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	PROTOCOL DEVIATION, NON-COMPLIANCE OR PROTOCOL EXCEPTION REPORTING FORM



	INSTRUCTIONS AND INFORMATION

· Use this form to report protocol deviations, issues of noncompliance or protocol exceptions.  

· All protocol deviations with the exception of minor deviations must be reported to the IRB-HSR promptly upon discovering them, and no later than seven (7) calendar days from the time the study team receives knowledge of the event.   

· Reporting of minor deviations to the IRB is not required by the IRB-HSR; however, you may use this form if the sponsor requires the deviation to be reported to the IRB. 
· Examples of minor and major protocol deviations, and noncompliance may be found on the IRB-HSR website.

· 
Some protocol deviations may also meet the definition of serious/continuing noncompliance and/or an unanticipated problem according to OHRP. If the event reported meets any of these criteria, the IRB is required to report the event to OHRP, FDA (if applicable) and institutional officials. 

· A protocol exception is the sponsor’s prospective approval of research activities that fails to meet current IRB-HSR approved protocol. Protocol exceptions only apply to a single individual or a small groups of participants. Such a request should be rare and justified in terms of serving the best interests of the potential study participant. Sponsor’s documentation of the exception plan should be included.
· Submit the hard copy of this form  (signed and dated by the PI) and any additional documentation to the IRB-HSR along with an IRB-HSR Routing Form
· DO NOT ENTER ANY HIPPA IDENTIFIERS RELATED TO SUBJECTS ON THIS FORM.


	IRB-HSR #:      
	PI Name (or designee):      

	Date of Protocol Deviation/Non-Compliance/

Protocol Exception:      
Date Study team became aware of the event:      

	Subject ID #:      
Do not use any HIPAA identifier as an ID# on this form. 


	1.
	Are you reporting a Protocol Exception?  

You may only check yes if a sponsor that is someone other than the UVa PI granted the exception.
If Yes, and you are not reporting a protocol deviation as well, please attach documentation from the sponsor or DSMB (whoever granted the exception)  regarding the Exception. YOU DO NOT HAVE TO COMPLETE ANY ADDITIONAL SECTIONS OF THIS FORM.   PLEASE SIGN AND DATE THIS FORM.


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	2.
	Are you reporting a 

· protocol deviation-  variation from the IRB approved research plan that happens without prior review and approval of the IRB. 

AND/OR

· non-compliance- failure to adhere to federal, state, or local regulations governing human subject research, organizational policies related to human subject research, or the requirements or determinations of the IRB.  
IF YES to either, then answer the questions below:


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	
	2a.
	Describe the deviation/non-compliance. 


	
	2b.
	Explain the reason or root cause of  the deviation/non-compliance:      


	
	2c
	What corrective/preventative actions have been taken by the study team?  Check all that apply
 FORMCHECKBOX 
 Protocol and/or consent modification    Follow modification process using the standard procedure described on the IRB-HSR Website.
 FORMCHECKBOX 
 Subject(s) will re-consent

 FORMCHECKBOX 
 Additional Training (describe):      
 FORMCHECKBOX 
 Policy changes (describe):      
 FORMCHECKBOX 
 Other (describe):      


	3. 
	Was the subject discontinued from the study due to this deviation/non-compliance?
      
	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	4. 
	Due to this deviation/non-compliance, did any adverse events result?

If yes, describe:      ___________________________________________________________


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	5.
	Due to this deviation/non-compliance, was the subject (or someone else) placed at any additional risk (actual or potential) beyond the risk described in the consent?

IF no, please justify the determination of no additional risk:      

	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	6.
	Due to this deviation/noncompliance, was data integrity compromised?


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

	7.
	Does the protocol deviation/non-compliance involve a data breach? 

A data breach is defined in the HITECH Act (43 USC 17932) as an unauthorized acquisition, access, or use of protected health information (PHI) that compromises the security or privacy of such information.

For additional information and examples see the IRB-HSR Website
If YES, do you confirm you have reported the Data Breach to all applicable parties per your study protocol  (Data and Safety Monitoring Plan Section)?  (e.g. UVa Corporate Compliance & Privacy Office, ITS and or UVa police department)


	 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No



	8.
	PI Name (or designee) (Print):       
PI Signature: 


	Date:      


Submitted by:      









	FOR IRB-HSR review ONLY:  (check all that apply)

	 FORMCHECKBOX 
 This reported protocol deviation/non-compliance meets the criteria of MINOR or MINOR/SPORADIC. 

(IRB administrative staff to sign below.  IRB Chair signature is not required:  This event will be reviewed as an expedited event. 

 FORMCHECKBOX 
 The report meets the criteria for a protocol exception.  Appropriate documentation is on file.

IRB-HSR Administrative Reviewer:________________________________________  Date:__________

 FORMCHECKBOX 
 This reported protocol deviation/non-compliance has been reviewed. 

(IRB staff to continue evaluation by completing the remainder of this form)

 FORMCHECKBOX 
 This reported event meets the criteria of a major protocol deviation
 FORMCHECKBOX 
 This reported event meets the criteria of serious or continuing non-compliance

 FORMCHECKBOX 
 This reported event meets the criteria for an Unanticipated Problem

 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO  Does this protocol still satisfy the requirements for IRB approval  under HHS regulations at 45CFR 46.111?

(1)Risks to subjects are minimized: (i) By using procedures which are consistent with sound research design and which do not unnecessarily expose subjects to risk, and (ii) whenever appropriate, by using procedures already being performed on the subjects for diagnostic or treatment purposes.

(2) Risks to subjects are reasonable in relation to anticipated benefits, if any, to subjects, and the importance of the knowledge that may reasonably be expected to result. (3) Selection of subjects is equitable. 

(3) Informed consent will be sought from each prospective subject or the subject's legally authorized representative, in accordance with, and to the extent required by 45CFR46.116. or appropriate waivers are in place

(4) Informed consent will be appropriately documented, in accordance with, and to the extent required by 45CRF 46.117 or appropriate waivers are in place.

(5) The research plan makes adequate provision for monitoring the data collected to ensure the safety of subjects.

(6) There are adequate provisions to protect the privacy of subjects and to maintain the confidentiality of data.

If NO, specify what modifications are required by the IRB.

Actions Required by IRB-HSR:

 FORMCHECKBOX 
 No additional action required

 FORMCHECKBOX 
 IRB suspends enrollment 

 FORMCHECKBOX 
 IRB suspends enrollment and study treatment
 FORMCHECKBOX 
 IRB must report this event to institutional and federal officials per federal regulations 

 FORMCHECKBOX 
 Study team must report this event to the sponsor.  

 FORMCHECKBOX 
 Sponsor/IND/IDE holder is responsible for reporting this event to the FDA.

 FORMCHECKBOX 
 Modification to the protocol/consent are required (see comment section) 

 FORMCHECKBOX 
 A PAM review has been requested.

 FORMCHECKBOX 
 Request additional study team training (see comment section ):  

 FORMCHECKBOX 
 This report will be reviewed at the upcoming IRB meeting dated ______________________.  The board will determine if the criteria for serious/continuing noncompliance OR unanticipated problem are met.  You will receive notification of that determination.  

 FORMCHECKBOX 
 Other IRB actions: (see comment section) 

Comment Section:

IRB-HSR Administrative Reviewer:________________________________________  Date:__________

IRB-HSR Chair/Vice Chair:_______________________________________________Date:  _________
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