Example Script for IRB Members

Convened Meeting Review

1.  Our next review is Proposal IRB #  ________________ 

by Drs. ________________

Title:_____________________________________

which is ( a brief description)____________________

2.  Overview

· The rationale is…. (i.e. why we are discussing)

· The main objectives are...

· Relevant studies or background

· Methodology:  This is a randomized prospective…

Placebo…
 

The difference in standard care and the study is…


The study design is reasonable. 

3.  The Benefit/Risk Ratio is:

 

The benefits are:  (likelihood of achieving these benefits is …)



The potential harms/risks are: (likelihood of happening is…)

4. Vulnerable populations (see populations checked in IRB application: Diminished capacity, Economically disadvantaged, Educationally disadvantaged, Fetuses, Minors, Neonates, Pregnant women, Prisoners).  Discuss whether protections are adequate.
5.  The Consent Document 

· Contains the 8 elements required or…

… is missing a description of recruitment process

... is missing a sample of advertisement wording

…. does not include the risks of …….

· Is accurate

· Is understandable at 8th grade level.

· Is conducted by appropriate person

5. Summary:  
Motion 1:  I move that we  approve or conditionally approve  

for (amount of time, up to 1 year)
 at ________ Risk (see options below).

I recommend that approval include the following stipulations (or conditions):
Motion 2: I move that we table (or disapprove) for the following reasons (or pending actions to be taken by PI):

See also R. Amdur, IRB Member Handbook, chapters “Primary Reviewer Presentations “ and “Deciding how to vote.”
Minimal Risk: the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests. [� HYPERLINK "http://frwebgate.access.gpo.gov/cgi-bin/get-cfr.cgi?TITLE=45&PART=46&SECTION=102&TYPE=TEXT" ��45 CFR 46.102(i)�]


Greater than Minimal Risk: Any risk that exceeds minimal risk as defined above.  Consider only those risks associated with research procedures regardless of the risk(s) involved in standard care procedures associated with the subject’s underlying condition.


(or disapprove, or table)
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