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Yes

Does the proposed study include human subjects randomization
and assignment to specific intervention groups/arms?

No

Does the proposed study include any clinical outcomes or
other surrogate outcomes (including, but not limited to,
biomarker assessments, other physiological measures)?

Yes

Does the proposed study include a medication, pharmaceutical
compound, biologic agent, or device that is not FDA approved?

No

v

Does the proposed study include a medication, pharmaceutical

Yesﬁ

compound, biologic agent, or device for which no IND or IDE has
been obtained?

l\f

Does the proposed study assess safety, dosing, efficacy, and/or

effectiveness of an intervention?

No

v

Are you still unsure whether you need an LOI?
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Click on any of these four boxes to view the relevant page on our website.
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