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This Deviation Report must be submitted to the IRB within 10 business days after the PI becomes aware that a protocol deviation has occurred.  Incomplete reports will delay the review process and may result in a suspension of the project. 

	Submission Type
	DEVIATION REPORT

	Study Number
	     

	Study Title
	     

	Principal Investigator 
	     

	Category of Review
	 FORMCHECKBOX 
 Full Board   FORMCHECKBOX 
 Expedited  FORMCHECKBOX 
 Exempt


A protocol deviation is defined as a violation that is unanticipated and happens without prior IRB approval.  For example:

· Enrolling 51 study subjects when 50 were approved by the IRB
· Alteration of the consent process without prior IRB approval

· Using a revised survey or advertisement without prior IRB approval
· Enrolling a 17 year old study subject when the study was approved for adults participants only

1. Date(s) of the deviation:      
If more than 10 business days prior to the date of submission of the Deviation Report to the IRB, explain the delay in reporting:      
2. Provide the details of the protocol deviation:

     
3. Explain how and why the deviation occurred:

     
4. Describe how the deviation affected the risks to subject(s):
     
5. Describe how the deviation affected the integrity of the research data:
     
6. Does this deviation require revision of the protocol, consent form, or other approved documents? 


 FORMCHECKBOX 
 Yes
Attach a completed Project Revision form and revised documents

 FORMCHECKBOX 
 No

7. Describe corrective actions, if applicable, for the deviation:

     
8. Describe the plan for preventing the recurrence of the deviation in this or other studies (as applicable):

     

PRINCIPAL INVESTIGATOR’S ASSURANCE STATEMENT

I understand Oregon State University’s policies concerning research involving human subjects and I attest:

 FORMCHECKBOX 
 that the information contained in this application is accurate and complete;

 FORMCHECKBOX 
 to the competency of the study team member(s) to conduct the project and their time available for the 
project; 

 FORMCHECKBOX 
 that facilities, equipment, and personnel are adequate to conduct the research.

Furthermore, I agree to:

 FORMCHECKBOX 
 comply with all IRB policies, decisions, conditions, and requirements;

 FORMCHECKBOX 
 accept responsibility for the scientific and ethical conduct of this research study;

 FORMCHECKBOX 
 obtain prior approval from the IRB before amending or altering the study and/or study documents;

 FORMCHECKBOX 
 report to the IRB in accord with current policy, any adverse event(s) and/or unanticipated problem(s);

 FORMCHECKBOX 
 complete and submit continuing review documentation or a final report prior to the expiration date;

 FORMCHECKBOX 
 notify the IRB immediately of the development of any potential conflict of interest not already disclosed.

	Study Title:  
	     

	Principal Investigator: 
	     

	Date:
	     


Applications will only be accepted if submitted by the Principal Investigator

PI should email completed application and all relevant attachments to IRB@oregonstate.edu
· File names for all attachments should include the last name of the Principal Investigator, document title, and version date.  For example: Smith_Protocol_10272009.doc

· All attachments should include the last name of the Principal Investigator, document title, version date, and page numbers.

1
IRB Form | v. date July 2012


