



VA CENTRAL INSTITUTIONAL REVIEW BOARD

MEETING MINUTES

[Date]
CALL TO ORDER

1. The meeting was called to order by Co-Chair [Name of Presiding Co-Chair, date and time, and location.]  
ATTENDANCE

2. The following members were present in person:

Voting Members



Status 
Make a special note if a member is serving in a representative capacity for a vulnerable population.
First Name, Last Name, Credentials
Scientist/Nonscientist

Non-voting Members


Status
First Name, Last Name, Credentials

Representative Capacity

Make a note who is an Alternate and indicate if they are serving in the Representative Capacity for the Primary member.
The following members attended via teleconference or videoconference.  All members participating via teleconference or videoconference received all pertinent materials in sufficient time to review them prior to the meeting and were able to actively and equally participate in the discussion of all project actions reviewed.  
Voting Members

  

Status  

Non-voting Members


Status
The following members were excused: 
Members




Status and Voting or Non-voting 
	Total Voting Membership:  #            Quorum:  #



The following staff members from the VA Central IRB Administrative Office were present in person:
Names





Role
CONFLICTS OF INTEREST

3. The Presiding Co-Chair briefed the members on Conflict of Interest (COI) procedures.  No members had any conflicts of interest with the business before the VA Central IRB this date [or state if there were conflicts identified]. 

REVIEW AND APPROVAL OF MINUTES

4. A motion was made and seconded to approve the minutes of [date].

[If the minutes were approved, state specifically any change to the content of the minutes.  Changes in formatting or identification of typographical errors can be summarized.]

TOTAL = #;  VOTE:  FOR = #, OPPOSED = #, ABSTAINED = #  

REPORT ON ITEMS REVIEWED AND APPROVED UNDER EXPEDITED PROCEDURES
5. All members were provided a copy of the listing of Project Actions Reviewed and Approved utilizing Expedited Review Procedures from [dates].  Indicate if there were any comments and if so, what study did they pertain to if any specific study was discussed.  A copy of this listing is attached to these minutes.  

INITIAL REVIEW OF PRINCIPAL INVESTIGATOR/STUDY CHAIR APPLICATION(S):
[Document within the minutes as voting members leave and/or return to the meeting.  Members with COI who leave the room and cannot be counted towards quorum or vote .  For example, VA Central IRB member (provide name) left the room because of COI (describe reason) and did not participate in the vote.]
6. The VA Central IRB reviewed the following new studies:  (Repeat, as applicable, the information below for each new study reviewed.)
VA Central IRB Number:  

Title:  

Principal Investigator/Study Chair:  

Items Reviewed:

Reviewer Overview:

VA Central IRB Discussion:
Call-in by Study Team:


VA Central IRB Determinations: 

Based on the VA Central IRB’s discussion, a motion was made and seconded as follows:  [Determination Made:  Table (no action), Defer for Major Modifications, Approve Contingent Upon Required Minor Modifications, Approve Contingent Upon Receipt and Review of Local Site Comments, Approve, Disapprove].   All IRB approval criteria [are met, are not met, or will be met upon submission and approval of required modifications.] 

Modifications

If modifications are required, these would be listed in the following format: 
Principal Investigator/Study Chair Application and Protocol

Informed Consent   


HIPAA (Privacy Officer Representative requirements)
Recruitment Material

   [Other categories may be added as applicable to the modifications required.]
The VA Central IRB also made the following additional determinations: 

Informed Consent and Waiver Request Determinations
If waiver requests are reviewed document as follows, as applicable, and include protocol-specific determinations for approving the waivers.
The submitted Request for Waiver or Alteration of the Informed Consent Process (VA Central IRB Form 112a) for (for recruitment purposes only, for entire project, or if only for one or more specific elements of informed consent) was reviewed.  The VA Central IRB determined the research involves no more than minimal tangible or intangible risk to participants; the waiver or alteration will not adversely affect the rights and welfare of the participants, the research could not practicably be carried out without the waiver or alteration; and whenever appropriate, the participants will be provided additional pertinent information after participation.
The submitted Request for Waiver of Documentation of Informed Consent (VA Central IRB Form 112b) for (all interactions with participants or specific interactions) was reviewed.  The VA Central IRB determined the research presents no more than minimal risk of harm to participants and involves no procedures for which written consent is normally required outside the research context or the only record linking the participant and the research would be the consent document and the principal risk to the participant would be potential harm resulting from a breach of confidentiality.  Each participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern.

If the investigator also requested a waiver of the requirement to maintain a master list of subjects in addition to the request for a waiver of documentation of informed consent document as follows:

The VA Central IRB reviewed the investigator’s request for a waiver of the requirement to maintain a master list of subjects entered into the study and determined that the waiver was appropriate in order to protect the subject’s privacy and the confidentiality of the data.
The submitted Request for Waiver or Alteration of HIPAA authorization (VA Central IRB Form 103) for (recruitment purposes only, for entire project, or for specific elements) was reviewed.  The VA Central IRB determined the following criteria were met and the use of the PHI as detailed in the VA Central IRB Form 103, Request for Waiver of HIPAA Authorization was adequately justified:

· The use or disclosure of protected health information involves no more than minimal risk to the privacy of the individuals.
· The alteration or waiver will not adversely affect the privacy rights and welfare of the individuals. 

· The research cannot be practicably conducted without the alteration or waiver.
· The research cannot be practicably conducted without access to and use of the protected health information.
· The privacy risk to individuals whose protected health information is to be used or disclosed is reasonable in relation to the anticipated benefits, if any, to the

individuals and the importance of the knowledge that may reasonably be   

     expected to result from the research.
· There is an adequate plan to protect the identifiers from improper use and disclosure.
· There is an adequate plan to destroy the identifiers at the earliest opportunity consistent with the conduct of the research, unless there is a health or research justification for retaining the identifiers or such retention is otherwise required by applicable VA or other federal requirements.
· The protected health information will not be reused or disclosed to any other person or entity, except as required by law or for authorized oversight of the research project. 
Note:  If an informed consent document was reviewed, a statement that all required elements were included should be documented.  This can be done during the discussion by the Informed Consent Reviewer or as part of the detailing of the informed consent modifications, if any.

        Risk Level  (Include protocol-specific determinations as discussed)
The VA Central IRB conducted a risk/benefit analysis and determined the research falls into the category of “not greater than minimal risk” due to the information provided in the submitted materials which described procedures and provisions for which the probability and magnitude of harm or discomfort anticipated are not greater in and of themselves from those ordinarily encountered in daily life or during the performance of routine physical or psychological examination or tests.

or

The VA Central IRB conducted a risk/benefit analysis and determined the research falls into the category of “greater than minimal risk” due to the information provided in the submitted materials which described the risk as a minor increase over minimal risk and which is justified by the importance of the knowledge that may reasonably be expected to result.

Continuing Review Period

The VA Central IRB recommended a 12-month approval.

or
The VA Central IRB recommended an approval period of (i.e., six months) due to (specify reason such as the degree of risk involved in the research).
Flagging of medical records (Include protocol-specific determination)
The patient’s medical record (electronic or paper) must be flagged to protect the participant’s safety by indicating the subject’s participation in the study, and the source of more information on the study.

FDA-Regulated Studies

Document that a physician is present (can be done as part of the meeting attendance listing via member credentials) and that an IND/IDE has been validated or one is not required.

NSR/SR determination for medical devices (Include protocol-specific reasons for determination)
The VA Central IRB reviewed the submitted information pertaining to the device and its proposed use and determined it to be a non-significant risk device in accordance with Food and Drug Administration regulations.

or

The VA Central IRB reviewed the submitted information pertaining to the device and its proposed use and determined it to be a significant risk device as defined in Food and Drug Administration regulations.

Use of Non-Veterans
The use of non-Veterans as detailed in this study by the investigator is appropriate since (specify reason)
Determinations for Vulnerable Populations
For the following vulnerable populations, indicate that the applicable VA Central IRB Form 110 Vulnerable Population Supplement was reviewed and  what the protocol-specific determinations that were made regarding the use of the populations:
· Pregnant women
· Prisoners

· Impaired Decision Making Capacity Individuals

For all other vulnerable populations or special categories of participants who may be susceptible to undue influence or coercion, indicate that the determination regarding the use of the population and any additional safeguards. 

        Significant New Findings

Document if any study had significant new findings and what action, if any, was taken by the VA Central IRB and why.
Vote:


TOTAL = #; VOTE:  FOR = #, OPPOSED = #, ABSTAINED = # 
[Each project action reviewed will continue to be documented in the above manner and customized depending upon the project type and actions taken.  These reviews include but are not limited to the listing that follows. ]

​​​​​​​​​​​​​


RE-REVIEW OF DEFERRED STUDY


REVIEW OR RE-REVIEW OF NEW LOCAL SITE INVESTIGATOR APPLICATIONS

REVIEW OF LOCAL SITE COMMENTS


REVIEW OF REQUESTS FOR CONTINUING REVIEW


REVIEW OF AMENDMENT REQUESTS


REVIEW OF SERIOUS ADVERSE EVENTS OR SERIOUS UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS

REVIEW OF APPARENT SERIOUS NONCOMPLIANCE

Document when VA Central IRB voting members leave the meeting and return.  If a member recuses themselves from the discussion of a particular study action, document that the absence was due to the recusal.
TRAINING

7.   [Document any training the members received.]
ADMINISTRATIVE ISSUES

8.   [Document any administrative issues discussed.]
ADJOURNMENT

9.   There being no further business, the meeting was adjourned at [time].  The next meeting is planned for [date and time].

___________________________

________________________

Recorder





Date
___________________________

________________________

Co-Chair





Date
___________________________

________________________

Co-Chair





Date
The minutes were reviewed and approved by the VA Central IRB at the convened meeting on [date ].

Attachment


List of Expedited Actions/Items 
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