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Applicability.

This subpart is applicable to each Institution that is applying for, or that receives, PHS research funding by means
of a grant or cooperative agreement and, through the implementation of this subpart by the Institution, to each
Investigator who is planning to participate in, or is participating in, such research; provided, however, that this
subpart does not apply to SBIR Program Phase I applications. In those few cases where an individual, rather than
an Institution, is applying for, or receives, PHS research funding, PHS Awarding Components will make case-by-
case determinations on the steps to be taken, consistent with this subpart, to provide a reasonable expectation
that the design, conduct, and reporting of the research will be free from bias resulting from a financial conflict of
interest of the individual.
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