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Exception/Deviation Report
	Project Title: 
	

	Principal Investigator (PI):
	

	PI Email:
	
	PI Phone: 
	

	PI Department:
	

	Student Researcher:
	
	Student Email: 
	

	Class or Degree Program:
	
	Student Phone:
	

	Co-Investigator:
	
	Co-Investigator Email
	

	Co-Investigator Department:
	
	Co-Investigator Phone:
	


add more lines for additional co-investigators, student investigators, or other study staff, as necessary
This Exception/Deviation Report needs to be submitted to the ERB within 10 business days after a protocol exception or deviation (as defined below) has occurred. Incomplete reports will delay the review process and may result in suspension of the project.
Definitions

Protocol Exception: The enrollment of a research subject in a protocol that fails to meet protocol inclusion criteria or a person who should not have been enrolled based on protocol exclusion criteria. For example: enrolling a 79 year old participant when the inclusion criteria specify restriction of 25 to 60 years of age.
Protocol Deviation: There is a departure from the protocol for a research subject once that subject has actually been satisfactorily enrolled. There is a non-adherence to study procedures, which does not involve inclusion/exclusion criteria. For example: initiating a procedure on one or more enrolled subjects that is not specified in the protocol; absence of consent or alteration of the consent process without prior written ERB approval.
1. Date(s) of the exception/deviation: ________________
If more than 10 business days prior to the date of submission of the Exemption/Deviation Report to the ERB, explain the delay in reporting in the space below. 

2. The exception/deviation involves:

 FORMCHECKBOX 
 Enrollment processes (inclusion/exclusion criteria, recruitment, etc.)

 FORMCHECKBOX 
 Consent process (oral or written)

 FORMCHECKBOX 
 Complaint from research participant

 FORMCHECKBOX 
 Other protocol activities (research activities, data analysis, reporting, etc.)

 FORMCHECKBOX 
 Other: _____________________________________________________________________

3. Describe in detail the specific exception/deviation in the space below:
4. Explain how/why the exception/deviation occurred in the space below:
5. Describe how the exception/deviation affected the:

(i) risk/benefit ratio for the subject(s):
(ii) integrity of the research data:
(iii) subject’s willingness to continue study participation:
6. Does this exception/deviation require revision of the protocol and/or consent form?

 FORMCHECKBOX 
 Yes. If yes, attach completed ERB Project Revision form (please see the ERB website).

 FORMCHECKBOX 
 No
7. Describe:

(i) corrective actions, if applicable, for the exception/deviation:
(ii) plan for preventing the recurrence of the exception/deviation:
By signing below, I/we certify that the above information is complete and accurately reflects the protocol exception/deviation that occurred and that, upon receipt of the ERB’s review, I/we will fully and immediately implement any corrective actions required by the ERB.

Principal Investigator Signature_________________________________________ Date______________

Student Researcher Signature __________________________________________ Date______________

Co-Investigator Signature _____________________________________________ Date______________

add more signature lines for additional co-investigators or student investigators, as necessary. signatures of study staff are not necessary; only principal/co-investigators and student researchers must sign erb forms.

STUDY ID # (for ERB office use only)
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