Minneapolis VA Health Care System Research Service (Res Svc)
December 2025 Human Research Protection Program
Standard Operating Procedure 10-016

IRB CONVENED REVIEW & MINUTES

1. PURPOSE
This SOP establishes the procedures to be followed by the MVAHCS IRB when IRB Exempt
and Expedited procedures do not apply for review of new studies, amendments, or continuing
reviews, and the production and management of meeting minutes for the Minneapolis VA IRB.

2. POLICY

a. Except when an expedited review procedure is used or when a limited IRB review process
is used in IRB Exempt research, the IRB must review proposed VA research at convened
meetings at which a majority of the voting members are present (quorum), including at
least one member whose primary concerns are in nonscientific areas. Meetings may be
held using audio/video technologies (e.g., telephone conference calls, Microsoft Teams)
provided that each participating IRB member has received all pertinent material prior to the
meeting and can actively and equally participate in the discussion of all protocols. In order
for the research to be approved, it must receive the approval of a majority of those voting
members present at the meeting.

b. Minutes of IRB meetings must be in sufficient detail to show attendance at the meetings;
actions taken by the IRB; the vote on these actions including the number of members
voting for, against, and abstaining; the basis for requiring changes in or disapproving
research; and a written summary of the discussion of controverted issues and their
resolution.

3. DEFINITIONS

a. IRB: Institutional Review Board
b. RDC: Research & Development Committee

4. RESPONSIBILITIES

a. IRB Chair: Chair will ensure quorum is met, all members have the opportunity to contribute
to the discussion, and that relevant discussion is documented, including controverted
issues when present.

b. Primary Reviewer(s): IRB member(s) assigned to provide an in-depth review of the
proposed VA research and present the study to the convened IRB members.

c. IRB member: Meeting materials are provided to all committee members. Members not
assigned as Primary Reviewers are expected to review the materials to be able to
contribute to the discussion during the meeting.

d. IRB staff: IRB staff attend IRB meetings as a regulatory resource and to note committee
member discussion, controverted issues, and stipulations.

5. PROCEDURES

a. IRB staff poll the IRB members at least 2 weeks prior to the scheduled IRB meeting to
determine availability for meeting attendance and to establish availability of Primary
Reviewers. An invitation to the meeting is sent to all board members who indicated they will
attend. Optional attendees, such as the Research Compliance Officers and Investigational
Pharmacy Manager, are also sent this invitation.

b. Prior to placing a submission on the IRB Agenda, IRB staff ensure all applicable materials
are available for the IRB’s review: the research protocol, the application materials to the
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IRB, and all other relevant documents as applicable to the research (e.g., informed
consent forms, HIPAA authorization forms, requests for waivers pertaining to informed
consent or HIPAA, surveys, advertising materials, investigator’s brochure). IRB staff
ensure training is current for study personnel, and that the Pl has appropriate status (e.g.,
PI cannot be a trainee). If a Community Based Outpatient Clinic (CBOC) is noted as a site
at which research will occur, IRB staff ensures that the MVAHCS Federalwide Assurance
(FWA) includes the CBOC.

c. IRB staff assign the review to an IRB member with experience pertinent to the type of
study (e.g., assigns psychology studies to an IRB member who is a psychologist). Ad hoc
reviewers are assigned when needed, e.g., when children are to be enrolled. Ad hoc
reviewers are not members of the IRB and do not vote.

d. Materials to be discussed at the convened meeting are available in the electronic protocol
management system at least 10 days prior to the scheduled meeting. Reviews are
assigned to the Primary Reviewer(s) a minimum of 10 days prior to the scheduled
meeting.

e. Reviewer assignments are made in the electronic protocol management system as
submissions are received throughout the period leading up to the convened meeting, with
a review due date of the meeting day. An agenda is published approximately 1 week prior
to the meeting. Unanticipated Problem Reports (UPRs) may be added to the agenda after
it has been sent out electronically, depending upon the event reported and the timing of
the next IRB meeting. In these cases, the Unanticipated Problem Report submission
materials are available in the electronic protocol management system immediately upon
receipt of the UPR submission by the IRB, and will be assigned in the system to IRB
members planning to attend the upcoming meeting.

f.  The Chair calls the meeting to order once quorum is obtained. A quorum must be present
during the review and approval of the studies. If the required number and type of voting
members are not present at any point during a meeting, a quorum must be restored before
any discussion of, or action on, issues requiring a vote may occur. IRB staff also note
quorum requirements to assist the Chair.

g. The IRB’s review includes a review of the research protocol, the application materials to
the IRB, and all other relevant documents as applicable to the research (e.g., informed
consent forms, HIPAA authorization forms, requests for waivers of informed consent or
HIPAA, surveys, advertising materials, investigator’s brochure) submitted to the IRB.

h. The Primary Reviewer utilizes a review checklist provided in the electronic protocol
management system library to ensure a thorough review.

i. Discussion of each study submission by the committee members follows presentation of
the study by the Primary Reviewer(s).

j- Atinitial review, the following are determined by the convened committee and
documented in correspondence from the IRB:

1) Disposition of review: Approval of the study and associated documents as presented,
requiring modifications (to secure approval), defer making a determination pending
receipt of additional information, or disapproval of the study;

2) Informed consent:

a. Require documentation of informed consent or waive documentation of informed
consent in accordance with VHA Directive 1200.05, and
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b. Require that information given to subjects (or Legally Authorized Representatives
[LARSs] as appropriate) as part of informed consent is in accordance with VHA
Directive 1200.05. The IRB may require that information, in addition to that
specifically mentioned in VHA Directive 1200.05, be given to the subjects when in
the IRB's judgment the information would meaningfully add to the protection of the
rights and welfare of subjects;

c. Require observation of, or having a third party observe, the consent process and
the research when appropriate. Absence of a statement requiring this action
indicates the IRB does not require it.

3) The IRB determines the approval period (not to exceed 1 year) for research which
requires continuing review. For research subject to the 2018 Requirements and not
FDA-regulated, unless the IRB determines otherwise, continuing review is not required
in the following circumstances:

a. Research eligible for expedited review; or
b. Research reviewed by the IRB in accordance with the limited IRB review; or

c. Research that has progressed to the point that it involves only one or both of the
following, which are part of the IRB-approved study:

1) Data analysis, including analysis of identifiable private information or
identifiable biospecimens, or

2) Accessing follow-up clinical data from procedures that subjects would undergo
as part of clinical care.

4) When the study has obtained IRB approval, the approval memo to the Principal
Investigator will include:

a. All information listed in section (4) of the k. At Continuing Review section below
b. Approved number of subjects to be enrolled;

c. Whether consent by surrogate is approved;
d

Versions of documents approved, including but not limited to protocol, informed
consent document(s), HIPAA Authorization form(s), recruitment materials, surveys.

k. At Continuing Review:
1) The IRB determines if the project requires review more often than annually.

2) The IRB determines whether verification should be required from sources other than
the investigators that no substantive modifications have occurred since previous IRB
review.

3) Upon completion of the discussion, the IRB members vote to approve, require
modifications (to secure approval), defer making a determination pending receipt of
additional information, or disapprove a protocol. Voting occurs via raised hands in the
meeting, or typed vote in the meeting chat for voting members who do not have a
camera. The results of the vote are added to the electronic protocol management
system to complete the documentation.

4) When the study has obtained IRB approval, the approval memo to the Principal
Investigator will include:

a. Statement that review was conducted using convened committee procedures;
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Date of review by convened IRB; date of resolution of all stipulations to the
satisfaction of the IRB, if applicable;

Risk level of study: Greater than minimal risk (GTMR) or Not greater than minimal
risk (NGTMR);

Expiration date of IRB approval, if applicable; expiration of IRB approval will result
in immediate actions per local HRPP SOPs;

1) The expiration date of IRB approval for a study’s first continuing review is one
year (or shorter interval determined by the IRB) after the IRB issued final
approval of the study.

2) In subsequent years, the expiration date of IRB approval will be one year (or
shorter interval determined by the IRB) after the previous expiration date so
long as IRB approval was granted within the month prior to that expiration date.

3) Inthe event of a lapse in IRB approval, the next expiration date will be one year
(or shorter interval determined by the IRB) after the date the IRB approves the
study to resume.

Medical record documentation requirements, if applicable;

Notation of the requirements for submission of amendments for IRB approval prior
to implementation unless necessary to reduce imminent risk to subjects;

Requirement to report unanticipated problems as described in MVAHCS HRPP
SOP 10-004;

Version dates of current ICF and HIPAA if the study is still enrolling participants;
Language reminding investigators of their responsibility to:
1) Conduct research as approved by the IRB;

2) Ensure prompt reporting to the IRB of any proposed changes in the research
activity, and ensuring proposed changes are not implemented until reviewed
and approved by the IRB except when necessary to eliminate apparent
immediate hazards to subjects;

When research under the 2018 Requirements would not otherwise require
continuing review (i.e., research eligible for expedited review, research receiving a
limited IRB review, and research that has progressed to data analysis only and/or
only accessing follow-up clinical data as part of clinical care) but the IRB indicates
continuing review is required, the rationale for this must be documented in the
approval memo;

For studies which will not require continuing review under the 2018 Requirements:
reminder to the PI that the study remains under the oversight of the IRB and
submission of amendments, Unanticipated Problem Reports, and study closure
requests remains required.

. At Amendment:

1) IRB staff will identify the submission in the electronic protocol management system

2)

and review for completeness. If any elements are missing/incomplete, the IRB staff will
return the submission to the study team for required remediation.

Once the submission is complete, IRB staff will determine if the submission appears to
warrant convened board review or may be considered for expedited review (i.e.,
represents minor changes in previously approved research during the period for which
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approval is authorized). For amendments requiring convened board review, IRB staff
will assign to a Primary Reviewer with appropriate expertise, and to all voting members
of the IRB who have indicated they will be attending the upcoming IRB meeting.

The convened board will determine if the amendment can be approved as submitted or
requires modifications to secure approval. The IRB may also defer making a
determination pending receipt of additional information or disapprove the proposed
changes.

Stipulations to approval identified by the convened IRB, if any, will be noted and
correspondence sent to the Principal Investigator/study team for resolution.

Upon receipt of the investigator’s response to stipulations, the Primary Reviewer(s) will
determine if the revisions allow final approval. In some instances, review of the
response to stipulations by the IRB member may not be required, e.g., stipulations to
update a version date of a document, corrections to spelling. These administrative
elements may be addressed and determined to be met by the IRB staff.

IRB approval of amendments, including associated documents (e.g., informed consent
document) will be documented in a letter published in the electronic protocol
management system.

When amendments include a revision to an informed consent document, the IRB will
determine and document whether previously enrolled participants must be
reconsented with the new version of the consent form, informed of the changes but not
required to reconsent, or do not need to be informed of the changes.

When the amendment has obtained IRB approval, the approval memo to the Principal
Investigator will include:

a. Statement that review was conducted using convened committee procedures;

b. Date of review by convened IRB; date of resolution of all stipulations to the
satisfaction of the IRB, if applicable;

c. Statement of whether the amendment changed the risk level of study, and if
applicable, a statement of the new risk level and any associated changes to the
study’s continuing review interval;

d. Statement of whether reconsent or otherwise informing enrolled participants of the
changes is required;

e. Versions of revised documents approved as part of the amendment, including but
not limited to protocol, informed consent document(s), HIPAA Authorization
form(s), recruitment materials, surveys.

m. Meeting Minutes

1)

2)

The meeting minutes for approval of all submission types will reflect that all criteria for
approval of the research have been satisfied.

Following the meeting, the minutes are reviewed for completeness by the IRB staff,
and the draft minutes are sent to the IRB members for comments/corrections.

a. Edits received from IRB members are incorporated into the draft minutes. When
they are typographical, the draft minutes are not redistributed.

b. When changes are not solely administrative, the draft minutes are redistributed to
the IRB members.
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c. At the conclusion of 2 weeks, barring substantive changes, the minutes are
finalized.

3) The finalized IRB minutes are placed in the electronic protocol management system
and a designated electronic folder for reporting to the upcoming MVAHCS RDC
meeting. A copy is sent to the St. Cloud Research Coordinator.

6. REFERENCES
VHA Directive 1200.05 (01/07/2019; amended 04/01/2025)

7. RESPONSIBILITY:

Human Research Protection Program





