Appendix R: Recording Template for Minutes of IRB

Pellissippi State Technical Community College

Institutional Review Board

Meeting Record Template

Date __________________                                  Time ______________

Members Participating

                   Convened (present or conference call) 

1.______________________________________ ______________________________________

2.______________________________________ ______________________________________

3.______________________________________ ______________________________________

4.______________________________________ ______________________________________ 5.______________________________________ ______________________________________

Non-Member(s) (Consultant/Guest)

_______________________________________  ______________________________________

_______________________________________  ______________________________________

Meeting Agenda

Identify IRB review request application materials are complete and can be placed on meeting agenda:  Copies of IRB request form, research proposal, and consent form completed and submitted by investigator. If continuation request, new consent forms and Form C: Continuing Review Report must also be submitted for review.
· Confirm IRB members received applications request prior to meeting

Document for each request reviewed:

IRB #
          Investigator

        Research Project

_________  _____________________________  ______________________________________

Criteria for review discussion regarding request and debated issues: 

1. Risk to subjects 2.  Risks vs. Benefits 3.  Subject Selection 4.  Informed Consent

5.  Confidentiality and Privacy 6. Other considerations

 
(Also identify who was present during discussion and who excused themselves from 
discussion points and vote by leaving room or disconnecting phone connection)
Voting record for reviewed request

#For_________   #Against ________   #Abstentions_______

Document IRB review decision for each reviewed request:


Request approved ___ 


1.  IRB Request Form signed and dated by Director of Institutional Research, serving as IRB chair, as approved certification- Yes ___


2. Consent form stamped by Director of Institutional Research, serving as IRB chair, to show IRB approval and date of expiration by IRB- Yes ___


Request denied ___

1. IRB Review Request Form signed and dated by Director of Institutional Research, serving as IRB chair, as denied-  Yes___

2. Director of Institutional Research, serving as IRB chair, will communicate IRB denial decision to  Investigator


Continuing Review Request:


Request Approved _____   Request denied  


1. Description(s) and Summaries of on-going project activities acceptable


2. New Consent Forms stamped by Director of Institutional Research, serving as IRB chair, to show IRB approval and date of expiration by IRB-Yes ___

Other items:  Document IRB Acknowledgements, Reviews, Discussions, Resolutions

· Acknowledge copies of all correspondence between Director of Institutional Research, serving as IRB chair, and the  investigator(s) 

· Identify and review any statements of significant new finding (unanticipated risks or adverse reactions) provided to subjects

· Identify and review any adverse reactions reports 
· Identify and review any emergency use reports 
· Identify general project information provided to subjects (e.g. fact sheets, brochures) 
________________________________________________________________________
Meeting Documents and Records shall be retained for at least (3) years after completion of the research
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