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Intended Users of GuidanceIntended Users of Guidance

Primary intended user – Principal 
Investigators

Additional potential users – IRB and IBC 
members, sponsors, potential research 
participants, general public



Nature of the GuidanceNature of the Guidance

What it is:
– An educational tool
– An information resource

What it is not:
– An amendment to Appendix M
– New policy



Development ProcessDevelopment Process

Developed and revised several draft iterations 
in the past year

Received user input in Spring 2003

Presented to the RAC in June 2003

Incorporated RAC and public suggestions

Posted on OBA website in December 2003
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Accessing this Resource on the Accessing this Resource on the 
WebWeb

Connect to:

http://www4.od.nih.gov/oba/rac/ic/



DemonstrationDemonstration
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