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September 4, 1998: Thisis a staff draft report developed for the National Bioethics Advisory
Commission. It does not represent conclusions and should not be cited or referenced as such.

Chart x: Human Subject, Defined*

I's the definition of “human subject” at Section 46.102 (f) met in this research activity?

Isthere anintervention or aninteraction with aliving person that would not be occurring or would be occurring
in some other fashion, but for this research?
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Will identifiable private data/information be obtained for thisresearchin
*, aform associable? with the individual ?
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Human subjectsinvolved. Follow 45 CFR Part 46 does not apply.
45 CFR 46 or meet criteriafor
exemptions.

SEE CHART Y
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i‘( NBAC' s guidance may be useful in interpreting this question.

1 Office for Protection from Research Risks, April, 1996.
2That is, the identity of the subject is or may readily be ascertained or associated with the
information.



