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Human Research Protection Program

permits for products regulated by the FDA, including food and color additives,
drugs for human use, medical devices for human use, biological products for
human use and electronic products.

Employees or agents of DUHS includes all individuals performing institutionally (DUHS)
designated activities or exercising institutionally delegated authority or responsibility.

Employees or agents of DUHS includes DUHS students, residents and fellows
performing activities in connection with their respective DUHS roles and responsibilities.
DUHS students, residents and fellows who are engaged in research led by non-DUHS
individuals at sites not affiliated with DUHS may satisfy the requirement for IRB review
of research activities involving human participants by meeting the requirements of the
“Policy and Procedure for DUHS Students Engaged in Research Involving Human
Participants at a Site Other Than Within DUHS”.

DUHS faculty members and other individuals on sabbatical or leave are subject to this
policy if they continue to receive salary or benefits from DUHS. If during their sabbatical
or leave they are engaged in research at sites not affiliated with DUHS they may satisfy
the requirement for IRB review of research activities involving human participants by
meeting the requirements of the “Policy and Procedure for DUHS Students Engaged in
Research Involving Human Participants at a Site Other Than Within DUHS”,
appropriately modified for the circumstance.

%(%7 _bflfox

Victor J. Dzau, MD Date
Chancellor for Health Affairs for Duke University,
President and CEO of Duke University Health System

Effective Date: 06/01/2008

Review/Revision History:

5 version 2008_06_01



