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IV. Records and Files

A. IRB minutes

1).  Content of minutes

The minutes of all IRB meetings shall be in sufficient detail to show:

1. Attendance at meetings, including:

1. When a member leaves the room
2. When a member absents themselves during the vote and 

leaves the room due to a conflict of interest; 
3. Initial and continued presence of a majority of members, 

including at least one nonscientist member; 
4. Selection of Adverse Event subcommittee
5. Any guests and administrative staff present
6. Determination and maintenance of a quorum

The names of the new subcommittee members shall be 
documented in the minutes.

2. Announcements

3. Actions taken by the IRB for each protocol discussed:

Voting may be done by show of hand or verbal communication and 
will be recorded by the IRB Secretary.

Documentation of the vote on these actions, including the number of 
members voting for, against, and abstaining.  In order to document the 
continued existence of a quorum, votes should be recorded in the 
minutes using the following format:  Total Present = 11, Vote: For-10, 
Opposed-0, Abstained –1 (NAME).

4. When revisions are requested or a proposal is disapproved, the basis
for doing so. 

5. A written summary of the discussion of controverted issues and 
their resolution.

6. Continuing review determinations.

The minutes of IRB meetings should clearly reflect the IRB’s 
determination regarding which proposals require continuing review more 
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often than annually, as appropriate to the degree of risk, and the approval 
period (review interval).  

7. Specific Findings

When specific findings on the part of the IRB are required, these 
findings shall be fully documented in the minutes and should include 
protocol-specific information justifying each IRB finding.  For 
example:

Alteration or Waiver of Informed Consent:  When approving an 
alteration or waiver for the requirement of obtaining a signed informed
consent form, the minutes shall document that the IRB made the 
findings required by 45 C.F.R. 46.116 (d) and 45 C.F.R. 46.117(c).

Waiver of Documentation of Informed Consent:  When approving a 
waiver for the requirement of obtaining a signed consent form the 
minutes shall document that the IRB made the findings required by 45 
C.F.R. 46.117 (c). 

Alteration or Waiver of Authorization:  When approving an alteration 
or waiver of the requirement of obtaining authorization, the minutes 
shall document the justification for the alteration or waiver as required 
by 45 C.F.R. 164.512(i).

Documentation of decisions: The minutes should document decisions 
requiring continuing review or full board review in circumstances 
when such review is not required. The regulations do not prohibit 
applying standards that exceed those in the regulations, if the 
institution chooses to do so. 

Research Involving Children:  When approving research involving 
children, the minutes shall document that the IRB made the findings 
required in 21 C.F.R. 50.50 – 56 and 45 C.F.R. 46.404 – 407, if 
applicable. When reviewing research involving children who are 
wards of the state or any other agency, institution, or entity, the IRB 
must find and document in the minutes that such research is: 

1. related to their status as wards; OR
2. conducted in schools, camps, hospitals, institutions, or similar settings 
in which the majority of children involved as subjects are not wards.

The minutes will document findings required in 45CFR46 Subpart B 
for any research involving pregnant women, fetuses, or neonates.



25Approved 6/6/06; revised 1/7/11, 10/12
Revised 1/7/19

The minutes will document findings required for research involving 
participants with diminished capacity to consent.

All SR/NSR determinations will be documented in the minutes.

Documentation that the IRB reviewed adverse events are recorded in 
the minutes for each meeting. 

8. Telephone Conference Call Participation

At a meeting in which a member participates via telephone conference 
call, minutes must document that each participating IRB member:

a. has received all pertinent 
material prior to the meeting; 
AND

b. can actively and equally 
participate in the discussion 
of all proposals

2). Confidentiality

The IRB minutes are not considered confidential by federal regulations 
and could be subject to inspection by the FDA. The IRB minutes will be 
accessible for viewing by anyone making the request; however, any 
information deemed confidential may be redacted by the IRB Chair. 

A. IRB files

The IRB files shall be maintained in a manner that contains a complete history of 
all IRB actions related to a review and approval of a proposal, including 
continuing reviews, amendments and adverse event reports.

The IRB shall maintain the following documents:

1. Copies of all research applications submitted, scientific
evaluations, approved consent documents, data safety
monitoring board reports, progress reports submitted by
investigators, any emergency use reports, reports of injuries
to subjects, adverse events, and protocol deviations.

2. The minutes of all IRB meetings.
3. Records of continuing review activities.
4. Copies of all correspondence between the IRB and the

investigators.
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5. A list of IRB members identified by:
a. name;
b. earned degrees;
c. representative capacity;
d. indications of experience such as board

certifications, licenses, etc., sufficient to describe
each member’s chief anticipated contributions to
IRB deliberations; and 

e. any employment or other relationship between each
member and WHF (for example:  full-time
employee, part-time employee, member of board,
stockholder, paid or unpaid consultant).  

6. Copy of OHRP IRB roster submissions to reflect changes 
in IRB membership.

7. Statements of significant new findings developed during 
the course of the research that may relate to the subject’s 
willingness to participate in the research.

8. Any budget or accounting records associated with the 
research.

The IRB shall retain all records regarding an application (regardless of whether it 
is approved) for at least three years after the disapproval or completion of the 
research. After three years the PI will be contacted via letter and asked if he 
would like the IRB file sent to him. If there is no reply after 30 days, the record 
will be destroyed. 

The IRB shall make all records accessible for inspection and copying by 
authorized representatives of the applicable federal agencies at reasonable times 
and in a reasonable manner.




