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1. PURPOSE AND AUTHORITY

a. The purpose of this standard operating procedure (SOP) is to set procedures for
any person, including patients, research participants, investigators, research staff,
Research and Development Committee (R&DC) members, Institutional Review Board
(IRB) members, medical staff, nursing staff and others to voice research related
complaints and/or allegations of non-compliance with federal or state regulations and
institutional policies, including exercise of undue influence, pertaining to all research
activities at the VA Portland Health Care System (VAPORHCS).

b. This SOP establishes remedial actions and consequences for findings of non-
compliance to ensure compliance with the policies of the VAPORHCS Human Research
Protection Program (HRPP), IRB, Exemption Subcommittee (ESC), Subcommittee on
Research Safety (SRS), Institutional Animal Care and Use Committee (IACUC), and
R&DC. This SOP identifies individuals who have responsibility for ensuring corrective
action has been taken, and establishes a process for reporting to institutional officials
and other appropriate parties and authorities.

2. PROCEDURES

a. Patients, research participants, investigators, research staff, IRB members,
medical staff, nursing staff and others may report research-related complaints and
allegations of non-compliance with all institutional research policies. Such complaints
and allegations may be made anonymously, if desired.

b. All complaints and allegations will be investigated and addressed promptly by the
Associate Chief of Staff/Research & Development (ACOS/R&D), or designee.

c. When appropriate, a report will be made to the IRB, and when necessary,
institutional officials and other appropriate parties and authorities will be notified.
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d. When appropriate, a report will be made to the IRB, and when necessary,
institutional officials and other appropriate parties and authorities will be notified.

e. Notification. Patients, research participants, investigators, research staff, clinical
staff, IRB, ESC, SRS, IACUC, R&DC members and others are informed of the
opportunity and responsibility to report and/or voice any research-related complaints
and allegations of non-compliance with VAPORHCS policies according to the following
procedures:

(1) As part of the informed consent process, research study participants receive
general information about their rights and the contact information for the Research
Administration Office if they have questions or concerns about research in general, a
specific research study, or research personnel.

(2) Anyone with a complaint should contact the ACOS/R&D as follows:

(a) Research Administration Office

Portland VA Medical Center

Mailcode: R&D - Research & Development Service
3710 S.W. U.S. Veterans Hospital Road

Portland, OR 97239

Phone: 503-273-5125

Fax: 503-273-5152

Email: research.feedback@va.gov

(b) Anonymous research-related complaint(s) and allegation(s) may also be left by
voice mail at 503-273-5125, or faxing to 503-273-5152

(3) To protect their rights when voicing research-related complaints and allegations
of non-compliance and/or undue influence pertaining to research, an individual's identity
shall be kept confidential, unless pertinent to the investigation.

(4) The ACOS/R&D, or designee, shall reassure the individual that all possible
efforts will be made to determine the facts and circumstances, and appropriate
measures will be taken to address the issue.

f. Investigation. The ACOS/R&D, or designee, shall act promptly upon becoming
aware of a complaint or allegation of noncompliance, taking immediate action if the
safety, rights, or welfare (including privacy or information security) of participants,
research personnel or others are at issue, and adhere to the following procedures:

(1) Document all research-related complaints and allegations of noncompliance in
the official, related log kept by the Research Administration Office. Minimum information
to be documented shall include the individual’s name and contact information (unless
the complaint or allegation is anonymous); the study title and PI’'s name, if applicable;
the name of any particular person against whom the complaint or allegation is lodged;
relevant dates; and a summary of the complaint or allegation.
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(2) Conduct an initial review, as appropriate to the nature of the complaint or
allegation, to investigate any research-related complaint and allegations of
noncompliance.

(3) Evaluate the facts and take appropriate action.

(4) If an immediate patient safety issue is raised, immediately notify the IRB
Chairperson; the IRB Chairperson shall determine whether a special meeting of the IRB
must be convened or if the issue may be held until the next scheduled IRB meeting.

(5) Notify the appropriate PI(s) and any other involved individuals, regardless of
whether or not the complaint or allegation is determined to be frivolous.

(6) Notify the applicable research committee(s) of complaints and allegations of
noncompliance that are determined to have a basis in fact.

(7) Notify the R&DC Chair of any valid complaints and allegations of non-compliance
with VAPORHCS policies, including undue influence, by the IRB, ESC, SRS, IACUC or
member(s) of committee.

(8) Notify the VAPORHCS Information Systems Security Officer (ISSO) if report
involves an information security issue.

(9) Notify VAPORHCS Privacy Officer (PO) if report involves violation of privacy and
confidentiality regulations.

(10) Document and file all actions and correspondence regarding research-related
complaints and allegations of undue influence and/or other non-compliance with
VAPORHCS policies.

(11) Assist in the collection of all necessary background data to allow for a full
investigation by the IRB, ESC, SRS, IACUC and/or R&DC, as necessary.

(12) Ensure all research-related complaints and allegations of non-compliance,
including undue influence are addressed appropriately.

g. Determination for Remedial Action.

(1) In accordance with VHA Directive 1058.01, Research Compliance Reporting
Requirements, an IRB Chair or designee will initially review all local serious adverse
events and problems that may involve risk to patients or others. If an issue involves
human subject protection and safety, the IRB chair or a designated IRB member will
determine if immediate action is needed to minimize potential harm to subjects or staff
pending the outcome of convened IRB review. If the IRB reviewer determines the
problem is not related, or is related but is anticipated and does not involve possible
serious or continuing non-compliance, no further review is required. The convened IRB
will review in the following instances:
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(a) When a complaint relates to a serious adverse event or problem involving risk
(includes non-compliance), the IRB must then determine any appropriate remedial
action(s) and if the event was serious.

(b) In the case of non-compliance, regardless of whether the non-compliance
caused harm to any participants or a problem involving risk, the convened IRB must
review to determine if serious and/or continuing.

(2) Complaints and allegations of non-compliance with VAPORHCS policies against
the IRB, ESC, SRS, IACUC and/or member(s) will be reviewed and appropriate action
taken by the R&DC.

(3) Complaints and allegations of non-compliance with VAPORHCS policies against
the R&DC and/or member(s) will be reviewed by the ACOS/R&D and action taken to
prevent this issue from arising in the future.

h. Reports to Individuals, Institutional Officials and Agencies.

(1) The final course of action regarding the complaint or allegation is entirely
dependent upon the nature, severity, and degree of seriousness of the findings. As
described in this SOP, all actions taken shall be at the institutional level most
appropriate for the circumstances. The ACOS/R&D, or designee, will facilitate reports
as required based on VHA Directive 1058.01, VAPORHCS policies, Required Reports
in Human Research and Required Reports in Animal and Laboratory Research
(Required Reporting).

(2) Any investigator about whom a complaint or allegation of non-compliance has
been made will be notified, given an opportunity to respond and explain, and notified of
the final determination and any outside required reports.

(3) The person who made the complaint or allegation will be notified of the
determination unless they choose to remain anonymous.

3. ASSIGNMENT OF RESPONSIBILITIES

a. The ACOS/R&D or Designee is responsible for:

(1) developing and managing policies and procedures for individuals to voice
research-related complaints and allegations of non-compliance with institutional policies
related to the HRPP for research conducted at the VAPORHCS;

(2) thoroughly investigating and attempting to determine the facts surrounding all
research-related complaints and allegations of non-compliance regarding the
institutional research policies;

(3) ensuring appropriate action and reporting in compliance with local and national
VA policies;
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(4) reporting all complaints and allegations of non-compliance to the ACOS/R&D and
the appropriate subcommittee or R&DC when appropriate;

(5) documenting all research-related complaints and allegations of non-compliance
with institutional policies;

(6) maintaining a log and associated documentation of all research-related
complaints and allegations of non-compliance with institutional policies;

(7) conducting an initial review, as appropriate to the nature of the complaint or
allegation, of all research-related complaints and allegations of non-compliance with
institutional policies;

(8) evaluating the facts gathered in consultation with the ACOS/R&D and taking
appropriate action;

(9) forwarding non-frivolous research-related complaints and allegations of non-
compliance with institutional policies, including allegations of attempts to unduly
influence IRB members, to the appropriate individuals and entities; and

(10) ensuring that all complaints and allegations of non-compliance institutional
policies, including undue influence, have been addressed.

b. The Chairperson of the IRB, ESC, SRS, IACUC, R&DC is responsible for:

(1) reviewing research-related complaints and allegations of non-compliance with
institutional policies that have been brought forward by the ACOS/R&D or designee;
and

(2) determining whether a special meeting of the IRB must be convened if an
immediate patient safety risk is raised or whether the issue may be held until the next
scheduled meeting.

c. The IRB, ESC, SRS, IACUC, R&DC is responsible for:

(1) notifying the ACOS/R&D or designee of any research-related complaints and
allegations of non-compliance with institutional policies that have been raised by any
individual;

(2) notifying the ACOS/R&D or designee of any undue influence exerted by any
individual involved in research on either a subcommittee/R&DC member or a research
participant

(3) addressing any research-related complaints and allegations of non-compliance
institutional policies raised against a principal investigator or research staff. Such
allegations will be brought to the appropriate sub-committee(s) or R&DC Chairperson.
Each subcommittee/R&DC shall review based on related applicable
committee/subcommittee Standard Operating Procedures (SOP).
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(4) determining the validity of complaints and allegations brought to its attention,
determining whether each incident represents serious or continuing non-compliance,
and making a recommendation for remedial action, if necessary;

(5) in the case of serious or unexpected harm to participants or others, suspending
or terminating the research;

(6) determining whether a valid complaint indicates an unanticipated problem
involving risks to participants or others;

(7) determining and requiring optional actions, such as those in the following list, as
appropriate, with consideration as to whether or not non-compliance is determined to be
serious and/or continuing: modification of protocol and/or informed consent, providing
additional information to past participants, reconsent of current participants, modification
of the continuing review schedule, monitoring of the research and/or the consent
process and/or referral to other organizational entities; and

(8) documenting in the subcommittee meeting minutes the discussion, deliberation
and final recommendation to the R&DC.

d. The R&DC is responsible for:

(1) reviewing research-related complaints and allegations of non-compliance with
institutional policies brought to its attention by the ACOS/R&D, designee or a
subcommittee;

(2) determining and voting on recommendations for corrective action, including those
forwarded by any subcommittee; and

(3) documenting in the R&DC meeting minutes the discussion, deliberation and final
determinations for remedial action voted on by the R&DC.

e. Principal Investigators (Pls) are responsible for:

(1) notifying the ACOS/R&D, or designee, of any research-related complaints and
allegations of non-compliance with the HRPP institutional policies raised by any
individual;

(2) immediately providing all information requested by the ACOS/R&D, or designee,
to address any complaints and allegations of non-compliance with the HRPP and IRB
policies; and

(3) complying with decisions made by the IRB and R&DC regarding findings of non-
compliance.

f. Medical Center and Research Staff are responsible for:
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(1) notifying the ACOS/R&D, or designee, of any research-related complaints and
allegations of non-compliance and/or undue influence raised by any individual,

(2) immediately providing all information requested by the ACOS/R&D, or designee,
to address any complaints and allegations of non-compliance with VAPORHCS policies;
and

(3) complying with decisions made by the IRB, ESC, SRS, IACUC and R&DC
regarding findings of non-compliance.

4. DEFINITIONS

a. Continuing Non-compliance. Repeated instances of noncompliance with
applicable laws, regulations, policies, agreements, or determinations of a research
review committee or the prolonged persistence of noncompliance occurring after its
identification, awareness, or implementation of a corrective action intended to effectively
resolve the noncompliance.

b. Frivolous Complaint or Allegation. A complaint or allegation may be considered
frivolous if the following two elements are met:

(1) the complaint does not involve a possible risk to safety and/or privacy of patients
or personnel or safety of research animals; and

(2) upon initial review, none of the presented information is nor appears to be
verifiable or accurate. For example, in some cases, a misunderstanding about the study
can be resolved immediately. If so, the complaint and the information provided to
resolve the complaint should be documented by the ACOS/R&D, or designee.

c. Non-compliance. Any failure to adhere to applicable requirements for
overseeing, reviewing, approving, or conducting VA research set forth in law, regulation,
policy, or study agreements (such as reliance agreements, memoranda of
understanding, data use agreements), including any failure to conduct research in
accordance with a VA study protocol approved by a research review committee.

d. Serious Non-compliance. Defined as the failure to adhere to requirements for
conducting research that may reasonably be regarded as:

(1) presenting a genuine risk of substantive harm to the safety, rights, or welfare of
human research subjects or others, including their rights to privacy and confidentiality of
identifiable private information;

(2) presenting a genuine risk of substantive harm to the safety, rights, or welfare of
research personnel who conduct research;

(3) presenting a genuine risk of substantive harm to the health or welfare of animals
used in research;
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(4) presenting a genuine risk of substantive reputational harm to VA, or

(5) substantively compromising a VA medical facility’s Animal Care and Use
Program (ACUP), Human Research Protection Program (HRPP), Research Safety and
Security Program (RSSP), or research information security processes.

5. REFERENCES

a. 38 CFR 16, Protection of Human Subjects http://www.ecfr.gov/cgi-
bin/retrieveECFR?gp=1&S1D=7d2283ab7c06ce1c6dc48c051e7cf022&ty=HTML&h=L&r
=PART&Nn=38y1.0.1.1.18

b. 45 CFR 46, Protection of Human Subjects:
http://www.hhs.gov/ohrp/humansubjects/guidance/45cfr46.html

c. VHA Directive 1058.01, Research Compliance Reporting Requirements, dated
October 22, 2020,
https://vaww.va.qgov/vhapublications/publications.cfm?pub=1&order=asc&orderby=pub
Number

d. VHA Directive 1200.05(2), Requirements for the Protection of Human Subjects in
Research, dated January 7, 2019 (amended January 8, 2021),
http://vaww.va.gov/vhapublications/publications.cfm?pub=1&order=asc&orderby=pub N
umber

e. VAPORHCS Research & Development, Forms and Policies webpage:
https://www.portland.va.qgov/Research/piservices/rd forms.asp

6. REVIEW

This SOP must be reviewed, at a minimum, at recertification, when there are changes to
the governing document, and any regulatory requirement for more frequent review.

7. RECERTIFICATION

This SOP is scheduled for recertification on or before the last working day of May 3,
2026. In the event of contradiction with national policy, the national policy supersedes
and controls.

8. SIGNATORY AUTHORITY

Digitally signed by DAVID

DAVID M M COHEN 386526

COHEN 386526 Da 271115

David M. Cohen, MD
Associate Chief of StaffR&D Service
Date Approved: May 3, 2021
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Merritt H -t i
Raitt 388523 3 20211115
Merritt Raitt, MD

R&D Committee Chairperson
Date Approved: May 3, 2021

NOTE: The signature remains valid until rescinded by an appropriate administrative
action.

DISTRIBUTION: SOPs are available at:
http://www.portland.va.gov/research/R&D Forms.asp
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