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Good morning —

If a sponsor voluntarily commits to conduct a non-U.S. study (or the operation of non-U.S. sites in a
multi-national study) under a U.S. IND and its provisions, then the 1572 must be collected from all
investigators under the IND (including non-U.S. investigators), and the commitments on the 1572 are
expected by FDA to be followed by all clinical investigators so covered.

| suggest the sponsor conduct the FDA regulatory project manager for the IND for guidance.
Kind regards,

Doreen M. Kezer, MSN

Senior Health Policy Analyst
Office of Good Clinical Practice
Office of the Commissioner, FDA
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This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is
an informal communication under 21 CFR 10.85(k) which represents the best judgment of the
employee providing it. This information does not necessarily represent the formal position of FDA, and
does not bind or otherwise obligate or commit the agency to the views expressed.
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How do you suggest that a company handles a situation where a foreign country, in which they are
conducting clinical studies for a drug included in an IND, passes a law that prohibits Investigators
from signing Form 1572.

Best Regards,





