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Serious breach

Non-serious breach

Failure to obtain informed consent
Informed consent obtained after
the initiation of study procedures
Omitting study procedure(s)
required by approved protocol
Performing a study procedure that
is not outlined in the IRB-
approved protocol

Failure to report a Serious Adverse

Event

Study procedure conducted out of

timeframe
Study visit out of timeframe

Participant failure to initial every

page of the consent form

Copy of consent form not given to
participant during informed

consent process
Site over—enrollment

Missing original signed consent,
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Drug dispensing/dosing error
Failure to securely control the

study product

Enrolling participants outside of

inclusion criteria

Failure to follow a Safety

Monitoring plan

Study visit outside of window, only
if in the opinion of the investigator,
if affects the safety or welfare of
the research participants or others,
the rights or participants or other
or the integrity of the study
design.

Use of an unapproved consent

form

but have a copy of the participant

signed consent
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8.1 ICH Harmonized Tripartite Guideline. Guideline for Good Clinical Practice E6(RT). Current Step 4
version dated 10 June 1996.

8.2 WHO Standards and Operational Guidance for Ethics Review of Health-Related Research with
Human Participants. Geneva: WHO Press, 2011.

8.3 UK Health Departments, Research Ethics Service, Standard Operating Procedures for Research
Ethics Committees MHRA. GUIDANCE FOR THE NOTIFICATION OF SERIOUS BREACHES OF GCP
OR THE TRIAL PROTOCOL. Version 5 (060114). Appendix Il Examples of Serious Breaches
Notified to MHRA.

8.4 Quorum Review IRB. Quorum Blog. What is a “major” protocol deviation? What is a “minor”

protocol deviation?
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