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START: Does the research involve the use of
identifiable private information or identifiable
biospecimens for secondary research?

Has broad consent for the storage,
maintenance, and secondary research use of
the information or biospecimens been
obtained; and

NO = == omim o . . . . . . . . . . .

The research is not exempt under
45 CFR 46.104(d)(8). (Category 8 Exemption does

not apply)
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YES

Has a limited review been
conducted to ensure there are
adequate safeguards to protect
the privacy of subjects and the

confidentiality of data
per 45 CFR 46.111(a)(8)? The
following conditions apply:
* Broad consent for storage,
maintenance, and secondary
use is obtained; and
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Does the activity involve the storage or
maintenance of identifiable private information or
identifiable biospecimens for potential secondary

Has documentation of informed consent or
waiver of documentation been obtained; and
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Has a limited review been conducted to
ensure the activity is within the scope of the
broad consent referenced above; and
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* Broad consent is documented
or a waiver of documentation
is granted; and

* If changes are made in the
way identifiable private
information or biospecimens
are stored or maintained,
adequate provisions exist to
protect privacy and maintain
confidentiality

NO

Has the researcher agreed not to return
individual research results to subjects?

NO
research?
= .- - .- - - - - e e e e e e . . -—
A\; NO

NO

STOP: The research is not exempt under

45 CFR 46.104(d)(7). (Category 7
Exemption does not apply)
IRB approval is required. See Decision

Chart 10 to determine if your protocol is

NO eligible for Expedited Review.

YES

A

STOP: The research may be exempt under 45 CFR 46.104(d)(8).
An exemption determination must be issued by the IRB.
You must answer “YES” to all four questions for the exemption

to apply.

Categories 7 & 8 Exemption Decision Chart

YES

v

STOP: The research may be exempt under 45
CFR 46.104(d)(7).
An exemption determination must be issued
by the IRB

References are based on the Revised
Common Rule, effective 1/21/2019.
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