surveys not described in consent ICD and ICD for newly enrolled participants.
HCS protocol or ICD 27 participants enrolled [|Data will be removed if participant or LAR does not
before deviation was discovered. sign re-consent ICD. CASE CLOSED.
Facility reported a suspension of 2 Remedial Actions: RCO audit; review of SOPs to
colorectal protocols following a ensure consistency; review of VA staff WOC status
. complaint of possible noncompliance and credentials; review of VA staff training; study
88 12 ||Chicago HCS H 03/15/2013 related to delegation of responsibilities, [[suspended; Pl addressed concerns so suspension
collection and handling of biopsy lifted; Remedial actions complete, CASE CLOSED.
samples, IC process, and transfer of PHI.
Facility reported two instances of Remedial Actions: Data/transmission deleted; staff
VA Central unauthorized transmission and re-educated. CASE CLOSED.
89 1 Texas HCS H 03/15/2013 unauthorized disclosure of subject's PHI;
who were enrolled in a cancer study.
Facility reported unintentional loss of Remedial Actions: New signage and cage markers
90 12 Madison A 03/20/2013 mice due to lack of feed. whfzn mice are. weanc.sd or added t9 the colony;
review of feeding policy and new signage
requirements with ARF staff. CASE CLOSED.
Facility reported a lapse in annual Remedial Actions: Monthly review and comparison
VA Puget protocol review involving rodent of all active projects; review of potential
91 20 g A 03/20/2013 |[specie(s). replacement database software programs to
Sound HCS . R .
manage IACUC and functions, including protocol
expiration dates. CASE CLOSED.
Facility reported an adverse event on an |[Remedial Actions: Personnel must retake all IACUC
active animal protocol involving a live rat ||Collaborative Institutional Training Initiative (CITI)
VA North that was not properly euthanized. courses; personnel must be retrained on all
92 17 A 03/22/2013 protocols and standard operating procedures
Texas HCS
related to the use of rats; personnel must be
retrained on rat handling and injection procedures.
CASE CLOSED.
Facility reported an adverse event Remedial Actions: Review of existing records;
93 17 VA North A 03/22/2013 regardin.g instability in staffing within the ||animal facility p.erson.nel and rese.archers tg .
Texas HCS occupational health program for complete questionnaire; occupational physician
employees working with animals. assigned to animal program. CASE CLOSED.
Facility reported unauthorized research ||Remedial Actions: Research activity reviewed;
activity of chart review of 567 charts physician informed to cease activity: R&DC and IRB
conducted by a physician who was determined study not to be a research activity; IRB
94 04 |[Philadelphia H 03/25/2013 [|collecting PHI on prospective subjects issuing additional guidance to facility personnel.
with attempt to correlate used of Actions determined to be complete. CASE CLOSED.
antiepileptic drugs and increase in risk of
suicide.
Facility reported failure of the Remedial Actions: Pl and study staff education; no
VA Kansas Pl/research staff to obtain signature on |[research procedures can be initiated without a
95 15 ||City Medical H 03/25/2013 ||ICD prior to conducting research; repeat ||signed ICD reviewed first by PI. CASE CLOSED..
Center occurrence in this study of adult-
diagnosed schizophrenia.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported that a DMC safety Remedial Actions: Verify increased safety
96 || 12 NE Hines H 03/27/2013 |[report in a leukemia study was not monitoring, inform patients, and increased
reported within the required 5 days. consultation; approve new ICD. CASE CLOSED.
Facility reported noncompliance Remedial Actions: Suspension of animal procedures;
involving canine procedures (inadequate [[IACUC investigation; research staff retraining;
sanitation, improper handling of discontinued use of non-pharmaceutical grade
97 23 lowa City A 03/28/2013 ||anesthetics, expired drugs, improper fluids; removal of expired drugs; observation of
personnel protective clothing) following [|animal procedures by VMO; continued lab
a semi-annual facility inspection. inspections; IACUC review and approval of protocol.
CASE CLOSED.
Facility reported prostate cancer study Remedial Actions: Staff education; R&D Committee
suspension due to R&DC approval prior ||education; quality improvement team chartered;
White River to IBC review and approval. One subject ||IBC review and approval of protocol, update MOU
98 o1 Junction H 03/29/2013 had been consented; no study with affiliate IBC.
evaluations had yet occurred and will not
occur until IBC approval obtained.
Facility reported 2 HIPAA authorizations ||Remedial Actions: The subjects were contacted and
VA North ) . ) .
Florida/ not obtained when informed consent HIPAA obtained from one, the other subject was
99 || o8 South H 04/02/2013 |[was obtained for a safe community withdrawn from the study. PI checklist for
Georgia HCS driving program for combat Veterans. enrollment has been created to prevent future
g occurrences. CASE CLOSED.
Facility reported a potential privacy Remedial Actions: Pl education; submission of
violation by a Pl who took photos of 22  ||deviation report and amendment form to the IRB;
. enrolled Veterans without obtaining Re-consent of subjects; Remedial actions complete,
100 = Columbia H 04/04/2013 Consent for Use of Picture and/or Voice ||CASE CLOSED.
(VA Form 10-3203) in this randomized
dog training study.
Facility reported suspension of new Remedial Actions: Subjects enrollment suspended;
enrollment in a treatment trial for Pl revise proposed study withdrawal language and
VA subjects with previously untreated clarify whether procedures to be performed are
101 04 Pittsburgh H 04/05/2013 [[Multiple Myeloma due to an invalid standard of care or research procedures in the
HCS consent form. The IRB did not yet Informed Consent Form. CASE CLOSED
approve the ICD language in a submitted
amendment request.
James A. Facility reported receipt of a DMC safety ||[Remedial Actions: Verify increased safety
Lovell report in a leukemia study being monitoring, inform patients, and increased
102 || 12 NE Federal H 04/05/2013 |[conducted at the facility. consultation; approve new ICD. CASE CLOSED
Health Care
Center
James A. Facility reported that a DMC safety Remedial Actions: Develop procedures and conduct
Lovell report in a leukemia study was not training to ensure non-compliance cases are
103 || 12 NE Federal H 04/05/2013 |[reported within the required 5 days. reported within required timeframes. CASE CLOSED
Health Care
Center
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported suspension of new Remedial Actions: Co-Pl and study coordinator
enrollment in a surgery/discharge criteria||removed from study; Pl received HRPP training;
VA North study because of possible unethical procedures to prevent coercion of subjects and
17 H 04/08/2013
104 Texas HCS /08/ recruitment practices; 3 of 19 subjects enrollment of ineligible subjects implemented;
were recruited on the same day of the subjects re-consented; suspension lifted. CASE
surgery. CLOSED.
Facility reported failure to meet annual |[Remedial Actions: Facility will amend their
review deadline for SRS review of a administrative processes to ensure reminders are
105 08 Tampa S 04/09/2013 service dogs for Veterans with PTSD sent at 7 days and 24 hours prior to annual review
protocol. deadlines. CASE CLOSED.
Facility reported unapproved personnel [[Remedial Actions: Training of staff. CASE CLOSED.
106 23 |[Minneapolis|[ A 04/09/2013 ||participating in animal procedures
involving pigs.
Facility reported 23 VA subjects were Remedial Actions: No additional research until
enrolled in research study prior to R&DC approval; amendment with IRB-1 re
approval by the R&DC and ACOS/R. compensation; approved amendment resubmitted
107 o7 Charleston H 04/10/2013 Study involves the collection of to R&DC; reportable event filed with IRB-1. CASE
demographic information and a self- CLOSED.
report questionnaire.
Facility self-reported that while Remedial Actions: Pl cannot use data; Pl must notify
conducting the annual CR of this two subjects that their data will not be used;
protocol, the IRB reviewer discovered modification was submitted and approved by the
108 16 Jackson H 04/12/2013 that the Pl enrolled two female Veterans.||IRB to include all Veterans. CASE CLOSED
Approved protocol only includes male
Veterans. This study assesses the effects
of CPAP among patients with GERD and
obstructive sleep apnea
Study suspended for failure to replace Remedial actions: IRB approved amendment to
VA departing PI. appoint a new PI, awaiting ORD decision on
whether VA Merit award can be transferred to the
109 05 Ma:i\élgnd H 04/16/2013 new PI. ORD verbally approved transfer of PI. IRB
will lift suspension upon receipt of ORD's written
confirmation. CASE CLOSED.
VA Greater Facility reported the suspension of a Remedial Actions: Protocol suspension; animals
protocol involving rats. euthanized; project terminated by Principle
110 22 Los Al_:\sgeles A 04/18/2013 Investigator, who will no longer work at the facility;
IACUC voted to finalize the project. CASE CLOSED.
VA Greater Facility reported the suspension of a Remedial Actions: Correction of all safety and
111 22 Los Angeles A 04/18/2013 |[protocol involving rats. sanitary concerns; monitoring and training. CASE
HS CLOSED.
Facility self report of UPR consisting of Remedial Actions: Enrollment hold; Measures have
112 01 White River H 04/19/2013 incorrect study drug dosing for one been taken to ensure no such further dose
Junction participant in a drug study of veterans escalation errors can be made in the randomization
with PTSD. process. CASE CLOSED.
Facility reported that a cardiothoracic Remedial Actions: Remedial training provided to PI
VA Palo Alto surgeon obtained tissue samples for and staff; and implemented monthly RCO ICD audits
113 21 HCS H 04/22/2013 research purposes without patient for a period of 4 months. CASE CLOSED.
consent.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported 20 subjects had been Remedial Actions: the staff member who
Central enrolled against exclusion criteria inappropriately enrolled subjects is no longer
Arkansas employed by VHA; additional protocol training for
16 H 04/23/2013
114 VHS (Little 123/ staff; the data for the 20 affected subjects removed
Rock) from dataset; protocol modification approved by
IRB. CASE CLOSED.
Central RCO Audit Found the SRS inappropriately [[Remedial Actions: Study staff to provide documents
Arkansas exempted a study that aspirates bone in order for SRS to re-review protocol and proof of
115 16 VHS (Little H 04/23/2013 marrow from subjects. outdated training. CASE CLOSED.
Rock)
Facility reported apparent serious non- |[Remedial Actions: Suspend all study activity; assign
VA compliance in that a PI removed PHI data||new PI; remove PI to co-investigator; educate
. from the VA and stored in her office at research team; obtain HIPAA signatures; and amend
116 o1 Con:fzcczstlcut H 04/24/2013 Kean University, NJ in a study involving  ||study for further enrollment if necessary. CASE
the impact of stress indicators through CLOSED
animal-assisted intervention.
Facility reported improperly calibrated Remedial Actions: Facility has approved funding for
animal irradiator and unapproved service and calibration of the VA-housed irradiator;
Portland transport of mice to and use of Affiliate ||all Investigators were notified in 04/10/13 email
17 20 VAMC A 04/25/2013 irradiator. that animal transport to Affiliate must be part of an
approved protocol or added by amendment before
the activity occurs. CASE CLOSED.
Facility reported a noncompliance Remedial Actions: IACUC review of amendment;
118 23 lowa City A 04/25/2013 [|involving unapproved procedures (retro- ||retraining of laboratory personnel. CASE CLOSED.
orbital injections) in mice.
Facility reported a research safety Remedial Actions: Additional employee interviews;
119 12 Milwaukee S 04/26/2013 incident involving a potential toxic .contin.ued. air qualitY monitoring; an.d fL.thher
exposure. investigations and discussion of the incident at the
next monthly SRS meeting. CASE CLOSED.
Facility reported that a password- Remedial Actions: study participants notified by
protected laptop that contained PHI on [[letter; subjects offered one-year free of credit
120 16 Oklahoma H 04/26/2013 VA and OU study p'am(:lpants was s'tolen monitoring service. CASE CLOSED.
City from an employee's car. The study is a
clinical trial of the On-X Valve using Low
Dose Anticoagulation.
IRB suspended study enrollment based ||Remedial Actions: Re-trained study team, now, two
VA on internal audit findings re: multiple staff check HIPAA form during enrollment, retain
121 05 Maryland H 04/29/2013 us.es of inaccurate HIP.AA Al.Jtho'rization, current apprc?\{ed HIPAA in CI.CERO (elRB system),
HCS failure to apply exclusion criteria and letter to participants requesting them to sign and
early withdrawals of participants during ||return corrected HIPAA form. IRB lifted suspension.
baseline assessment process CASE CLOSED.
Facility reported lapses in SRS continuing |[[Remedial Actions: Approval of continuing review;
122 06 Durham S 04/29/2013 review. review of documentation. CASE CLOSED.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported that results from a Remedial Actions: Developed a process to assist
Cardiology QI activity were submitted to ||investigators in the review of new projects that will
a national meeting and accepted for include an assessment as to whether the activity is
New Mexico poster presentation. IRB determined that||research or Ql activity. CASE CLOSED
123 18 VA HCS H 05/01/2013 the poster must be withdrawn and
incident reviewed as noncompliance by
the IRB. No further actions were required
for this incident.
Facility reported 5 ICDs and HIPAA Remedial Actions: Thorough search conducted; IRB
Authorizations are missing (126 subjects ||granted permission to contact the 5 subjects to sign
VA Greater enrolled) in a gout study. PHI includes ICD and Authorization; research documents re-
124 22 Los Angeles | 05/02/2013 ||names and SSNs. Pl subsequently located, door locks changed and new padlock
HS reported concerns that documents and  [[mechanisms installed in the cabinets. CASE CLOSED
binders were moved out of place in her
office.
The DMC reported to the facility that a Remedial Actions: Protocol amendment with
subject in a PTSD treatment trial exclusion criteria revisions, ECG prior to medication
experienced an unanticipated AE initiation, in-person check-up 48 hrs. after
. consisting of a slow heart rate and an medication initiated; revise ICD to clarify risks;
125 |12 NE Hines H 05/06/2013 elevated cortisol level. Currently this obtain FDA approval to continue study. CASE
subject is the only enrollment in the CLOSED
study; also reported that the study blind
had been broken.
Facility reported unanticipated loss of Remedial Actions: Pl consideration of age and
126 21 VA Palo Alto A 05/07/2013 animal life (mice) during an irradiation strai.n—sp.ecifi? ssensit.ivitie§ to irra.dia.tion procedures;
HCS procedure. confirm irradiation timer is functioning properly;
staff retraining. CASE CLOSED.
VA San Facility reported termination of an MOU ||Remedial actions: None, reported for informational
127 22 Diego HS s 05/07/2013 with another VA Facility for use of its IBC.||purposes only. CASE CLOSED.
Facility reported that four subjects were ||Remedial Actions: Remedial training for Pl and staff
enrolled in a substance use disorder and protocol modification to revise exclusion
128 20 VA Puget H 05/08/2013 .study.that did n?t mefet . N criterion for future recruitment. CASE CLOSED.
Sound HCS inclusion/exclusion criteria; specifically,
subjects were unable to provide 3
verifiable contacts.
Facility reported initiation of VA research ||Remedial Actions: Review of both protocols under a
. . without written notification from the new combined project; Pl has been counseled and
129 23 ||Minneapolis S 05/08/2013 ACOS Research that the project may educated; All work under both protocols has been
begin. suspended. CASE CLOSED.
Facility reported that a study team Remedial Actions: Subject notification not required
internal audit found that two hard-copy [[since missing ICDs were located in secure storage.
Portland ICDs could not be located for two CASE CLOSED
130 20 VAMC H 05/14/2013 |[subjects in a lung cancer study. Incident
reported to NSOC; however, the missing
ICDs were subsequently found in secure
storage.
Facility self-reported via NSOC that four [[Remedial actions: All subjects to sign current HIPAA;
131 07 Charleston H 05/17/2013 ||subjects did not sign HIPAA No data used as all are screen fails; Study closed
Authorizations. with IRB. CASE CLOSED
|| — e I —
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Affiliate IRB reported an unanticipated Remedial Actions: Pl confirmed that data security
VA problem involving risks to subjects or procedures in protocol were still in effect; IRB-
132 05 Maryland H 05/21/2013 others consisting of misplaced PHI in a approved participant notification letter from MCD;
HCS brain activation study following bilateral [|Pl accounted for security of study records;
arm training. discussed the event with PO, HARPO, and University
auditor. CASE CLOSED
VA Greater Facility. reported 1 missi.ng HIPAA . Remed.ial Actions: Haye stl.lbject re§ign HIPAA
133 2 Los Angeles H 05/21/2013 authorization for a specimen acquisition ||authorization and maintain forms in a locked
Hs study utilizing samples from bone cabinet in a secure location. CASE CLOSED.
marrow biopsies.
VA North Facility reported a protocol deviation in a|[Remedial Action: Pl reported to IRB sponsor and
Florida/ device study for early detection and OHRP. The IRB determined serious noncompliance.
134 08 South H 05/24/2013 ||treatment of cardiac issues. The IRB The consent was not changed no additional risks
Georgia HCS determined this deviation to be serious ||determined. R&DC agreed with IRB's determination.
noncompliance. CASE CLOSED.
VA North Facility reported a retrospective chart Remedial Actions: Reported NC to the IRB; the PI
Florida/ review study (minimal risk) was submitted an amendment, amendment approved
135 08 South H 05/24/2013 ||conducted outside of the date limits by the IRB; daily record counts by the Pl have been
Georgia HCS approved by the IRB. "Appropriate use of ||[implemented. CASE CLOSED.
Myocardial Perfusion Imaging in the VA."
Deviations found by NIOSH: 1) a subject's||Remedial Actions: Revised protocol to emphasize
BP was measured after spirometry rather||testing order, clarify spirometry contraindication,
than before, value (195/112) would have ||plan to develop emergency SOP; all technicians
136 05 DC VAMC H 05/28/2013 |[excluded participant; 2) subject were retrained. CASE CLOSED. Re-classified as
attempted spirometry testing 24 times (3 ||externally identified noncompliance, Table 2a,
sessions of 8 attempts) contrary to the Item 106.
spirometry protocol (1 session).
Facility reported suspension of new Remedial Actions: Pl and study staff education; Pl
VA enrollment on a pharmacogenetics of complete review of all study records and report any
. alcohol dependence study due to Pl not [|events that required reporting; develop plans to
137 04 Pltt:itél;rgh H 05/30/2013 adhering to approved protocol and not ||ensure future adherence to approved protocol and
reporting deviations, and UAPs and SAEs ||all deviations/non-compliance reporting
as per VHA and local policies. requirements. CASE CLOSED.
Facility reported a retired Pl of a closed ||Remedial Actions: RCO verified all electronic files
ophthalmology study entered all paper ||are stored on the secure VA research server; PO
- data electronically into the secure VA verified that the paper destruction method fulfilled
138 09 Louisville : 05/30/2013 Research server and destroyed all paper |[regulations; RCO to continue Pl and research staff
records, including original consent forms [[education with emphasis on records retention
(43 participants). requirements. CASE CLOSED
RCO Audit found protocol Remedial Actions: Review of all VA Central IRB
VA Western noncompliance due to a lapse in SRS studies; completion of continuing reviews by the
139 02 New York S 05/31/2013 |[continuing review. SRS; revisions to the SRS SOP to include the
HCS processing of IRB studies; re-training of Research
Office staff. CASE CLOSED.
Facility reported unauthorized transfer of||[Remedial Actions: Research records were returned
VA North research records including full name, full [|to the VA research service; letters were sent
140 17 Texas HCS | 05/31/2013 [[SSN, DOB, ICD and clinical notes/reports ||offering credit protection services. CASE CLOSED
for six participants in a venous ulcer
study.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported unapproved animal Remedial Actions: Stop unapproved procedures,
VA procedures on mice under an approved [|remind all staff that amendments must be
141 05 Maryland A 06/05/2013 protoc.ol, lack of IB.C approval for submltt.ed to change protocolﬁ; IBC approval must
HCS breeding transgenic mice. Lack of post- [|be obtained when needed, animals must be
operative monitoring of mice. monitored appropriately following surgery. CASE
CLOSED.
Facility reported deviations that occurred||Remedial Actions: Principal Investigator submitted
. on two approved animal protocols requests to modify approved protocols; requests for
142 |12 NE Hines A 06/10/2013 (rodent). modifications reviewed and approved by IACUC.
CASE CLOSED.
Facility reported the research pharmacy ||Remedial Actions: Expired study medication
dispensed expired medications to four removed from shelf & destroyed; drug expiration
Central subjects in a prevention of postoperative ||date reminder created; lot# & expiration date will
Arkansas Nausea and Vomiting in Surgical Patients.||be recorded on release slip; affected subjects will
16 H 06/14/2013
143 VHS (Little /14/ receive notification of medication error; & data
Rock) collected for the 4 subjects must be withdrawn;
remedial education of pharmacy team. CASE
CLOSED.
VA Kansas Facility reported prescribing error and Remedial Actions: RDC to initiate an ad hoc
144 15 ||City Medical H 06/18/2013 [[unintentional break of the study blinding |{subcommittee to investigate Pl actions. CASE
Center of this schizophrenia symptom trial. CLOSED.
Facility reported an error in post- Remedial Actions: Temporary removal of one VMU
San operative pain management in sheep. technician from duties with large animals pending
145 21 Francisco A 06/18/2013 persormel review and action; retr.ai.ning of VMU
VAMC staff; increased VMU staff supervision and
increased communications between VMU
supervisor and staff on weekends. CASE CLOSED.
Facility reported review of a carcinoid Remedial Actions: Education to Pl and study team
study (now closed) revealed that the Pl  ||regarding timely submission of reports to IRB. CASE
VA Greater did not report non-local SAE or submit CLOSED
146 || 22 ||LosAngeles|| H || 06/18/2013 P ) :
latest versions of the Investigator
HS h
Brochure. No subject enroliment
throughout its course at the facility.
Facility reported study staff inadvertently [[Remedial Actions: Subject was re-consented; the
wrote another Subject B's SSN onto compromised ICD (including the scanned copy) was
Subject A's ICD for a joint surgery study; ||recovered; study staff trained. CASE CLOSED
Phoenix VA then crossed out the incorrect SSN and
18 H 06/20/2013
147 HCS /20/ wrote the correct number. The
document was scanned into CPRS;
however, both SSNs were visible on the
document.
Facility reported unapproved research, |[Remedial Actions: Submit studies for review and
involving two studies (cardiopulmonary ||approval; Pl re-education; improved internal
148 20 ||Boise VAMC H 06/20/2013 ||resuscitation and distance learning DOD ||program oversight methods.
funded) conducted by the same PI, that
could be potentially exempt from IRB.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
||Case|| VISN || Facility || Focus Date Issue of Noncompliance Remedial Actions
. Facility reported one team member on a |[Remedial Actions: An amendment to add the
W.G. (Bill) ; . .
Hefner VA protocol did not have a scope of practice [|missing research team member and a new Scope of
149 06 Medical H 06/26/2013 [[and another team member was not Practice for the other team member. IRB approved
Center added to that protocol. subject info letter requesting re-consent. If not
obtained data will not be used. CASE CLOSED
VA Facility reported inappropriate Remedial Actions: Pl and staff retraining; Pl
150 04 Pittsburgh A 06/27/2013 ||euthanasia of mice. submission of corrective action plan; letter of
HCS reprimand to file. CASE CLOSED.
Facility reported informed consent issues |[Remedial Actions: Re-consent affected subjects;
on a cardiovascular study. Five subjects ||education of research team. CASE CLOSED.
were consented with a document that
contained information not approved by
151 05 DCVAMC H 06/28/2013 the IRB and did not contain the IRB
stamp. Four forms contained the
signature of consent informant not
authorized for consenting
Facility reported protocol noncompliance||Remedial Actions: Pl retraining on affiliate animal
involving the prohibited transfer of rats [[transfer policies, increased monitoring to ensure
152 10 Cincinnati A 06/28/2013 ||from the original protocol to a protocol ||continued compliance, exclusion of data collected
with a higher pain category. outside of compliance from publication. CASE
CLOSED.
Facility Self-Report of RDC not Remedial Actions: Activities on projects ceased
performing annual review of exempt pending CR; Pl re-education on the requirement of
153 o1 White Ever R 07/01/2013 protocols. CRerresearchacﬂvhyfoconﬁnue;Research
Junction Service develop a tracking system to prevent
recurrence, including sending out annual reminders
in Outlook each new calendar year. CASE CLOSED
Facility reported that study staff- Remedial Actions: Pl implementation of procedures
identified the noncompliant use of an to prevent recurrence. CASE CLOSED.
154 23 ||Minneapolis H 07/03/2013 |[outdated consent form to enroll 15
subjects in a prostate cancer testing
study.
Facility reported an unanticipated loss of |[Remedial Actions: Approval of revised standard
155|| 06 || Durham A || 07/05/2013 || imal life. operating procedures. CASE CLOSED.
VA Boston Facility reported a contractor was Remedial Actions: Contractors instructed to wear
156 01 || Healthcare S 07/05/2013 |[exposed to blood splatter while servicing ||protective equipment when working in VA
System a blood tube. laboratories. CASE CLOSED.
The VAMHCS affiliate (UMB) IRB Duplicate report by the affiliate IRB of their review
reported an UPIRSO directly to NERO but [|of a UPIRSO on a protocol (MVP) for which they
VA no details were provided. The event were not the IRB of Record. CASE CLOSED
157 05 Maryland H 07/05/2013 [[involved the MVP study, for which the
HCS VA CIRB is the IRB of record, not the
VAMHCS affiliate. This was a duplicate
report of RISP/CIRB case.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Central Facility reported a subject in a study Remedial Actions: Currently enrolled subjects to be
Arkansas designed to test the safety and efficacy ||informed of the additional risk of the edge stenosis.
158 16 . H 07/08/2013 |[of the Misago Peripheral Self Expanding ||{CASE CLOSED.
VHS (Little
Rock) stent, developed an 80% stenosis at the
edge of the stent placement.
Facility reported an inclusion criteria Remedial Actions: The Pl will hold monthly staff
protocol violation in a colon cancer meetings. The Pl submitted to the IRB a clarification
study. on the instrument used to determine the cancer
159 08 san Juan H 07/08/2013 stage used in the protocol. The data erroneously
collected was removed from the sample. CASE
CLOSED.
Facility reported one subject was Remedial Actions: With IRB approval, the Pl has
VA Lon enrolled in a gait study without HIPAA obtained the HIPAA authorization. CASE CLOSED
160 22 g H 07/09/2013 ||authorization or waiver. This
Beach HS
noncompliance was identified by IRB
during continuing review.
Facility reported protocol deviation on a [[Remedial Actions: Re-educated staff, revised CT
VA breast cancer survivor study - participant |[order SOP, PI, study coordinator. & clinician to
received a multi-slice CT scan instead of af|verify & double check orders, CT documentation
161 05 Ma:i\élgnd H 07/10/2013 spiral scan. sheet to be placed in subjects' charts, retro audit of
GRECC scanning studies, consult Radiology on
future CT studies. CASE CLOSED.
VA San Facility reported loss of animal life in Remedial Actions: Retraining; review standard
162 22 Diego HS A 07/12/2013 rats. operating procedures. CASE CLOSED.
W.G. (Bill) Facility reported prior to site visit that Remedial Actions: Student Pl replaced by mentor PI;
Hefner VA cardiology grad student pre-op quality Study closed; Policies revised. CASE CLOSED
163 06 Medical H 07/12/2013 improvement project had student listed
Center as Pl
Facility reported a shipment containing ||Remedial Actions: Additional Department of
blood samples and brain slices was not  ||Transportation training for research staff;
164 10 Cleveland S 07/22/2013 properly labeled. addendum to research protocol safety survey. CASE
CLOSED.
Facility reported that a retrospective TBI |[Remedial Actions: Voluntary administrative hold
VA Palo Alto study had been initiated after IRB placed on this protocol; audit of all of the PI's
165 21 HCS H 07/23/2013 approval, but prior to R&DC approval. protocols; additional training provided to Pl. CASE
CLOSED.
Facility reported an IRB determination of |[Remedial Actions: The IRB reviewed this case of
serious noncompliance in a apparent serious noncompliance and determined it
166 08 Tampa H 07/24/2013 [|homelessness study to the MCD outside ||to be serious. The action plan approved was to
of the required 5 business days. report noncompliance the same day that the
determination is made. CASE CLOSED
Facility reported a deviation of a protocol|[Remedial Actions: PI to submit a modification to the
167 09 Lexington A 07/26/2013 (failure to adhere to weight loss ACORP; additional training for staff; staff to read
J criterion) involving mice. the protocol and sign documentation they
understood the protocol. CASE CLOSED.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE

l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported a deviation of a protocol||[Remedial Actions: Additional training of staff; PI
involving mice (conducting tail biopsies  [|must seek IACUC approval to perform tail-snips;

168 09 Lexington A 07/26/2013 |[outside of the protocol-defined age staff must read the protocol and sign

range and not using the required documentation that they understand the protocol.

anesthesia. CASE CLOSED.

Facility reported that ISO reviews were |[Remedial Actions: ISOs must complete all required
Phoenix VA significantly delayed and that the IRB reviews; facility hired a (third) 1SO; IRB will monitor

169 18 HCS H 07/26/2013 determined this constituted serious review timelines. CASE CLOSED.

(programmatic) noncompliance.

Facility reported PTSD Clinical Trial was ||Remedial Actions: Pl reported that the DC site never

suspended due to contractor reliability ||used the IWRS, doses were and are hand calculated.

170 05 DC VAMC H 07/29/2013 |[issues and dosing errors related to the IRB agreed that safety concerns had been

Interactive Web Response System addressed fully and reinstated enrollment. CASE
(IWRS). CLOSED.
Facility reported an ineligible participant ||[Remedial Actions: Responsible research coordinator

171 00 VA Ce.ntral H 07/29/2013 was en.rolled in a CSP colorectal c.ancer removed from the. study; n.eyv coordinat.or to be

Office screening protocol at one study site. trained. The ineligible participant was withdrawn
There was no harm to the subject. from the study. CASE CLOSED.
Affiliate IRB reported lapse in IRB Remedial Actions: Provide number of currently
approval for this macular disease reading ||enrolled subjects; list subjects (with study ID) for
rehabilitation protocol. whom stopping participation may cause harm;

172 12 ||Chicago HCS|| H 07/30/2013 assess each subject for risk of stopping study
activities and need to continue research
interventions; submit continuing review or final
report. CASE CLOSED

Facility reported that 14 Veterans Remedial Actions: Pl must stop accessing patient
VA Greater medical records were accessed for records without authorization; modify protocol; and
173 22 Los Angeles H 07/30/2013 |[screening purposes without HIPAA receive additional training. CASE CLOSED.
HS authorization in a resistant prostate
cancer treatment study.
McGuire Facility reported that sponsor of diabetes||Remedial Actions: All subjects completed end-of-
Veterans drug has instructed sites to transition all ||treatment visits; All subjects transitioned to
174 06 Affairs H 07/31/2013 |[subjects off drug because of lack of alternate treatment options; No adverse events
Medical efficacy and increased risk. No local reported. CASE CLOSED
Center SAE's. Subjects being notified.
Facility reported tail biopsies of 13 mice ||[Remedial Actions: Investigator stopped biopsies
at 33 days of age, without anesthesia. until protocol is amended; VMO and VMU
. Procedure was not in the approved supervisor developed SOP on tail clipping that was

175 o1 Providence A 07/31/2013 protocol. approved by the IACUC and distributed to all
investigators; formal training with the investigator
and staff prior to additional biopsies. CASE CLOSED.

Facility reported that the RCO did not Remedial Actions: Review of RCO auditing timeline;
conduct a triennial study audit for one Completion of delinquent audit; Renew CITI certs.
observational community living center CASE CLOSED.

176 07 Tuscaloosa H 07/31/2013 study within the prescribed timeframe.

The IRB is going to review this issue at
their next convened meeting.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
VA Puget Facility reported inappropriate post- Remedial Actions: IACUC review; continued
17 20 Sound HCS A 07/31/2013 operative analgesia in mice. monitoring of Pl surgeries by VMO. CASE CLOSED.
VA Boston Facility reported a WOC was injured Remedial Actions: Deck changed and door locks
178 01 Healthcare S 08/01/2013 while working on a piece of biorepository||activated; new waste chute allows install of door
System laboratory equipment. that prevents the placement of hands into the
v machine. CASE CLOSED.
Facility reported that a waiver of HIPAA [|[Remedial Actions: Obtain HIPAA authorization;
VA Puget authorization was approved in a Diabetes||revise protocol review practices. CASE CLOSED.
179 20 Sound EICS H 08/01/2013 |[study that did not qualify for a waiver
and 12 subjects were enrolled without
provision of HIPAA authorization.
Facility reported 12 studies missing the ||[Remedial Actions: The IRB requested a note to file
decision and the expedited review be sent to each investigator notifying the IRB
eligibility category in the IRB minutes of ||approved expedited category. The R&D Office will
an Juan H 13 ||the next convened meeting and in the inquire if the database can be re-programmed to
180 08 S 08/06/2013 ||th d i dinth inquire if the datab b d
letter conveying the IRB's decision to the [|display the expedited category on the letter.
investigator. Educational capsules at IRB Meetings. CASE
CLOSED.
Facility reported that blood was collected||Remedial Actions: Study suspension; LSI change; LSI
. . from approximately 1000 Veterans prior |[response to all requirements for remedial actions
181 23 ||Minneapolis H 08/07/2013 to provision of informed consent in the ||from the CIRB and the SMART team; suspension
CSP Million Veteran Program. lifted; enrollment to resume. CASE CLOSED.
. . Facility reported noncompliance Remedial Actions: IACUC investigation; submission
182 11 jjindianapolis A 08/08/2013 involving humane endpoints in mice. of protocol amendment. CASE CLOSED.
VA New NSOC reported missing HIPAA Remedial Actions: Education of PI, co-PI and study
ork Harbor authorizations in a study of veterans with||staff, obtain 5 missing authorizations.
183 03 ||York Harb H 08/08/2013 horizations i dy of ith ff, obtain 5 missing HIPAA authorizati CASE
HCS heart arrhythmias. CLOSED.
VA Facility found an unauthorized individual |[Remedial Actions: Written assurance from study PI
. was accessing and using PHI on a study ||that the unauthorized individual will not access PHI
184 04 Pltt:itél;rgh H 08/12/2013 of prevention of major depression in until approved on the study by the IRB. CASE
later life. CLOSED
Facility reported that an ineligible subject||[Remedial Actions: The CRC who enrolled the
(a hospice patient with end-stage ineligible subject was removed and replaced;
disease) was enrolled in this (VA CSP ineligible subject withdrawn from study. CASE
Phoenix VA study) randomized, parallel-group trial of ||CLOSED
185 18 HCS H 08/14/2013 two strategies for colorectal cancer
screening for average risk adults that
requires long-term follow-up over 10
years.
Facility reported that noncompliant Remedial Actions: Administrative hold placed by VA
consenting procedures were used to CIRB; retraining of LSI and study staff regarding
VA Eastern enroll approximately 120 Veterans in a consenting procedures; changed consenting
VA CSP study of colorectal cancer. rocesses. CASE CLOSED
186 || 19 || colorado || H || 08/14/2013 v P
HES Subjects were randomized and PHI had
been collected prior to documentation of
informed consent and HIPAA
authorization.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility found a participant (Control Remedial Actions: None required. CASE CLOSED
VA Group) in study "Improving Outcomes in
187 04 pittsbureh H 08/16/2013 Suicidal Veterans" was incarcerated and
HCS g remains in jail. Participant (not receiving
research intervention) was withdrawn
from study effective immediately.
Facility reported protocol deviations in a ||[Remedial Actions: Correct deficiencies and re-
VA Central human study involving vascular grafts. educate staff on timeliness of reporting protocol
188 17 Texas HCS H 08/20/2013 [[Two ankle brachial indices were not deviations. CASE CLOSED.
performed and an incorrect ultrasound
was not performed.
Facility reported that sponsor is ending  ||[Remedial Actions: Notify subjects of early study
VA North this cardiovascular study early due to termination; schedule end of trial visits and post
189 1 Texas HCS H 08/22/2013 recommendations from the DSMB. follow-up visit per instructions; follow Sponsor-
close-out protocol. CASE CLOSED
Facility reported a study suspension of a ||Remedial Actions: Data collected may be used after
human subjects protocol. A study survey [[removal of zip codes; remedial actions complete.
related to sexual orientation and health [[CASE CLOSED.
190 15 St Louis H 08/26/2013 ||care utilization collected PHI that was
not discussed in the risk assessment
section of the Pl proposal and not
reviewed by the IRB.
Facility reported a protocol involving the ||[Remedial Actions: Register the IBC with NIH-Office
VA Sierra use of a viral vector vaccine containing of Biotechnology Activities. CASE CLOSED.
191 21 Nevada HCS S 08/26/2013 human genes did not go through IBC
review and approval.
Facility reported protocol suspensions Remedial Actions: IACUC investigation; submission
involving mice. of detailed remedial action plan by Pl to IACUC;
07 Atlant A 08/28/2013
192 anta /28/ enhanced post approval monitoring by IACUC. CASE
CLOSED.
Facility reported an unauthorized person [[Remedial Actions: Student prohibited from
(student) was allowed to enter the conducting research and entering research areas
VA San Facility and permitted to participate in until appointment is obtained; Investigator will
193 22 Diego HS A 08/30/2013 animal research. amend protocol to add student and remind staff not
to allow entry of personnel without personal
security access card. CASE CLOSED.
Facility reported dispensing an Remedial Actions: Acting IRB Chair and COS
investigational drug to one subject under [|determined that since the subject was in the
. a pharmaceutical-sponsored placebo arm of the study they should stop taking
09 M h H 09/04/2013
194 emphis /04/ hypercholestremia protocol that had not |[the investigational drug; subject should be re-
yet received R&DC review and approval. ||consented following R&DC review and approval of
the study. CASE CLOSED.
Facility reported transmission of an Remedial Actions: Emails with VASI deleted from
internal unencrypted email containing a |[[sender and recipient mailboxes; responsible person
cardiovascular telemedicine study instructed to use PKI for all emails with VASI and
195 06 Durham | 09/05/2013 |[participant's name, email address, and  ||was advised that My HealtheVet portal is the only
phone number. The participant had sent [|approved communications tool for Veterans to send
the email to a research team member emails to providers. CASE CLOSED
who then forwarded it unencrypted.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported unauthorized use of Remedial Actions: IRB suspension of recruitment
VA non-Veterans (>107) PHI from data and enrollment; protocol modification; recruitment
196 04 Pittsburgh H 09/05/2013 ||warehouse for enrollment in survey letter modification; recruitment script modification.
HCS study of racial and ethnic disparities in CASE CLOSED.
satisfaction with VA healthcare.
Facility reported that some of the Remedial Actions: Policy put in place for physical
contents of the VISN 4 Mental lliness review of IRB approved study staff before access to
VA Research, Education and Clinical Center ||a dataset is permitted; OIT restricted logical access
197 04 Pittsburgh | 09/06/2013 |[shared drive were not secure. Access to ||to data. CASE CLOSED
HCS study specific files and folders containing
Ill and PHI data were not restricted to
authorized research staff.
Facility self-reported that the PO Remedial Actions: IRB's discussion on the 13
discovered apparent, serious manuscripts published from the data (deferred to
noncompliance during a review of a R&DC). R&DC imposed no corrective actions. CASE
category | HIV outreach and prevention ||CLOSED.
198 16 Houston H 05/10/2013 study that involve data from children
without CRADO approval. The data
analysis study did not actively recruit
children.
Facility reported that appropriate Remedial Actions: IRB determined that criteria for
waivers for ICD and HIPAA Authorization ||approval of waivers of informed consent and HIPAA
Central were not in place. Protocol is an authorization were adequately justified, and that no
Arkansas observational, post-marketing study for ||additional corrective actions were required. CASE
199 16 VHS (Little H 09/11/2013 patients who have had a Myocardial CLOSED.
Rock) Infarction, required stents and would be
treated with a drug that prevents clotting
of the arteries.
Facility reported inappropriate Remedial Actions: Retraining; increased post-
200 12 || Milwaukee A 09/11/2013 |[euthanasia in a rat. approval monitoring surveillance by IACUC. CASE
CLOSED.
Facility reported performance of Remedial Actions: Staff retraining; Pl will ensure all
201 21 VA Palo Alto A 09/11/2013 unapprove'd anirr.1al ma'mipulations within procedur.es a.re listed in prf:\toc.ol; in?pr‘ove‘d
HCS a protocol involving mice. communication and coordination within his staff.
CASE CLOSED.
White River Facility self-report of affiliate IRB Remedial Actions: Research halted at the facility,
202 01 Junction H 09/12/2013 [[committee membership issues. active protocols undergoing detailed review to
ensure appropriate approval.
Facility reported one invalid HIPAA Remedial Actions: PO/ISO review; no future data
authorization and missing HIPAA use w/out signed HIPAA; HIPAA training for Pl and
203 07 Atlanta H 09/17/2013 ||authorizations (3 subjects) in study study team. CASE CLOSED.
assessment of diabetes and
inflammatory bowel disease.
Facility reported unauthorized study staff||[Remedial Actions: PO/ISO review; Pl retakes Human
204 07 Atlanta H 09/17/2013 men?ber access t.o d.atabase with PHI in Subj.ects Protections t.ra|n|ng; study.closure; RCO
cardiology genetic risk assessment study ||audits of current studies; PI mentoring.
(data analysis).
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility self-reported that a subject in the [[Remedial Actions: Clinical phlebotomists will be
MVP study had blood drawn prior to educated not to draw research blood samples until
205 16 Shreveport H 09/18/2013 |[signing an ICD and HIPAA authorization. ||signed informed consent and HIPAA documents
have been verified; consent subject or destroy
blood sample.
Facility reported the IRB suspended a Remedial Actions: Pl must rewrite protocol and ICD
VA venous thromboembolism prophylaxis to incorporate required descriptions of procedures,
study due to concerns about eligibility criteria, usual care, sponsorship, in
206 05 Ma:i\élgnd H 09/19/2013 inconsistencies between protocol and consultation with the Clinical Research Training
ICD arising from numerous recent Mentoring Program.
modifications to both documents.
Facility reported that a nutritional study ||Remedial Actions: Subjects contacted and will be
failed to obtain HIPAA authorizations for ||given option to sign HIPAA at next scheduled visit;
207 06 Durham H 09/20/2013 subjects. staff education related to need to obtain both ICD
and HIPAA Authorizations at enrollment.
Facility reported unanticipated loss of Remedial Actions: All cages inspected twice a day;
208 06 Durham A 09/25/2013 |[animal life due to a leaking water valve ||valve inspection and cleaning; gaskets replaced.
(mice). CASE CLOSED.
Facility reported research staff obtaining ||[Remedial Actions: The JAHVH study team has been
data for a study were going to other educated to verify local policies prior to conducting
participating VAMC's and not obtaining [[studies outside JAHVH. Dallas and Hines reported to
ampa authorizations from sta their respective IRBs and both determined the issue
209 || o8 T H || 09/27/2013 ||HIPAA authorizations fi ff hei ive IRBs and both d ined the i
interviewed as part of a study on patient ||to be serious noncompliance, RAPs have been
dignity and safe handling with spinal cord||completed at all three facilities.
injury.
Facility reported Pl failure to provide Remedial Actions: No remedial actions required.
emphis ocuments required to close this .
210 || o9 Memphi H 10/01/2013 ||d ired to close this PTSD  ||{CASE CLOSED
study.
Facility Self-Reported a UPR Remedial Actions: Pl to close Arm A; provide IRB
determination by the convened IRB. The [|(with revised protocol, ICD and other related
Central sponsor of this active, greater than documents concerning the closure of Study Arm A.
Arkansas minimal risk study, has suspended
treatment in Arm A due to a greater
211 16 VHS H 10/03/2013 inArm Ad
(Little Rock) number of grade 5 serious adverse
events than expected. The local facility
does not have any subjects enrolled in
this Arm.
VA Palo Alto Facility reported unanticipated death of [[Remedial Actions: Review of shipping procedures.
212 HCS A || 10/04/2013 | e CASE CLOSED.
Facility reported unanticipated loss of Remedial Actions: Retrain VMU staff on policies
213 || 12 NE Hines A 10/07/2013 animal life on an active animal protocol ||pertaining to special husbandry requirements;
(rat). retrain research staff on post-operative observation
duties. CASE CLOSED.
2 09 ) 0/07/2013 Facility Self Report Remedial Action: Purchase and use pharmaceutical
14 Lexington A 10/07/201 grade dimethyl sulfoxide. CASE CLOSED.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Inclusion issues and lack of follow-up on ||Remedial Actions: The PI will verify in CPRS whether
a Prevalence of Secondary Osteoporosis ||the subjects had required tests and will refer the
study evaluated in Primary Care Clinics at||subjects to their primary physician. The IRB
215 08 san Juan H 10/07/2013 VA Caribbean Healthcare Systems, San determined that additional reporting to OHRP was
Juan, Puerto Rico. required. The study was temporarily suspended by
the IRB. CASE CLOSED.
Facility self-reported unanticipated loss ||[Remedial actions: Submit amendment to include a
VA Palo Alto of animal life (mouse) following pilot study comparing two parabiosis methods; Lab
216 21 HCS A 10/07/2013 ||parabiosis surgery. personnel will receive training from personnel
experienced with parabiosis surgery that includes
peritoneal attachment. CASE CLOSED.
Facility reported that documents Remedial Actions: Records were inventoried and
VA Central containing Pl and/or PHI were found in  ||secured by research management; PO
217 17 Texas HCS | 10/08/2013 ||an unsecured cabinet. The documents recommended remedial training on security of PHI
were related to past/closed studies and PII for all research staff. CASE CLOSED
dating between 1993 and 1995.
Facility reported 24 of 51 subjects were ||Remedial Actions: HIPAA and consent forms to be
enrolled in a genetic epidemiology lung ||reviewed by multiple members before use;
218 23 ||Minneapolis H 10/08/2013 ||study using an inaccurate HIPAA. corrected HIPAA forms to be signed by subjects at
follow-up visit. No data use or disclosure without
HIPAA authorization. Case Closed.
VA Facility reported unapproved breeding Remedial Actions: Animals moved to a holding
219 01 Connecticut A 10/09/2013 ||procedures performed in mouse protocol; submission of an amendment. CASE
HCS colonies. CLOSED
Facility reported that an additional sub- |[Remedial Actions: Sample destroyed; Subject
study tube of blood for a lung cancer notified; RCO to monitor next enrolled subject;
drug study was drawn and sent to training & education for the staff. CASE CLOSED
220 07 Columbia H 10/16/2013 ||sponsor lab. Facility is not approved for
the sub-study. Identifiers on the blood
sample tube included DOB and draw
date.
Facility reported one signed HIPAA Remedial Actions: Pl education regarding local
VA Western Authorization for a subject in a DOD procedures; Pl to file deviation report to IRB, IRB
221 02 New York H 10/18/2013 ||funded study of suicide prevention could [[requires Pl to attend IRB meetings as "guest" for
HCS not be located. The missing document training purposes; Pl to create enrollment checklist;
was later located. missing HIPAA Authorization found. CASE CLOSED.
Facility reported a protocol deviation in ||[Remedial Actions: Report to ORD, OLAW and
which a mouse was allowed to exceed AAALAC; the IACUC will investigate if post-operative
VA North the protocol approved weight loss of procedures were properly followed; The Pl will
22 = Texas HCS A 10/21/2013 20%. receive a letter requesting adherence to all IACUC
policies regarding postsurgical monitoring and
submitting amendments.
Facility reported unanticipated death of ||Remedial Actions: VMU staff to ensure consistent
mice due to inadequate husbandry procedures, easily accessible food for weanlings,
223 07 Charleston A 10/21/2013 ||practices. daily checks increased to twice daily, staff
encouraged to report directly to IACUC. CASE
CLOSED.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported one subject in a CIRB Remedial Actions: Staff education, review of
White River approved depression study did not meet ||inclusion/exclusion criteria and event reporting
224 01 Junction R 10/24/2013 ||inclusionary criteria. The subject was procedures; remediation plan developed,
taking an exclusionary drug at the time ||enrollment placed on hold until completion of
of enrollment. training.
McGuire Facility reported deviations on a mouse ||Remedial Actions: Protocol suspended; investigator
Veterans protocol consisting of failure to follow must submit new protocol with current procedures
225 06 Affairs A 10/29/2013 ||ACORP parameters defining need for and submit an action plan to include staff re-
Medical euthanasia. training and keep treatment records on individual
Center mice. CASE CLOSED.
Facility reported unauthorized research ||Remedial Actions: The Principal Investigator must
226 2 VA Palo Alto A 10/30/2013 w§5 conducted in a protocol involving submit a.n amendment and the staff must
HCS mice. appropriately mark cages and read the protocol
prior to starting procedures. CASE CLOSED.
Facility reported a subject was enrolled ||[Remedial Actions: Education; complete
. into a prevention of postoperative deviation/violation form; and provide justification
221 16 Little Rock H 11/01/2013 nausea and vomiting study against for the IRB to consider the continued use of the
exclusion criteria. subject's data.
Noncompliance identified by ORO RCEP ||CIRB review - not serious or continuing; amendment
and reported by the facility. Local site approved to change LSl and ICD; no further actions
investigator for the Million Veteran required. Case Closed.
VA Central Project left the facility and the
17 H 11/04/2013
228 Texas HCS /04/ replacement was not approved by the
VHACO CIRB for several months. ICDs
incorrectly referenced the former
investigator during this period.-
Facility reported the approved IRB Remedial Actions: The PI re-consented the subject
consent lacked the required VA injury with the correct ICD. Changes were made to the IRB
Orlando statement. Two subjects signed the reviewers checklist so that injury language will be
229 08 VAMC H 11/08/2013 ||consent prior to identification of the carefully reviewed in the future. Training for IRB,
issue. Additionally, VA Form 10-9012 R&DC members and research personnel was
Investigational Drug Information Record) ||initiated. CASE CLOSED.
was found to lack required signatures.
Facility reported a Pl conducted a Remedial Actions: HIPAA waiver requested; Privacy
medical records search of at least 245 Officer to notify 13 subjects invited to participate in
- . records to identify potential research this study by mail to alert them their medical
230 10 Cincinnati H 11/12/2013 subjects for a diabetes study without first||records were accessed inappropriately; 245 patients
obtaining a waiver of HIPAA whose records were accessed may not participate in
authorization. the study; HIPAA training. CASE CLOSED
Facility reported sponsor suspension of ||Remedial Actions: New enrollment suspended.
new enrollment on CALGB 80802-Phase [[CASE CLOSED
VA Il Randomized study in patients with
231 04 Pittsburgh H 11/13/2013 ||Advanced Hepatocellular Carcinoma
HCS (HCC). DSMB review noted a potential
imbalance in treatment related deaths
between the two study arms.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported the performance of Remedial Actions: The Principal Investigator must
unapproved procedures on a rat re-train all research personnel on approved
232 08 Tampa A 11/22/2013 assigned to an active animal protocol. procedures detailed in each approved animal
protocol. CASE CLOSED.
VA Facility reported an incident involving a ||[Remedial Actions: Retraining; submittal of an
233 01 |lconnecticut S 11/22/2013 research procedure using fluoroscopy updated protocol safety survey. CASE CLOSED.
HCS which results in exposing research
subjects to ionizing radiation.
Facility reported unapproved use of Remedial Actions: SRS review; Radiation safety
234 03 Bronx S 11/25/2013 ||Dual-energy X-ray absorptiometry (DXA) [[subcommittee review and approval. CASE CLOSED.
scanning equipment in rats.
Facility reported sponsor notification Remedial Actions: None required by IRB because
that a stent graft system was recalled the protocol is closed to enrollment, and no local
after the release wire used during SAEs occurred. CASE CLOSED.
. implantation of the device fractured in 3
235 16 Little Rock H 11/25/2013 subjects, forcing 2 subjects to go from
endovascular to open surgical repair.
Recruitment into this study at the facility
is closed.
Facility reported inadequate euthanasia |[Remedial Actions: Training; limiting access to
236 07 Augusta A 11/26/2013 ||procedures in mice. necropsy room; use of a euthanasia log;
identification of carcass bags. CASE CLOSED.
Facility reported failure to receive Remedial Action: Submission of protocol for
ndianapolis nstitutional Biosafety Committee nstitutional Biosafety Committee approval prior to
237 || 11 {[|indi li S 11/27/2013 ||Institutional Biosafety C i Institutional Biosafety C i | pri
approval prior to initiation of research. re-initiation of research. CASE CLOSED
Facility reported unanticipated loss of Remedial Actions: IACUC review; discontinued use
238 23 |IMinneanolis A 11/27/2013 animal life in rats. of defective equipment; installation of dial-out
P alarms as a safety precaution and/or purchase of
newer, safer equipment alternatives. CASE CLOSED.
Facility reported IRB's failure to report to ||Remedial Actions: Study suspension; refresher
ORO suspension of a study evaluating training for IRB members by RCO.
. use of topical investigational agent in
239 o1 Providence H 12/06/2013 Diabetic patients for treatment of
diabetic foot ulcers due to protocol
deviation
VA Facility reported a blood sample was Remedial Actions: Pending
taken from a VAMHCS patient who is not
240 05 Ma:'\(l:lgnd H 12/08/2013 a participant in a pharmacogenetics
study.
VA Greater Facility reported a PI failed to obtain Remedial Actions: IRB re-approved protocol with
241 22 Los Angeles H 12/09/2013 ||annual renewal for two oncology studies [[understanding that further late submissions will
HS (laryngeal cancer and prostate cancer). result in project closure. CASE CLOSED.
yng P proj
Facility reported that 2 violations of an Remedial Actions: The Pl and staff attended training
VA IACUC-approved animal protocol had on animal regulations; the PI must provide a plan of
occurred: The approved number of mice ||corrective actions, including methods to prevent
242 05 Ma:'\(l:lgnd A 12/09/2013 was exceeded; and the approved future non-compliance; Pl must acknowledge that
endpoint was extended. future non-compliance will result in suspension of
research activities. CASE CLOSED.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
l[Case|| VISN || Facility ||Focus Date Issue of Noncompliance Remedial Actions
Facility reported a research assistant Remedial Actions: Research Scope of Practice and
performed venipuncture within three VetPro updated to reflect training and certification
New Mexico protocols (MVP and two mental health in venipuncture procedures.
18 H 12/10/2013
243 VA HCS /10/ studies) despite the scope of practice not
including venipuncture. The assistant is
trained and certified in venipuncture.
Facility reported eight protocols that had ||[Remedial Actions: Synchronized database with
. lapsed continuing reviews. corrected expiration dates; automatic generation of
244 16 Little Rock A 12/10/2013 reminders for protocol expiration dates. CASE
CLOSED.
Facility reported an accidental needle Remedial Action: Use a new needle/syringe for each
245 08 Miami S 12/11/2013 stick injury to a researcher working with ||injection; wipe the syringe between mice; use at
mice. least two individuals when injecting large numbers
of mice. CASE CLOSED.
VA Facility reported a lapse in an IBC annual ||Remedial Actions: Submission of annual review; IBC
246 04 Pittsburgh S 12/11/2013 ||review. review of incident. CASE CLOSED.
HCS
Facility reported nine subjects were Remedial Actions: Pl and research team education;
VA entered into a study on Veterans at risk ||PI continue to closely monitor the study;
. for hospital readmission without signed ||participants to be re-contacted to obtain consents
241 o1 Con:(::cstlcut H 12/12/2013 consent forms, HIPAA authorizations, or ||and authorizations; data will not be used for those
picture/voice consents. No PHI data left [|[who do not provide consents and authorizations.
the facility.
Facility reported a CRC inadvertently Remedial Actions: Pending
gave a research subject her husband's
cell phone number instead of her own
Phoenix VA number. The subject called the
248 18 HES | 12/18/2013 ||husband's cell phone; therefore the
subject's name and phone number were
accidentally disclosed to the husband
who is not involved in the research
study.
Facility reported incorrect review and Remedial Actions: IBC review; report to NIH-OBA;
. . approval of a non-exempt research increased attentiveness to non-exempt research
11 |{Ind | S 12/18/2013
249 ndianapots /18/ activity involving recombinant DNA activities involving rDNA during protocol reviews.
(rDNA). CASE CLOSED.
Facility reported a Pl of a chronic Remedial Actions: IRB warned PI that such future
obstructive pulmonary disease offense could result in suspension; other actions
San observational study arranged for 4 pending.
250 2 Francisco H 12/19/2013 subjects to undergo an additional blood
VAMC draw prior to IRB approval of an
amendment despite the research nurse
manager informing the PI this draw was
not yet authorized.
San Facility reported the conduct of a Remedial Actions: Cessation of unapproved
. retrospective chart review of patients research pending VA approval and established a
251 21 Fr\z/a:&sgo H 12/19/2013 treated for glaucoma without R&DC plan to ensure prompt reporting to ORO.
approval.
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TABLE 2B. REMOTE REVIEWS OF FACILITY SELF-IDENTIFIED NONCOMPLIANCE
llcase|| VISN || Facility |[Focus Date Issue of Noncompliance Remedial Actions
Facility reported staff member on lung Remedial Actions: Pending
. . cancer study removed VA data outside
252 1 Indianapolis H 12/20/2013 VA protected environment. Data was
returned to Pl without incident.
Facility reported inappropriate Remedial Actions: IACUC review; SOP revised to
euthanasia in mice. reflect correct flow rate; regular inspection of
253 15 Columbia A 12/20/2013 equipment to ensure proper functioning; posted
contact information on equipment in case of
malfunction. CASE CLOSED.
Facility reported a lapse in SRS Remedial Actions: In the case of future approval
continuing approval due to a clerical lapses, the administrator will immediately notify the
N error. Principal Investigator, stating that research
254 08 Miami S 12/20/2013 procedures must not be performed until
contingencies are addressed and full approval is
secured. CASE CLOSED.
Facility reported the inadvertent Remedial Actions: Information shredded by
VA Loma disclosure of a deceased subject's sponsor; other actions pending.
255 22 Linda HS | 12/23/2013 ||address to the study sponsor. This was a
study of type 2 diabetic and acute
coronary syndrome patients.
Facility reported a deviation and protocol||Remedial Actions: Training; submission of an
256 01 Bedford A 12/23/2013 suspension of a study using mice. amendment. CASE CLOSED.
Facility reported a CIRB determination of ||Remedial Actions: Pending
serious noncompliance for a CSP
colorectal cancer study consisting of
257 09 Memphis H 12/26/2013 ||invalid consent of one subject. The
subject was consented 30 minutes after
receiving sedation for another
procedure.
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TABLE 2C. REMOTE REVIEWS OF
RESEARCH COMPLIANCE OFFICER (RCO) AUDITS

VHA facility-based Research Compliance Officers (RCOs) must conduct annual informed consent audits and triennial regulatory
audits of all research studies. The director of each research facility is required to report promptly to ORO any apparent serious or
continuing noncompliance identified in these audits. ORO conducts remote reviews of these reports, requiring that the facility
develop an acceptable remediation plan and monitoring implementation of the plan until remediation is complete.

44
59 =
91 =
*51 =
54 =
255
299

Summary

= Cases Continuing from Previous Calendar Year

New Cases —January 1 through March 31

New Cases — April 1 through June 30

New Cases —July 1 through September 30

New Cases — October 1 through December 31

= Total New Cases in CY2013

= Total Cases (Continuing Plus New) in Calendar Year

* Includes 1 case misclassified in in Third Quarter Report

TABLE 2C. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS
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l[Case|[ VISN || Facility ||Focus|| Date Issue of Noncompliance Remedial Actions
RCO Audit found 20/20 participantsin a ||Remedial Actions: Education provided (mock
VA Boston lipid medication adherence study did not ||informed consent process); re-consent attempted -
1 01 Healthcare H 06/25/2011 ||use IRB approved and stamped IC. Two ||7 subjects could not be contacted. Data for those 7
System HIPAA not dated. One HIPAA different subjects cannot be used. CASE CLOSED.
date than witness.
RCO ICD Audit of cardiovascular study Remedial Actions: Contact 9 subjects and re-
VA Boston found missing ICD and HIPAA (1), use of ||consent; obtain written clarification from subjects
2 01 Healthcare H 05/29/2012 |[expired consent form (1), missing witness|(who sighed HIPAA revocation of authorization in
System signatures (6) and other documentation ||error; Pl to clarify reason for date inconsistencies.
problems. CASE CLOSED.
RCO found missing HIPAA authorization |[Remedial Actions: RCO must conduct a for-cause
for four subjects enrolled in a human audit of all the on-site study records for this
VA Greater R . ) A~
3 2 Los Angeles H 06/18/2012 protocol or.1 stuc’ylng the Do;.)amlr?e D2 proFocoI; Pl must obtain HIPAA authorization from
Hs Receptors in Striatum of Social Drinkers. ||subjects. CASE CLOSED.
The Pl did not use the date-stamped ICD
to enroll subjects.
RCO audit of a PTSD study found that Remedial Actions: ACOS/R requested a RCO for-
4 07 Columbia H 06/22/2012 |[ICDs were not signed for 15 subjects; cause audit; temporary suspension of recruitment
incorrect ICD signed and enrollment for both studies. CASE CLOSED.
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TABLE 2C. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS
l[Case|| VISN || Facility |[|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found in a colonic Remedial Actions: Staff education; obtain missing
inflammation study that Pl enrolled HIPAA Authorizations; 16 subjects unable to provide
VA New York subjects using amended ICD documents |[authorization were withdrawn from study. CASE
5 03 Harbor HCS H 07/12/2012 (HIPAA and ICD as standalone CLOSED.
documents), but failed to obtain HIPAA
authorization from 24 participants.
RCO audit found one subject had signed ||Remedial Actions: Staff education; specific remedial
VA New York wrong version of consent on a pilot study |[training on informed consent processes for Pl and
6 03 H 07/12/2012 ||using telephone intervention to enhance ||study team members. CASE CLOSED.
Harbor HCS ; ) e
adherence and improve quality of life in
congestive heart failure patients.
RCO audit of a study addressing major Remedial Actions: Staff Education; specific
7 03 VA New York H 07/12/2012 qua||ty.|ssues in heart failure care fgund education on consent procedures for PI. CASE
Harbor HCS 29 subjects had signed a VA ICD which CLOSED
did not have the IRB approval stamp.
RCO audit of a study using eye Remedial Actions: NSOC report generated; Research
movement tracking as marker of Coordinator educated; IRB determined Pl cannot
neurologic integrity in neurologically use data obtained using unapproved method and
VA New York impaired patients found ICDs without IRB representative must be present during
8 03 Harbor HCS H 07/12/2012 |[dated HIPAA signature, patient surrogate consent process for the next 5 subjects
signatures, dated signature of person consented. CASE CLOSED.
obtaining consents, and ICDS without
improper documentation of informed
consent by proxy
RCO Audit of a retrospective analysis of |[Remedial Actions: Staff education and increased
cardiac imaging studies found attention to documentation details. CASE CLOSED.
VA New York . P .
9 03 H 07/16/2012 ||documentation missing in meeting
Harbor HCS . )
minutes to support IRB exemption and
RDC approval.
RCO Audit of pre-operative patient Remedial Actions: Staff education, mock informed
VA Boston education study indicated ICD consent training provided, plan for ensuring proper
10 01 Healthcare H 07/20/2012 ||irregularities. Signed, stamped version of |[consent process submitted, Pl re-consented all 46
System ICD was not used and signatures were subjects. CASE CLOSED.
not correctly dated.
RCO regulatory audit identified that Remedial Actions: Pl will not use the survey data at
research procedure (provider survey) this time; data stored securely; specific education of
was conducted on 8 physicians without ||PIs and IRB members on provider participation in
VA Pittsburgh informed consent (ICD) or without a research. CASE CLOSED.
11 04 HCS H 07/27/2012 waiver of ICD. Study focused on
determining impact of a Plain Language
Prostrate Cancer Decision Aid on
subject's decision making experience.
RCO ICD Audit of a diabetic skin flora Remedial Actions: Staff education. CASE CLOSED.
study found missing HIPAA
VA New York
12 || o3 WO H ||08/01/2012||Authorizations and no CPRS
Harbor HCS ) S
documentation of study participation for
73 subjects.
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TABLE 2C. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS
l[Case|| VISN || Facility |[|Focus|| Date Issue of Noncompliance Remedial Actions
VA New York RCO ICD Audit of hypertension study Remedial Actions: Staff education; data removed
13 03 H 08/01/2012 ||discovered 3 (out of 144) missing HIPAA [from study. CASE CLOSED.
Harbor HCS e
Authorizations.
RCO ICD Audit of variations in the use of ||Remedial Actions: Staff education provided; IRB
14 03 VA New York H 08/01/2012 CPRS-enabled exam room computers determined that apparent noncompliance was not
Harbor HCS found that 12 non-patient participants serious and not continuing. CASE CLOSED
had missing HIPAA Authorizations.
RCO Audit of study of Medication Remedial Actions: Study suspended pending follow
Reconciliation found missing consent up audit by RCO; Staff education; re-consent
VA Boston . - L. . R
15 o1 Healthcare H 08/10/2012 documents, proce'dure.s being conducted ||participants, 4 participants Yvho did not sign VA
System that are not described in the protocol Form 10-3203 - IRB determined data may not be
and lack of participant consent for audio ||used. CASE CLOSED.
recording.
RCO audit found Pl amended IRB Remedial Actions: Assurance Pl will make
approved procedure (assignment of compliance a goal of his annual performance
trainers to either immediate or delayed ||review; conduct monthly review of protocols with
16 02 || canandaigua H 09/13/2012 training condition) without submitting study coordinator to ensure compliance and make
amendment to IRB for approval. Study is ||review available to the IRB. RCO conduct audits of
an evaluation of training video all P protocols for compliance. CASE CLOSED.
addressing suicidal thoughts and
behavior in substance abuse treatment.
RCO regulatory audit conducted noted Remedial Actions: Develop and SRS SOP for
Central no dc..\c.umer?tation. in Reéearch exemption determinations. CASE CLOSED.
17 16 |l Arkansas VHS H 09/18/2012 Administration or investigator |fecords. of
(Little Rock) SR'S.appr.oval fora st.udy of subjec'ts with
Critical Limb Ischemia and no Options for
Revascularization.
RCO audit found multiple instances of Remedial Actions: Implement additional training
18 2 VA Sierra H 09/24/2012 informed consent noncompliance (regarding process of informed consent and HIPAA
Nevada HCS involving all 13 ICDs within 1 human authorization) to students and novice investigators.
protocol on smoking cessation. CASE CLOSED.
RCO regulatory audit of a Ribavirin Remedial Actions: Audit findings sent to IRB and
Pharmacokinetics study of Hepatitis C R&DC; IRB determined that the Pl had addressed all
Virus revealed 9 findings. Expired IRB audit findings previously and no further actions
19 05 VA Maryland H 09/26/2012 approval; research initiated b.efore R&DC ||were required. CASE CLOSED.
HCS approval; Fellow not credentialed;
subject file lost & training not complete.
RCO unable to review subject records
due to Pl delays.
RCO audit of 24 consents found 7 Remedial Actions: Pl required to halt study
participants signed expired ICFs; 5 recruitment; RCO provided education to study
20 11 Detroit H 10/23/2012 ||participants did not sign a HIPAA team; IRB requiring a remedial action plan be
authorization form for this Genomic submitted by PI; study amendment submitted to
blood collection study update ICD. CASE CLOSED.
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TABLE 2C. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS
l[Case|| VISN || Facility |[|Focus|| Date Issue of Noncompliance Remedial Actions
RCO ICD audit of this randomized double-||Remedial Actions: Obtain HIPAA authorization;
blind study comparing combinations of  ||report missed appointments & visits; correct &
Central lisinopril or placebo & losartan in update CPRS; obtain consent for passive f/u
21 16 |l Arkansas VHS H 10/23/2012 subjects with diabetic nephropathy subjects; obtain consent for the DNA substudy;
(Little Rock) revealed that: 14 subjects were not provide justification for the inclusion of research
consented during their next visit, 1 data collected from subjects during lapse; etc. CASE
subject did not sign a HIPAA and 1 CLOSED.
subject did not sign correct substudy ICD
RCO regulatory audit of head, neck and [|Remedial Actions: Pl education on noncompliance
lung cancers study identified that Pl reporting; maintenance of separate electronic file
) 04 VA Pittsburgh H 10/25/2012 failed to report SAE within 5 business that allows tracking reportable events submissions
HCS days of becoming aware of the SAE. and review until program can reliably track and
report these events. Internal audits of SAE and UAP
reports submitted. CASE CLOSED.
RCO audit found a letter of notification Remedial Actions: Pl transitioned 1 subject to
from the Sponsor terminating a head and ||commercially available medication, and
23 17 VA North H 10/25/2012 neck cancer protocol at this site due to implemented inclusion/exclusion verification
Texas HCS ongoing concerns of Pl oversight. processes for future subject enroliments; the IRB
will revise its SOP for reporting of sponsor
suspensions and terminations. CASE CLOSED.
RCO audit found 34 of 36 subjects in a Remedial Actions: Pl is following up with
War Related lliness and Injury Study participants will use no data until HIPAAs are
Center (WRIISC) data repository study obtained. IRB accepted corrective actions and PO
24 05 DC VAMC H 10/30/2012 |[were consented without obtaining HIPAA||concurred. IRB also informed DCVAMC Pls that
authorization. Pl self-reported failing to  ||HIPAA is now a separate document. CASE CLOSED.
obtain HIPAA authorizations from ~30
participants.
RCO audit of myeloma family study Remedial Actions: IRB determined that no PHI was
found 7 subjects were consented without||collected from relatives, so HIPAA did not apply.
25 05 bCVAMC H 10/30/2012 obtaining HIPAA authorization. R&D Program reminded Pls of new ICDC format
(stand-alone HIPAA). CASE CLOSED.
RCO Regulatory Audit found apparent Remedial Actions: IRB chairperson, IRB
non-compliance for this anesthesia risk  |[administrator, and RCOs to review all exempt
VA quality improvement project as the IRB  [[studies to verify proper IRB determination; CASE
approved this study as expedited without|[CLOSED
26 09 ;rlzﬂzes:z: H 11/12/2012 waivers of informed consent or HIPAA
¥ authorization, inappropriate RDC
approval, and failure of the Pl to submit
continuing approval forms.
RCO audit found one research personnel [|Remedial Actions: The Pl has completed the
participating in research without the required local scope of practice for this individual
N required scope of practice in the CSP and the form was submitted to the Research Office
21 08 Miami H 11/13/2012 #563 trial titled: Prazosin and Combat for review and approval. The Pl was re-trained. CIRB
Trauma PTSD. determination was not serious or continuing. CASE
CLOSED.
RCO Audit found in a non-invasive Remedial Actions: PI must apply for modifications in
28 16 Houston H 11/14/2012 screening for high glaucoma risk male advance; data collected can be used. CASE CLOSED.
veterans study the Pl exceeded the study
sample size approved by the IRB by 142.

Defining
EXCELLENCE

in the 21st Century

VA

HEALTH
CARE




000281

~A80 "~

TABLE 2C. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS
l[Case|| VISN || Facility |[|Focus|| Date Issue of Noncompliance Remedial Actions
RCO ICD Audit of study on insulin therapy||Remedial Actions: No data use until HIPAA
effects on colorectal polyps in diabetics |[signatures obtained; RCO regulatory audit; actions
29 04 || Philadelphia H ||12/05/2012 |[found 3 subjects had not signed HIPAA  ||completed. CASE CLOSED
Authorizations and research notes were
not entered in CPRS.
RCO ICD Audit of study on intimate Remedial Actions: Obtain HIPAA signature; submit
. . partner violence patient needs and protocol deviation to IRB; no data use until HIPAA
04 Philadelph H 12/05/2012
30 fladelphia 105/ perspectives found unsigned HIPAA for  ||signed. CASE CLOSED.
one subject.
RCO regulatory audit found that Pl of a Remedial Actions: Pl education on timeliness of
Phase Ill Randomized Trial of noncompliance reporting and on the newly
VA Pittsbureh Chemotherapy with or without developed electronic IRB submission database; QA
31 04 HCS g H 12/06/2012 ||Bevacizumab in patients with recurrent ||reviewer position created for timely review of
or metastatic head and neck cancers reportable events. CASE CLOSED
failed to submit a report of a SAE within
3 days of becoming aware of the SAE.
RCO audit of a cancer pain management |[|Remedial Actions: Subject's data withdrawn from
VA Palo Alto study found that 1 of 3 enrolled subjects |[the research study. CASE CLOSED.
21 H 12/06/2012
32 HCS /06/ provided informed consent but did not
sign a HIPAA authorization.
VA North RCO audit identified IND (controlled Remedial Actions: Pharmacist will obtain and
33 17 Texas HCS H 12/10/2012 ||substance) storage noncompliance in a dispense investigational drug; Research Pharmacy
postoperative recovery study. SOP revised. CASE CLOSED.
RCO Audit found one HIPAA Remedial Actions: The research team was reminded
34 01 Bedford H 12/18/2012 ||authorization form that was not signed to ensure all consent-related documents are
by the subject. complete at the time of enrollment. CASE CLOSED.
RCO Audit of psychiatric study found that [|Remedial Actions: The protocol is closed and the
a former psychiatry resident destroyed in |[data had not been used; IRB concluded that
35 2 VA San Diego | 12/18/2012 error 121 signed HIPAA Authorizations research participants were not exposed to
HS and 23 ICDs due to misinterpreting the substantive harm or risk and required no additional
affiliate IRB's instructions related to a actions. CASE CLOSED
previous noncompliance case.
RCO audit identified discrepancies in the [|Remedial Actions: Facility to contact IT to
dates on "IRB Acceptance - Notification" ||determine whether revision can be made to MIRB
. letters signed by the IRB Chair to the system to remove the automatically populated date
36 02 || Canandaigua H 12/19/2012 study PI. Study is a survey of difficulties ||from the signature line. Alternate plans to pursue
and treatment interests for detox new electronic protocol submission system
patients. (IRBNet). CASE CLOSED.
RCO audit reported that Pl of a long-term [|Remedial Actions: Prohibit the future use of both
cancer observational study discovered written and verbal consent for the same request.
06 Durh H 12/20/2012
37 urham 120/ that signatures were missing on consent [|CASE CLOSED
forms and HIPAA.
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TABLE 2C. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS
l[Case|| VISN || Facility |[|Focus|| Date Issue of Noncompliance Remedial Actions
RCO Regulatory Audit found subjects in a [|Remedial Actions: Provide explanation for failure to
combat stimuli psycho-physiologic study |[[{obtain consent and collection of informed consent
Central were not re-consented on the revised on outdated ICD, and outline a plan to prevent
ICD, as required by the IRB. 15 subjects, ||future problems in projects under the leadership of
16 |[|Ark VHS|| H 12/20/2012
38 (rLi:tTZa;ock) 120/ who were enrolled at the time of the this Pl. CASE CLOSED.
informed consent revision, had not been
re-consented at the six month follow up
visit.
RCO ICD audit of a patient-centered Remedial Actions: re-consent the subject missing
intervention study (Knee the signature of the person obtaining consent with
) . Replacement)found one ICD did not have |[the full version of the approved ICD; either locate
39 04 Philadelphia H 12/21/2012 the signature of the Person Obtaining the missing pages of the ICD or re-consent the
Consent and another ICD had pages 1 patient with the full version of the approved ICD. All
and 2 of the ICD missing. actions completed. CASE CLOSED.
RCO audit of Health Behavior Change for ||Remedial Actions: Signed HIPAA required for
Hospitalized Veterans study found one subject to continue in the research; Pl assurance
VA Pittsburah subject enrolled in the study lacked the |[HIPAA authorization added to packet to avoid re-
40 04 g H 12/21/2012 ||required, signed HIPAA authorization. occurrence; changes made to computer system to
HCS
make consent and HIPAA documents available to
researchers in same location as study workplace.
CASE CLOSED.
RCO Regulatory audit of this renal dietary|[Remedial Actions: IRB coordinators to ensure they
Ann Arbor trial found the interval between initial input correct continuing review date into IRB
41 11 H 12/21/2012 ||approval and first continuing review [420 ||database; And consult with RDC coordinator when
HCS
days] violate the requirement for IRB there is a transfer in Pl. Remedial actions complete.
continuing review. CASE CLOSED.
RCO audit found HIPAA authorizations Remedial Actions: Pl may attempt to obtain
were not sought from 17 subjects documented permission to use the collected data,
42 21 VA Palo Alto H 12/21/2012 enrolled in blood draw study seeking but was not granted permission to use data or
HCS biomarkers for improved diagnosis of samples collected from subjects who have not
lung nodules. signed an ICD and a HIPAA authorization form. CASE
CLOSED.
RCO review of two retrospective chart Remedial Actions: ISO and PO to review checklists
VA Western reviews found that both studies initiated |[for privacy and security concerns, staff reminded of
43 02 New York H 12/31/2012 and completed without ISO, PO, IRB, or |[requirement to await final written approval prior to
HCS R&DC approvals and that the ACOS never ||initiation of research and required review prior to
generated the letter to proceed with the |[publications. CASE CLOSED.
studies.
RCO re-audit of a community-based Remedial Actions: Study previously suspended and
housing services for homeless Veterans ||is now closed. Pl was educated by RCO during
study found 3 ICDs not available during |[suspension. No additional actions required. CASE
44 08 Bay Pines H 12/31/2012 ||the first audit; 2 of these 3 subjects did  ||CLOSED.
not sign a HIPAA Authorization. IRB had
suspended the study due to the result of
the first audit.
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TABLE 2C. REMOTE REVIEWS OF RESEARCH COMPLIANCE OFFICER (RCO) AUDITS
l[Case|| VISN || Facility |[|Focus|| Date Issue of Noncompliance Remedial Actions
RCO audit found that (199) patient Remedial Actions: Amend the protocol to allow
health records reviewed without IRB review of health records. CASE CLOSED.
approval; records were reviewed outside
Portland of the IRB approved time frame; and the
45 20 VAMC H 01/03/2013 Pl collected and used PHI without IRB
approval for up to 699 Veteransin a
retrospective chart review
pneumothorax study.
RCO audit found HIPAA authorization Remedial Actions: Data restricted from entry into
46 20 VA Puget H Oﬂmnmswmmwmwwﬁmmyﬂawm§ data repository; remedial training of study staff.
Sound HCS enrolled in a data repository and subject [[CASE CLOSED.
registry memory study.
RCO audit found one subject did not sign [|Remedial Actions: PO and IRB determined that data
a HIPAA authorization form in a VA Merit [|could not be used with HIPAA authorization or
47 21 VA Palo Alto H mmﬁﬂng#wymMMmMOMWbpm%wmno emmﬁpm@xbmﬂoM@mdf%h%ed
HCS diagnose TBI and PTSD through Information' form to permit data use. CASE CLOSED.
acquisition of brain images and blood
samples.
RCO audit found six HIPAA authorization [|Remedial Actions: Noncompliance determined to be
forms documented an incorrect HIPAA serious (not continuing); no use of data from
48 2 VA Palo Alto H 01/07/2013 expiration date in a rehabilitation study |[subjects without HIF.’AA autho.rlzatlon; Pl to request
HCS to help OEF/OIF veterans overcome Release of Information or revised HIPAA
driving-related distress. authorization (including prior data). No further
actions required by IRB or R&DC. CASE CLOSED.
RCO audit for this category 1 study that [|Remedial Actions: Education. CASE CLOSED.
investigates the mechanisms of clinical
responses to multidirectional treadmill
49 16 Houston H 01/08/2013 tr'alnlng in persons.W|th Paljklnson s
disease who experience gait and balance
problems revealed that 5 subjects did
not sign a HIPAA authorization (ICD was
signed).
RCO regulatory audit found expired CITI [|Remedial Actions: Staff to complete required
50 09 Louisville H 01/09/2013 tral.nl.ng (C<.)|.|al;.>orat|ve In.stltutlonal training. Remedial action completed. CASE CLOSED.
Training Initiative) for this cancer
surveillance study.
VA Boston RCO Audit of study of Parkinson's Disease||Remedial Actions: Reported to NSOC, Pl and staff
51 01 Healthcare H 01/11/2013 foun.d.data collected frorp 248 edu.catlon. Study Amended and IRB approved a
participants after the waiver of HIPAA revised HIPAA waiver. CASE CLOSED.
System L .
Authorization had expired.
RCO audit found on a study of a brief Remedial Actions: Pl will establish an automated
intervention for hospitalized Veterans system to identify consent and study expirations
that eight subjects were consented using ||dates; IRB required re-consenting of the subjects; Pl
52 02 Canandaigua H 01/11/2013 ||consent forms with 