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Will the research in its entirety involve greater than minimal risk as defined in 45 CFR 46.102(i)?

No Yes

No waiver or alteration

.

Is it practicable to conduct the research without the waiver/alteration?

No

No waiver or alteration

Will waiving/altering informed consent adversely affect subjects' rights &
welfare?

No waiver or alteration
®

Will pertinent information be provided to subjects later,
if appropriate?

Yes No

No waiver or alteration

‘

Waiver or alteration is possible if the IRB documents these 4 findings and approves the waiver or
alteration.




