Start

v

Is the report from a DSMB (DSMC,
IDMC, IDC, etc...)?

——Yes—»

No

l

Is the report new safety or
compliance information from the
FDA (clinical hold, boxed warning,

device recall, drug recall, or form 483)

—Yes—P

No

!

Is this report a suspension or
termination of the research by the
sponsor or coordinating center?

|
No

v

Is this report a required report under
FDA regulations for an IDE,
treatment IDE, or HDE?

No

v

Is this report a publication in the
literature, interim results or other
finding that indicates an unexpected
change to the risks and benefits of
the research?

UCLA OHRPP Decision Tree
Reports

Does the report
recommend suspension
or termination of the
research?

T
No
A 4

Does the report indicate
any concerns or issues
with the research?

Submit PAR within 3

business days

Yes—>

No—

Is this FDA report a clinical hold ?

Yes

Submit PAR within 3
business days

Yes—»

Yes

No

v

Is this report a self-monitoring report
requested by the IRB?

Yes—

Version: February 20, 2020



