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(P PSH-IERB
Protocol Deviation Response Letter to Pl | "'F°
PSH-IERB CODE:
CLINICAL PROTOCOL NUMBER:
PROTOCOL TITLE:
PRINCIAL INVESTIGATOR:

We have received and reviewed the Protocol Deviation dated
for the above named protocol.
Date of Deviation O Major U Deviation by PI
O Minor O Deviation by Subject

Description of Deviation:

Corrective Action by Principal Investigator:

Sponsors Assessment of Severity:

After thorough review of the document (study continuation is granted/enrolment for study
is suspended/training on ___ is recommended/study is scheduled for site visit on /

further action/information is needed: specify).

PSH-IERB Chairperson
Date:




