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A protocol deviation is a less serious non-compliance
with the approved study protocol. A protocol deviation
presented in advance of the event may be considered
acceptable by the sponsor (if any) and the Ethics

Committee.

A protocol violation is a failure to comply with the study
protocol as approved by the Ethics Committee. A

violation is a serious non-compliance with the protocol

that can result in the exclusion of a patient or their
results in the study and in some cases a charge of

research misconduct.
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EC No. COA....oen... Date: / /
Study Title:

Study Code :

Investigator : Contact No.:

Institution: Contact No.:

Sponsor: Contact No.:

Description of the

deviation/violation.

Please describe the impact of the
deviation/violation on patient safety

and/or scientific integrity.

Please provide evidence of
acceptance of the deviation by the

sponsor, if relevant.

What steps have/are to be taken to

avoid a recurrence?

Are any changes to the project/protocol are required? If Yes, please complete and submit an amendment.

Reviewer’s recommendation/suggestion:




