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SOP# HRP 01.08
Initial Approval Date: 11/8/07

ADDRESSING AND RESPONDING TO ALLEGATIONS OF NONCOMPLIANCE WITH
INSTITUTIONAL POLICIES RELATED TO THE HUMAN RESEARCH PROTECTION
PROGRAM

OBJECTIVE:

To establish a documented process for responding to allegations of noncompliance with
institutional policies as they are related to the Human Research Protection Program
(HRPP)

To assure the safety of human research participants through the development of action
plans by the principal investigator to prevent recurrence and to promote future
compliance

To educate research staff to assure they understand applicable regulations, guidelines,
policies and procedures

To promote goodwill with the veterans community by responding quickly and
thoughtfully to concerns from research participants and their families, and the research
staff

SCOPE & POLICY:

The VAMHCS takes seriously any issue of noncompliance of research staff with regard
to human subject protections and research integrity. Therefore the VAMHCS Research
Service will:
e establish a process for investigation of each allegation of noncompliance,
e ensure atimely response to each allegation,
e delineate a process for reporting outcomes to institutional officials and
authorities, and
e assist investigators in developing corrective action plans (CAP) as needed for
regulatory compliance, institutional quality improvement, and community
satisfaction.

The University of Maryland, Baltimore (UMB) Institutional Review Board is the IRB of
record for VAMHCS research projects and as such, must be involved with the
investigation and correction of VAMHCS research compliance issues. The VAMHCS
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Office of Research Compliance (ORC) works closely with the UMB Human Research
Protections Office (HRPO) to coordinate these efforts (the HRPO is the administrative
office for the IRB).

Every UMB and VAMHCS informed consent document includes the principal
investigator’s contact information, a VAMHCS contact number and contact information
for the UMB IRB. This enables research participants or their families and other stake
holders to contact the appropriate personnel who can follow-up on complaints about the
research program and allegations of noncompliance.

All allegations involving a VAMHCS research project (whether the allegation comes
from a complainant or through the IRB/HRPO) will be brought to the attention of the
VAMHCS Research Compliance Officer (RCO). The RCO proceeds according to this
SOP (allegations of noncompliance) or HRP 01.07 “Addressing and Responding to
Comments, Complaints and Suggestions Related to the Human Research Protection
Program” (see 2.6 below). All allegations of noncompliance will be investigated and
handled in a confidential manner to the greatest extent possible.

Incidents of noncompliance will be reported to the IRB, the R&D Committee, the
ACOS/R&D, the Chief of Staff (COS), and the Medical Center Director (MCD). As
necessary (based on the issues and regulations), additional reports may be made to
VAMHCS Risk Management, Ethics Advisory Committee, Privacy Officer, Information
Security Officer and other Institutional entities as well as ORO, VACO, OHRP, ORD (for
VA-sponsored research) and other sponsors.

The final course of action depends upon the nature, severity, and degree of seriousness
of the findings. All actions will be at the institutional level most appropriate for the
circumstances. Any actions requiring reporting to regulatory bodies outside the Medical
Center, such as the VA Office of Research Oversight (ORO), Office for Human
Research Protections (OHRP), FDA, study sponsors, and VA Central Office will be
through the Medical Center Director, as Institutional Official for the VA Human Research
Protection Program, or at the direction of the University of Maryland Institutional Review
Board.

All substantiated incidents of noncompliance will be resolved within 60-90 days after
coming to the attention of the RCO, unless circumstances prolong this timeframe.

The VAMHCS recognizes that a complaint or allegation may actually point out an
inefficiency of the system rather than non-compliance. Allegations or complaints can
thus be opportunities for improving the policies and procedures for human research
protections.

RESPONSIBILITIES:
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Compliance with institutional and regulatory policies and procedures is an ongoing
responsibility of everyone involved in the VAMHCS research program.

The VAMHCS Research & Development Service and the VAMHCS Research
Compliance Officer are responsible for the implementation of this policy.

The Research Compliance Officer (RCO) is responsible for:

e initial intake of the allegation (whether from the complainant or the HRPO);

e notifying the UMB HRPO and VAMHCS officials as outlined in this SOP;

e reporting results of initial inquiries and audits to the IRB for determinations of
noncompliance, seriousness or continuing

e in collaboration with the HRPO, conducting or supervising the investigation of the
allegation and any subsequent audits

e implementing the corrective action plan (CAP) approved by the IRB with
concurrence of the R&D Committee

e reporting to the MCD, the COS, the ACOS/R&D, R&D Committee, the HRPO
Director of Quality Improvement (DQI), the IRB, the Principal Investigator (PI),
the PI's Department Chair/Section Chief, other VAMHCS entities, regulatory
agencies, and sponsors as delineated in this SOP.

The R&D Committee is responsible for:
e reviewing the results of the investigation and the action approved by the UMB
IRB;
e approving the corrective action plan as presented and/or requiring additional
steps to remedy the noncompliance
e other assistance as requested by the RCO.

The Principal Investigator is responsible for:
¢ making a good faith effort to follow institutional and regulatory policies and
procedures that protect the rights and safety of research participants and the
scientific integrity of their research projects;
¢ notifying the RCO and the IRB when a complaint has occurred or noncompliance
with the HRPP is discovered,
cooperating with investigations of complaints or allegations of noncompliance,
responding to queries and corrective action plans (CAPs) in a timely manner,
notifying study participants and sponsors as directed by the RCO/IRB,
informing study participants and their families/advocates during the informed
consent process that complaints can be lodged with the RCO and the IRB.

DEFINITIONS:
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Non-compliance is the failure to comply with applicable Federal Regulations, UMB IRB
and Human Research Protections Program policies and procedures, UMB policy, or the
requirements or determinations of the UMB IRB. For VA research this also includes
non-compliance with the requirements of VA regulations or directives.

Allegation of noncompliance: an assertion without proof or before proving that an
act or practice of noncompliance has occurred or is occurring.

Serious non-compliance is an action or omission taken by an investigator or study
personnel that any other reasonable investigator would have foreseen as compromising
the rights or welfare of the participant. Examples of serious non-compliance include,
but are not limited to:
« Failure to adhere to federal regulations or institutional policies governing
research in humans where a participant’s well-being or rights have been affected:
o Failure to obtain IRB approval prior to initiation of research procedures or the
continuation of research activities following protocol expiration.
« Failure to notify the IRB of changes in approved procedures;
« Failure to monitor data to ensure safety of participants;
« Failure to adequately protect participant privacy and confidentiality of data;
« Failure to obtain informed consent;
« Failure to protect subjects likely to be vulnerable to coercion or undue influence;
« Failure to recruit subjects according to IRB approved plan;
« Failure to conduct research according to the IRB approved protocol;
« Failure to notify the IRB of changes in the scope/intent of the study..

Continuing non-compliance is a pattern of repeated actions or omissions taken by an
Investigator or study personnel that indicates a lack of ability or willingness to comply
with federal regulations ,UMB IRB policies and procedures, the determinations of the
UMB IRB, the VAMHCS HRPP and other VA or VAMHCS policies and procedures.

Initial Inquiry is the first assessment of the nature of a complaint or allegation. It is
used to sort out spurious or minor complaints and to determine whether further
investigation is warranted.

SEE ALSO

UMB Policy and Procedures: [.3.I: Investigator Noncompliance
1.3.J: Reportable Events (Unanticipated
Problems, Adverse Events, Deviations,
Violations, Exceptions)
1.3.L.1: Investigator Auditing and Monitoring Activities
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[.3.M: Concerns or Suggestions Regarding the
Human Research Protection Program (HRPP)
[.3.N: IRB Reporting Requirements

VAMHCS Research Service SOPs: HRP 01.07: Addressing and Responding to
Comments, Complaints and Suggestions
Related to the Human Research Protection
Program
HRP 02.01: Overview of Quality Assurance
Activities
HRP 02.02: Audit Triggers

PROCEDURES:

1. Mechanisms for reporting suspected noncompliance with the HRPP:

1.1. Allegations of noncompliance may be either verbal or written and may be
brought forth by:
. study participants or their families or advocates,
« the research team,
. institutional staff and faculty and the HRPO,
. the media, community leaders or the public at large,
« anonymous sources and whistleblowers ,
« institutional QI auditors.

1.2.Investigators, members of the research team, Research Service Staff and
institutional officials are required to immediately report suspected
noncompliance to the RCO and the IRB.

1.3. All initial contacts regarding allegations of noncompliance involving the
VAMHCS research program are handled by the Research Compliance Officer
(or designee) in the VAMHCS Research Service. This is done
. verbally by calling 410-605-7000 x6512 or 410-605-7130,
« inwriting (10 North Greene Street, Baltimore, Maryland, 21201, Mail Stop

151),

« by email to : melody.higgins2@va.gov, or
. in person to the RCO at the address above in room 3-A-125.

1.4.Research participants and family members are provided contact information in
the VAMHCS informed consent document (10-1086 version).

1.5.The UMB HRPO notifies the RCO of any complaint or compliance issues
involving VAMHCS research projects or the VAMHCS HRPP.
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2. Intake of allegations:

2.1.Research Service staff will immediately send all phone calls, letters, or in-
person complainants directly to the RCO or a Research Compliance Specialist
(RCS).

2.2.The VA RCO/RCS gathers information to include as much of the following as
the complainant is willing or able to provide (see Attachment A):

« the contactor’s name and phone number for follow-up calls (if they are
willing to do so),

o the subject’s name and phone number,

« study protocol title and Principal Investigator's name,

« the identity of the person at whom the allegation is directed,

e adescription of the incident/allegation, including details such as date of
consent, date(s) of incident(s), names of involved persons, and any other
information that could facilitate the investigation,

e any evidence that the contactor is willing to provide,

« any other descriptions or information as applicable; for example, if the
complaint or suggestion is in regard to an institutional matter rather than
directed to a specific investigator or study, then the intake of information
should capture the context in which the complaint/suggestion is made as
well as the complaint/suggestion itself.

2.3. Allegations may be made anonymously. Research compliance staff will:

. inform anonymous callers that the matter will be investigated to the
greatest extent possible, given the information provided,;

« encourage anonymous callers to call the RCO within 2 business days and
periodically thereafter in order to provide new information and follow-up
information and to receive updates on the issue;

. inform the caller that their anonymity cannot be guaranteed,;

« not pressure callers to leave personal information if they have expressed a
desire to remain anonymous.

2.4. The RCO/designate will reassure the complainant that the allegation will be
thoroughly investigated and that appropriate measures will be taken to address
the issue. Inform the complainant that periodic updates will be forthcoming
(provided that contact information is given).

2.5. Particularly sensitive allegations (for example, whistleblowers, or staff lodging
complaints or allegations against supervisors) may be handled privately by the
RCO with notification to the MCD and/or the ACOS/R&D, and the HRPO
Director of Quality Improvement (DQI). Throughout the process (described in
HRP 01.07 and HRP 01.08) the RCO may consult directly with these
individuals as well as the R&D Committee Chair and others as necessary.
The RCO reports the findings to the MCD, the ACOS/R&D, the R&D
Committee Chair, the COS and the IRB Executive Committee (through the
DQI). Further reporting to the R&D Committee, the IRB, VA and other federal
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agencies will also occur as appropriate. The whistleblower cannot be
guaranteed that their anonymity can be maintained throughout the process.

2.6. Complaints that are not indicative of noncompliance will be handled according
to Research Service SOP “Guidelines for Addressing and Responding to
Comments, Complaints and Suggestions Related to the Human Research
Protection Program” (HRP 01.07). All complaints are potential triggers for
quality improvement of the HRPP.

2.7.The RCO will immediately notify the COS, MCD, the ACOS/R&D the VAMHCS
Office of Public and Community Relations and the HRPO of any complaints
that originate from media reports or contacts.

2.8. The RCO will maintain a tracking log for all complaints and allegations of
noncompliance. This is to promote timely management and documentation of
the complaint/allegation as it moves through the process described in this
SOP.

2.9.1f the allegation involves the actions of the ACOS/R&D or studies for which the
ACOS/R&D is the PI, the reporting mechanisms listed throughout this SOP will
not include the ACOS/R&D except for those that are meant to address the Pl
or subject of the allegation.

3. Initial notifications and authority:

3.1.For all allegations of noncompliance involving a veteran, a VAMHCS
investigator or research employee, or if any aspect of the precipitating event
took place in a VA facility, the VAMHCS Office of Research Compliance (ORC)
may be designated to perform the investigation. The RCO and HRPO
Executive Director or DQI will consult to determine who will lead the
investigation.

3.2.The ORC engages in close communication with the HRPO as the investigation
proceeds. This is to promote coordination and efficiency of efforts between the
Research Service and the HRPO as both entities proceed through their own
policies and procedures.

3.3.If it is the HRPO that receives the initial complaint or allegation and the
complaint or allegation involves a veteran a VAMHCS investigator or research
employee or if any aspect of the precipitating event took place in a VA facility,
the HRPO notifies the VAMHCS RCO.

3.4.1f the RCO receives the initial allegation, the RCO begins an initial inquiry into
the matter (see 4 below). If the allegation appears to be substantive (see 4.3 -
4.5 below), the RCO immediately notifies the DQI at the HRPO. For less
urgent matters, the preliminary inquiry should be completed within 10 business
days of receiving the allegation.

3.5. The RCO may notify the PI of the allegation.

3.6. The RCO will send a preliminary or final report to ORO within 10 business
days of recognition of a reportable event (see section 6 below).
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4.

Investigating the allegation:

4.1.See 3.1-3.7 above.

4.2.1f the allegation was received by the ORC and involves VAMHCS studies or
investigators or if the ORC was designated to lead an inquiry (3.1 above), the
Research Compliance Officer will conduct the initial inquiry through
interviews and reviews of pertinent documents. If all issues are resolved
through this process and the RCO concludes that

(a) there was no noncompliance, or
(b) there was no basis in fact for the allegation, or
(c) the non-compliance (if any) is neither serious nor continuing,

then the RCO reports the findings to the IRB (through the HRPO DQI) and seeks

concurrence from the IRB. The DQI (or HRPO ED) and RCO collaborate on a

course of action. These actions may include:

e follow up with the complainant and PI or other involved persons as

appropriate,

e devising or sending notification of a corrective action plan (CAP) to be

implemented by the investigator, Research Service, or other campus entities
(if indicated by the situation [see 5.2 below]),

e further investigation.

The RCO prepares a written report to the, the R&D Committee (at the next

scheduled meeting) and the HRPO Executive Director or DQI (at the next

scheduled meeting. The MCD and the ACOSD/R&D receive reports through the

R&D Committee meetings and minutes. This also included in quarterly reports to

the Executive Performance Improvement Committee (EPIC) reports,

4.3.1f the issues raised in the allegation

(a) cannot be completely resolved through the initial inquiry or
(b) appear to be a possible noncompliance issue,then:

4.3.1. In coordination with the HRPO, if the VA is designated as the lead, the
RCO assigns one or more RCSs to conduct a for-cause audit of the protocol
in question (See Research Service SOP HRP 02.02 “Audit Triggers”).
Alternatively, the HRPO may choose to perform the audit (IRB P&P 1.3.1)

4.3.2. The RCO immediately notifies the MCD and/or the ACOS/R&D, the Chair
of the R&D Committee and the HRPO DQI that a for-cause audit has been
initiated. In most cases, the PI will also be notified. The PI's Division Head
or Department Chair may also be notified for serious issues.

4.3.3. The scope of the audit will initially be limited to the allegation, but could
expand based upon the audit findings. The audit is done in coordination
with the HRPO according to its policies (IRB P&P 1.3.1, 1.3.J, 1.3.L1).

4.4. Audit findings will be presented to the MCD and/or the ACOS/R&D, the R&D
Chair, and the HRPO DQI for concurrence. The HRPO proceeds according to
its P&P 1.3.1 to determine whether the allegation has a basis in fact, and, if so,
its seriousness and whether it is continuing. Possible outcomes are outlined
below (4.5-4.6, 5, 6). .
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4.5.1f the IRB (HRPO) determines that the findings
(a) do not involve non-compliance OR
(b) involve non-compliance that is neither serious nor continuing:

4.5.1. the For Cause Audit will be concluded once any other issues have been
resolved,

4.5.2. appropriate actions listed in item 4.2 above will be taken,

4.5.3. the final outcome will be reported to the ACOS/R&D, the R&D Chair, the
R&D Committee (at the next scheduled meeting), the HRPO Executive
Director or DQI, and the MCD (through R&D Committee minutes and
quarterly EPIC reports).

4.6.1f the IRB (HRPO) determines that the findings involve non-compliance that is
serious or continuing, all of the following occurs:

4.6.1. the ORC proceeds according to sections 5 and 6 below;

4.6.2. the HRPO develops a corrective action plan (CAP) and timeline according
to its policies (IRB P&P 1.3.1, 1.3.J, .3.L1);

4.6.3. the RCO presents the IRB-approved corrective action plan to the R&D
Committee for approval;

4.6.4. actions described in the approved CAP and possible additional items
listed in Item 5.2 of this SOP will be implemented.

4.7.1f the HRPO and the ORC do not concur on determinations of
noncompliance, seriousness or continuing, the IRB’s decision will stand.

4.7.1. The R&D Committee may add additional requirements to the CAP, but
may not delete or change any parts of the IRB-approved CAP.

4.7.2. If the R&D Committee does add requirements to the CAP, the RCO
notifies the HRPO immediately and the investigator is instructed to amend
the protocol at the IRB as appropriate.

4.8.Even if it is determined that noncompliance has not occurred, there is always a
possibility that some corrective action is warranted. For example an allegation
may actually point out an inefficiency of the system rather than non-
compliance. Still, this inefficiency should be corrected if possible. In this case
a CAP should be implemented.

5. Actions and Notifications for Determinations of Serious/Continuing Noncompliance
5.1. After the for-cause audit has been completed and it has been determined by
the IRB that serious and/or continuing noncompliance has occurred
(Section 4.5 and 4.6 above),

5.1.1. The following VAMHCS officials are immediately notified: the COS, the
ACOS/R&D, R&D Committee Chair, MCD, and other institutional officials as
appropriate (such as the VAMHCS Office of Risk Management, the
VAMHCS Information Security Officer if the audit reveals that there have
been violations of VA information security requirements, or VAMHCS
Privacy Officer if the audit reveals that there have been unauthorized use,
loss, or disclosure of individually identifiable patient information.
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5.1.1.1. In general, the principal investigator and/or the PI's Division
Head/Section Chief are also notified. However, in some circumstances
such as the possibility of a subsequent inquiry or investigation for research
misconduct (VHA handbook 1058.2%), or other serious ethical breeches
that might warrant an administrative investigation (VHA Handbook 0700?)
it may be necessary to consult with VAMHCS regional counsel, UMB legal
counsel, ORO, or other applicable entities for guidance prior to notification
of the PI or other individuals.

5.1.2. The HRPO drafts and processes a letter to the Office of Human Research
Protections (OHRP) according to IRB P&P [.3.N. This includes distribution
to applicable institutional, VAMHCS and federal officials.

5.1.3. When the OHRP letter has been finalized, the RCO drafts and processes
a cover letter to the VA Office of Research Oversight (ORO) with the
HRPO’s OHRP letter attached. The ORO letter is signed by the MCD and
sent to ORO (see 6.3 below).

5.1.4. The issue is placed on the agenda of the next scheduled R&D-Committee
meeting. However, the R&D Chair may determine that an ad hoc or
emergency meeting is in order.

5.2. Corrective actions will be undertaken (see 5.3 below). All corrective actions
will be determined by the IRB with the concurrence of the R&D Committee.
The R&D Committee may impose additional corrective actions (with notice to
the IRB), but may not remove any requirements imposed by the IRB. If this
occurs, the RCO notifies the HRPO and the investigator is instructed to amend
the protocol at the IRB as appropriate.

5.2.1. Any of the above entities may initiate further inquiry.

5.3. The R&D Committee reviews and approves the CAP developed by the IRB.
The R&D Committee may not delete or change the CAP. However it may
require additional actions (see 5,2 above). Potential additional actions that
could be required by the R&D Committee include:

e Suspension/termination of R&D approval

" The corrective action plan will instruct the PI to arrange for appropriate
notification of participants and Sponsors and to amend the protocol in
BRAAN/CICERO to remove the VAMHCS as a study site.

. As all communications with participants must be reviewed by the IRB,
the Pl will be instructed to submit the draft letter to the IRB and the R&D
Committee for review.

" The RCO will immediately notify the HRPO of the R&D Committee
decision to suspend/terminate the study at the VAMHCS. The HRPO
will proceed according to its policies and procedures.

! http://www1.va.gov/oro/docs/1058.2_050405.pdf
2 http://www.va.gov/ogc/docs/VAHandbook0700.doc
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. There may be circumstances where a study is being conducted at UMB
and at the VAMHCS where research at UMB could continue. An
example of this would be where the only involvement of the VAMHCS is
for recruitment only and could therefore continue at the University
without the VA as a recruitment site.

e Modification of the research protocol (includes a submission for a Modification
Request to the IRB),

e Modification of the processes by which the Pl/staff conduct the research
project (includes a submission for a Modification Request to the IRB),

e Modification of the information disclosed during the consent process (includes
a submission for a Modification Request to the IRB),

¢ Additional information to be provided to past participants (includes a
submission for a Modification Request to the IRB),

e Additional information to be provided to current participants that might relate
to participants’ willingness to continue in the research project (includes a
submission for a Modification Request to the IRB),

e Requirement to re-consent current participants (includes a submission for a
Modification Request to the IRB),

e Monitoring of the consent process (includes a submission for a Modification
Request to the IRB),

e Modification of the schedule for continuing review (includes a submission for
a Modification Request to the IRB),

e Increased monitoring of the research,

e A determination that additional investigation is warranted. This may involve a
directed audit of the research study in question and, based on the nature of
the allegation, may involve a directed audit of additional research protocols.

e Meeting with the RCO, MCD and/or the ACOS/R&D, R&D Chair, and other
appropriate members of the ORC staff, IRB or HRPO staff.

e Additional human subject protection education for the Pl and staff could be
recommended.

e Referral to other organizational entities (Risk Management, Information
Security Officer, Privacy Officer).

e Findings and recommendations forwarded to VA Risk Management for
consideration and review.

e Findings and recommendations forwarded by the Research Compliance
Officer to the appropriate Service Chief for action,

e Findings and recommendations to the appropriate officials at affiliated
institutions for notification, action, and/or follow-up.

6. Reporting:
6.1. Overview:
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6.1.1. Issues involving noncompliance will be properly reported and resolved as
soon as possible but within 60-90 days of recognition of the reportable
event. If the 60-90 day deadline cannot be accomplished, the RCO must
report the reasons and progress to the MCD and/or the ACOS/R&D, R&D
Committee Chair, HRPO DQI and ORO (if applicable).

6.1.2. Forincidents that are reportable to ORO, a natification is sent to ORO
within 10 business days after the issue has come to the attention of the
VAMHCS Office of Research Compliance. If this notification cannot be a
final report, then a preliminary report is sent. Follow-up reports are sent as
needed until the issue is resolved.

6.1.3. Issues are reportable to the ORO if:

« There is a for-cause suspension or termination of VA human subject
research by the IRB or by the VAMHCS R&D committee

« There is any serious or continuing noncompliance with federal regulations
or VHA policies for the protection of human subjects.

« There is any serious or continuing noncompliance with IRB requirements
or determinations.

6.1.4. For studies in which there was found to be noncompliance involving VA
regulations only, a final report must be made by the R&D Committee Chair
to the IRB Chair.

6.2. Audit Report(s)

6.2.1. For audits performed by a VAMHCS RCS, the following reporting process
occurs. If the audit was performed by HRPO auditors, HRPO P&P will be
followed.

6.2.2. An audit report is written by the auditor at the conclusion of the
investigation.

6.2.3. The report contains a description of the events, audit findings, CAP and
resolution. Follow-up reports are written as necessary as audit findings and
the CAP are resolved by the PI (see 6.3).

6.2.4. The report is reviewed by the RCO before being sent to the IRB, MCD
and/or the ACOS/R&D, R&D Committee Chair, the PI, and other individuals
as appropriate.

6.2.5. The report should be used as the basis for final letters to ORO (see 6.5
below).

6.2.6. The audit report, the HRPO'’s letter to OHRP (6.4), and the VAMHCS letter
to ORO (6.5) are reported to the R&D Committee at the next scheduled
meeting.

6.3. Follow-up Audit Reports

6.3.1. In the case of corrective actions that require time to implement or that
require continued monitoring or evaluation, it will be necessary to do
periodic follow-up reports.
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6.3.2. If possible, the RCS who performed the initial audit and reports will
continue to monitor the resolution of the CAP and will write reports
summarizing the findings.

6.3.3. The period of follow-up will be determined by the RCO unless it has
already been prescribed by the CAP itself.

6.3.4. The reports are sent to the IRB, MCD and/or the ACOS/R&D, R&D
Committee Chair, the PI, and other individuals as appropriate.

6.4. OHRP Letters

6.4.1. Letters to OHRP are written and submitted by the HRPO according to IRB
P&P I.3.N.

6.4.2. For VAMHCS studies, the HRPO provides the RCO with copies of the
letter for distribution to appropriate VAMHCS parties.

6.4.3. The OHRP letter is used as the substance for ORO letters (see 6.5)

6.5.0RO Letters

6.5.1. Preliminary report

- Notification is sent to the regional office of ORO within 10 business
days after a reportable issue has come to the attention of the VAMHCS
Office of Research Compliance. If a final report cannot be made at
that time, a preliminary report containing all available information will
be sent (see Attachment 2).

. The report is in the format described by ORO in its 9/8/05
Memorandum.

. The report is reviewed and approved as in 6.5.2 below.

6.5.2. Final Report

. If possible, the final report is sent to the regional office of ORO within
10 business days after a reportable issue has come to the attention of
the VAMHCS Office of Research Compliance. If this is not possible, a
preliminary report is sent initially (see 6.5.1) above. A final report
should be sent within 60-90 days after a reportable issue has come to
the attention of the VAMHCS Office of Research Compliance.

« The report is written by the RCO in the format described by ORO in its
9/8/05 Memorandum. The letter refers to the HRPO's letter to OHRP,
the precipitating event and resulting corrective actions.

« The HRPO's letter to OHRP attached is attached to the ORO letter.

. The letter is reviewed and approved by the MCD and/or the
ACOS/R&D, and the COS. Itis signed by the MCD and sent to ORO
via email, FAX and/or courier service for hard copies.

6.6. Other reports include:

6.6.1. reports sent by the IRB to the FDA, when the research was FDA-
regulated. This is done according to IRB P&P 1.3.N.

6.6.2. reports sent by the PI to the study sponsor or CRO.

6.6.2.1. For VA-funded studies, this includes the VA Central Office (Office
of Research & Development),

Allegations of Noncompliance (HRP 01.08) 2007.2.2
Prior versions: 10/04, 4/08 Version 2.2 Review due: 11/10




Allegations of Noncompliance — P 15 of 18
VAMHCS HUMAN RESEARCH PROTECTION
STANDARD OPERATING PROCEDURE

6.6.2.2. IRB-approved reports or notifications to study participants,
6.6.3. reports sent by the RCO to:

« VAMHCS Privacy Officer (for issues involving individually identifiable
information) (immediate notification, follow-ups as appropriate, final
reports as above)

« VAMHCS Information Security Officer (for breaches in information
requirements) (immediate notification, follow-ups as appropriate, final
reports as above)

. EPIC quarterly reports (quarterly summaries at regularly scheduled
meetings)

. Federal Agencies or VAMHCS departments as needed and according
to the agency’s or VAMHCS department’s policies.

REFERENCES:

VAMHCS Policy Memorandum = 512-001/0OPS-010 Consumer Relations
Program

IRB Policies and Procedures [.3.1: Investigator Noncompliance

1.3.J: Reportable Events (Unanticipated
Problems, Adverse Events, Deviations,
Violations, Exceptions)

1.3.L.1: Investigator Auditing and Monitoring
Activities

1.3.M: Concerns or Suggestions Regarding the
Human Research Protection Program (HRPP)
1.3.N: IRB Reporting Requirements

VHA Handbook (1200.5) Requirements for the Protection of Human

Subjects in Research [Par 7c(4),
7d(4),(5),(12),(13), 7e, 7i]

VHA Handbook (1200.1) The Research and Development (R&D)

Committee Handbook [Par 2b, 99]

VHA Regulations (38 CFR 16)

“Protection of Human Subjects” [16.103(b)(5)i,
6.116(b)(5)]

VAH Handbook 0700 “Administrative Investigations”

VHA Handbook 1058.1 “Reporting Adverse Events in Research to the

Office of Research Oversight” 6.a.(1), 6.b.

Office of Research Oversight “What to Report to the ORO”, Memorandum

(ORO)

9/8/05

FDA Regulations (21 CFR 50)  “Protection of Human Subjects” [50.25]

~“Institutional Review Boards” [56.108(b)(2),
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- 56.109(e)]

DHHS Regulation (45 CFR 46) “Protection of Human Subjects”
[846.103(b)(5)(i), 846.116(b)(5), 846.101(e),
846.109(e)]

AAHRP Evaluation Instrument - Element I.3.1: The organization has and follows
for Accreditation - written policies and procedures for addressing
- allegations and findings of non-compliance with
' Human Research Protections Program
' requirements.

AAHRPP Tip Sheets e Non-compliance with the Requirements of
the Human Research Protection Program

e Reporting of Unanticipated Problems,

Terminations, Suspensions, and Non-

compliance
Federal Whistle blower 5 U.S.C., Chapters 12 and 23
Protections Notification and Federal Employee

Antidiscrimination & Retaliation Act of 2002
(No FEAR Act)

APPROVAL

This SOP entitled “Guidelines for Addressing and Responding to Research-Related
Allegations of Noncompliance with Institutional Policies Related to the Human
Research Protection Program” has been approved by the Medical Center Director,
effective 11/8/07.
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ATTACHMENT 1:

VA Maryland Health Care System
Human Research Protection

COMPLAINT INFORMATION FORM

Date: Time:

Contactor’s Name: Contactor’s Phone #:
(Obtain only if contact is willing for f/u phone calls)

Keep contact person confidential: No Yes

Regarding whom:

Study Title/Number:

Principal investigator:

Issue:

Date and time IRB and ACQOS (or other required notifications)

Dates of follow-up:

Comments:

Complaint initially received by:
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ATTACHMENT 2: Information Required for ORO Reports

. Name and any relevant Assurance number of the reporting VA facility.

« Title of the research project(s) involved

« Name of the principal investigator(s) involved (except for animal research)

« Number(s) used by the facility’s Institutional Review Board (IRB), Institutional Animal
Care and Use Committee (IACUC), and/or Research Service to identify the projects(s)
involved

. Name of any external sponsor(s) of the project(s) involved

« Funding source for the project(s) involved

. Detailed description of the issue being reported

. Detailed description of the actions the facility is taking, or plans to take, to address the
issue.
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