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employing medical technologies; utilizing physical sensors; utilizing other
measurement procedures);

• Employees or agents of DUHS, in connection with their institutional
responsibilities, intervene with living individuals by manipulating the
environment for research purposes (e.g., randomization, controlling
environmental light, sound, or temperature; presenting sensory stimuli;
orchestrating environmental events or social interactions; making voice,
digital, or image recordings);

• Employees or agents of DUHS, in connection with their institutional
responsibilities, interact with living individuals for research purposes (e.g.,
engaging in protocol-dictated communication or interpersonal contact;
conducting research interviews; obtaining informed consent);

• Employees or agents of DUHS, in connection with their institutional
responsibilities, release individually identifiable private information of a
research participant or a potential research participant, or permit investigators
to obtain such individual's identifiable private information, without subjects'
explicit written permission (e.g., releasing patient names to investigators for
solicitation as research subjects; permitting investigators to record private
information from medical records in individually identifiable form);

• Employees or agents of DUHS, in connection with their institutional
responsibilities, obtain, receive, or possess private information that is
individually identifiable (either directly or indirectly through coding systems)
for research purposes (e.g., obtaining private information from medical
records in an individually identifiable form), for the purpose of maintaining
"statistical centers" for multi-site collaborative research, or for the purpose of
maintaining "operations centers" or "coordinating centers" for multi-site
collaborative research;

• Employees or agents of DUHS, in connection with their institutional
responsibilities, conduct a clinical investigation;

• The research is conducted by or under the direction of employees or agents
of DUHS in connection with their institutional responsibilities;

• The research involves the use of any property or services of DUHS for
research purposes;

• The research involves the use of individually identifiable private information
for research purposes that is held by DUHS;

• DUHS receives a direct HHS award to conduct human subjects research,
even where all activities involving human subjects are carried out by a
subcontractor or collaborator;

• The research is sponsored by DUHS;
• The research is sponsored by employees or agents of DUHS in connection

with their institutional responsibilities;
• The research is a clinical investigation regulated by the FDA under sections

505(i), 507(d), and 5209(g) of the Food, Drug and Cosmetic Act, as well as
clinical investigations that support applications for research or marketing
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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 IRS 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 IRS 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.

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