Adverse Event Algorithm

An adverse event occurs in
one or more subjects in your
study (enrolled at NYPH-
WCMC or at an external site).
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Is the adverse event unexpected (i.e., not
mentioned in the WCMC IRB-approved NO
protocol or WCMC IRB-approved informed
consent document, or is it more severe or

frequent than was expected in the protocol)?

YES l

related (i.e., more likely than not

Is the adverse event related or probably NO

related) to participation in the research?

YES
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submit2ae(@med.cornell.edu (with the IRB-

Report this event to

approved consent form — and sponsor letter or
MedWatch form, as applicable) within 10
calendar days of PI notification using the
Unexpected, Study-related Adverse Events,
Incidents, and Information Reporting Form. Add
the AE to the cumulative table for submission at
the time of IRB Continuing Review.

@The adverse event is not

immediately reportable. Add it to the
AE cumulative table for submission at
the time of IRB Continuing Review.
(If the study sponsor requires that the
AE is stamped received, you may send
these to the IRB in bulk at the time of

Continuing Review for stamping.)




