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Policy

A. All complaints received regarding human subjects research conducted under the

jurisdiction of the HSC will be investigated.

. Complaints that are reported are considered sensitive issues and the relative information

and identities of individuals named in a complaint will be handled appropriately until a
final determination is made by the appropriate reviewer.

. Complaints that may indicate that a research subject’s rights, safety or welfare may have

been or were at risk of being adversely affected shall be promptly reported to the IRB
Office and are forwarded to the convened IRB if substantiated.

. Complaints that are substantiated may be further investigated through a directed

compliance review, and actions will be taken as deemed appropriate by the IRB.

. A complaint that is determined to also involve noncompliance, or an unanticipated

problem involving risk to subjects or others (UPIRSO) must be promptly reported to the
appropriate institutional officials, the Office for Human Research Protections (OHRP)
and the Food and Drug Administration (if applicable) following applicable policy.

Overview

A. This procedure starts upon initial notification of a complaint. Complaints may be

identified in a number of ways including the following: 1) a complaint by an individual can
be made directly to the IRB Office, 2) the IRB may learn of a complaint through its
continuing review of ongoing research, 3) during compliance reviews (audits) conducted
by the Office of Regulatory Affairs and Compliance or one of the HSC affiliated
institutional compliance offices, 4) a complaint by an individual can be made directly to
the Office of Regulatory Affairs and Compliance (Hotline), 5) a complaint by or to
another committee, department or official, or 6) a complaint from the study sponsor’s
monitoring entity.

. This procedure ends when a final determination is made by the IRB or appropriate

reviewer and final determination has been communicated to the Principal Investigator.

C. Summary of responsibilities

1. Investigators are responsible for addressing all complaints they receive.
Investigators attempt to find a suitable resolution and respond to the complainant in a
timely manner.

2. The Office of the IRB staff is responsible for documenting any complaints that are
received and promptly forwarding the information to the IRB Director, IRB Chair or
designee.

3. The Office of Regulatory Affairs and Compliance is responsible for reporting
complaints identified during compliance reviews or human research concerns from


https://www.uthscsa.edu/vpr/services/glossary#Human-Subject
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the hot line. Other institutional committees and offices that oversee research
activities are responsible for reporting complaints. (further details are provided in the
Coordination with Other Committees or Offices Policy and Procedure)

4. IRB Director, Chair or designee is responsible for reviewing any complaint, collecting
necessary information and resolving the issue, if possible, or forwarding the
complaint for review by the convened IRB.

5. The IRB reviews complaints and determines whether the complaint is justified and
recommends appropriate action.

lll. Procedure
A. Receipt and Screening of Complaints

1. The Principal Investigator (PI) is responsible for reviewing all complaints from
research participants or others associated with the participant (i.e., family, care
givers). The PI will attempt to resolve the complaint and will respond to the
complainant in a timely manner

a) All complaints are summarized in the next progress report submitted as part of
continuation review or in the final report submitted to inactivate the study

b) Complaints that may indicate that a research subject’s rights, safety or welfare
may have been or were at risk of being adversely affected shall be promptly
reported to the IRB (see Unanticipated Problems Involving Risk to Subjects or
Others (UPIRSO) Policy and Procedure and Noncompliance Policy and
Procedure) .



https://www.uthscsa.edu/sites/default/files/Services/forms/coordination_policy.pdf
https://www.uthscsa.edu/sites/default/files/Services/forms/upirso_uade_policy.pdf
https://www.uthscsa.edu/sites/default/files/Services/forms/upirso_uade_policy.pdf
https://www.uthscsa.edu/sites/default/files/Services/forms/noncompliance_policy.pdf
https://www.uthscsa.edu/sites/default/files/Services/forms/noncompliance_policy.pdf
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2.

Complaints from research participants or family members of research participants,
members of the research team, or individuals not otherwise affiliated with the
institution are accepted as verbal reports; however persons recording a complaint
are encouraged to provide their concerns in writing.

The IRB Director (IRBD) and Associate Director (IRBAD) are designated as the
administrative reviewers for this process. Given their positions in the IRB Office,
these individuals are readily available to promptly review complaints. The reviewers
are expected to communicate with the appropriate IRB Chair. The reviewers screen
the complaint to determine whether the protocol has issues pertinent to other
research review offices or committees, i.e., the General Clinical Research Center
(GCROQ), Institutional Biosafety Committee (IBC), Veterans Affairs R&D, Radiation
Safety Committee, Radioactive Drug Research Committee (RDRC), Office of
Sponsored Programs (OSP), Conflict of Interest Committee (COIC) and other
affiliated groups. If it is determined that the complaint is pertinent to other research
review entities, appropriate coordination will be planned (see Coordination with Other
Committees or Offices Policy and Procedure).

B. Review of a Complaint. The IRBD or IRBAD reviews all complaints to determine whether
they can be resolved or whether further inquiry is necessary

1.

If the reviewer is able to resolve the complaint, the reviewer may:
a) decide to take no action, or

b) communicate the complaint to the principal investigator to develop an appropriate
response or corrective action

If the reviewer determines further inquiry is necessary, the reviewer may:

a) require the PI to submit documentation following the applicable policy (if the
complaint involves possible noncompliance or unanticipated problems)

b) Otherwise, the reviewer will continue to collect information related to the
complaint to determine whether the issue should be forwarded to the convened
IRB. The reviewer:

(1) will initiate data gathering, interview, and summary report with opportunity to
comment, as applicable;

(2) may request a compliance review (audit) be conducted by the Office of
Regulatory Affairs and Compliance or one of the HSC affiliated institutional
compliance offices;

(3) communicate with the IRB Chair and request assistance from the Board
members as needed,


https://www.uthscsa.edu/sites/default/files/Services/forms/coordination_policy.pdf
https://www.uthscsa.edu/sites/default/files/Services/forms/coordination_policy.pdf
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3.

(4) will communicate (by email, or letter, contact may be made by phone but will
be followed up with an email or letter) the decision to take further action in
writing to the complainant (if the identity of the person is known) and to the PI
of the research against whom the complaint was made or from whom the
report was received. If the complaint involves a co-investigator or a research
assistant, these individuals may also be notified in writing.

If the complaint involves allegations of research misconduct defined as fabrication,
falsification, plagiarism in proposing, performing, or reviewing research, or in
reporting research results, the IRBD or IRBAD notifies the Assistant VP for Research
Administation or the Institutional Official, the VP for Research.

If the complaint suggests that a research subject’s rights, safety or welfare may have
been or were at risk of being adversely affected

a) The reviewer advises the convened IRB regarding the applicable institutional
policy and federal regulations, assists the IRB in documenting the review,
answers questions about the review process, maintains the records as required
by state and federal laws, and serves as a liaison with the funding agency or
agencies.

b) The IRB reviews the material presented by the reviewer at a convened meeting
at which a quorum is present. The convened IRB determines whether to request
additional information or whether to interview additional persons of interest. The
IRB may give the respondent the opportunity to meet with the convened IRB
before it takes final action.

C. Review Outcomes and IRB Actions

1.

The convened IRB makes the final determination whether the research subject’s
rights, safety or welfare may have been or were at risk of being adversely affected,
and if so, the IRB, with the assistance of the OIRB, reports the incident(s) to the
applicable agency following procedures outlined in Reporting Policy and Procedure.

The convened IRB may take a variety of actions, depending on the outcome of the
review, including, but not limited to, the following:

a) No action

b) Approve continuation of research without changes with a cautionary reminder to
the PI. If the event is a UPIRSO/UADE, this will include clarification to the PI
explaining why no changes are necessary;

c) Require formal educational intervention;

d) Require minor or major changes in the research procedures and /or consent
documents;


https://www.uthscsa.edu/sites/default/files/Services/forms/reporting_policy.pdf
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e) Modify the current approval period;

f) Require monitoring of research;

g) Require monitoring of the consent process;

h) Require audits of other active protocols of the individual(s) involved;

i) Disqualify the individual(s) from conducting research involving human subjects at
the institution;

i) Determine that the data collected cannot be used for publication;

k) Require that subjects previously enrolled in the study be contacted and provided
with additional information and/or re-consented;

l) Request that publishers and editors be informed if manuscripts emanating from
the research have been submitted or published;

m) Recommend to the appropriate officials of the institutions engaged in the
research that further administrative or disciplinary action be taken.

3. The IRB considers the following if the complaint results in a determination of serious
and/or continuing noncompliance:

a) Suspend (temporary cessation of IRB approval of some or all research activities)
(See Suspension or Termination Policy and Procedure)

b) Terminate IRB approval/disapprove continuation of the study (permanent
withdrawal of IRB approval) (See Suspension or Termination Policy and
Procedure)



http://research.uthscsa.edu/irb/glossary/IRB_glossary.php#Suspension_Of_Research
https://www.uthscsa.edu/sites/default/files/Services/forms/suspensiontermination_irbpolicy.pdf
http://research.uthscsa.edu/irb/glossary/IRB_glossary.php#Termination_Of_Research
https://www.uthscsa.edu/sites/default/files/Services/forms/suspensiontermination_irbpolicy.pdf
https://www.uthscsa.edu/sites/default/files/Services/forms/suspensiontermination_irbpolicy.pdf
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C) Notification of current participants when such information might relate to
participant’s willingness to continue to take part in the research

4. The OIRB will communicate (see Reporting Policy and Procedure) the IRB decision
in writing to the PI of the research against whom the complaint was made or from
whom the report was received. If the complaint involves a co-investigator or a
research assistant, these individuals may also be notified in writing.

5. The OIRB communicates as with other institutions and offices following the guidance
provided in the Coordination with Other Committees or Offices Policy and Procedure.

6. The IRBD or IRBAD may communicate(by email, or letter, contact may be made by
phone but will be followed up with an email or letter) the IRB decision to the
person(s) who submitted the complaint, if appropriate and if the identity of the person
is known.

7. The IRB resolves questions or concerns raised by the individuals involved regarding
the outcome of a specific IRB complaint review through direct communication with
the individual.

8. Appeals

a) If the Pl or complainant disagrees with the IRB’s decision, the individual(s)
submits response to IRB concerns in writing within thirty days of the date the IRB
issues the final decision. The IRB limits concerns to a review of the procedures
employed to reach the decision (i.e., claims that the process was faulty in a way
that creates a considerable risk that the outcome was incorrect) or grievances of
sanctions imposed. The Pl specifies the nature of any claimed procedural error
or the perceived unfairness of sanctions issued.

b) The IRBD or IRBAD review the response and determine whether the concern is
valid and attempt to resolve the issue with the individual. If unable to resolve the
concern, the issue will be processed as a hew complaint.

IV. References
A. Definitions (see Glossary)

B. Regulatory (see Palicy on Policies Policy and Procedure)



https://www.uthscsa.edu/sites/default/files/Services/forms/reporting_policy.pdf
https://www.uthscsa.edu/sites/default/files/Services/forms/coordination_policy.pdf
https://www.uthscsa.edu/vpr/services/glossary
https://www.uthscsa.edu/sites/default/files/Services/forms/irb_policy_on_policies_policy.pdf

