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	REPORT OF AN EVENT

  Violation, Deviation, Exception, Noncompliance or other Anomalous Action

Form # 53

Vers 6/1/11 



DIRECTIONS:  All violations must be recorded at your site and kept in your study documents.   All should be shared with the study monitor if there is one.  All noncompliance and a subset of violations must be reported to the IRB.

	RULE

	A research protocol should be followed completely and accurately.  

· Failure to follow the protocol is an unapproved “change in research activity”.

· Failure to follow the regulations or the IRBs determinations is noncompliance.

	COROLLARY
	Noncompliance is not inevitable and should never happen.

Violations are inevitable but should be minimized. Note: Violation is NOT a pejorative word.
E&I considers deviations and exceptions to be a subset of violations.  The hierarchy is unimportant as the rules are the same for all three types of events.

	REPORT
	All instances of noncompliance must be reported.

Violations must be reported if they: 

· increased individual risk or, 

· decreased subject rights or welfare (e.g., any consent issues) or, 

· alter potential for study benefit or,

· have occurred before or might occur again.

Violations should have been unanticipated and, we hope, unintentional. 

	ASSESSMENT
	The two adjectives are Serious and Continuing.


MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Attach any clarifying documents

	A. Identification

	A.1.  Study Title

	Protocol Title
	

	Protocol Number
	
	Protocol Date
	

	A.2.  Investigator   

	Investigator
	
	Title
	

	Agency
	
	Phone
	

	Address
	
	Fax
	

	City
	
	Email
	

	State Zip
	
	

	A.3.  Reporter – If you are not the investigator, please let us know 

	Reporter
	
	Title
	

	Agency
	
	Phone
	

	Address
	
	Fax
	

	City
	
	Email
	

	State Zip
	
	

	 FORMCHECKBOX 
 I wish to remain anonymous.   Please note that if you remain anonymous, our ability to take action may be very limited.  If you agree to be identified, we will do our best to maintain your confidentiality but cannot promise that our attempts will be successful.


	B. Report Information

	B.1.  Dates

	Date of event
	
	Date reported to sponsor or funding agency:
	
	Is the report within 5 working days of awareness?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No:  

Explain 

	Date of awareness
	
	Date reported to IRB
	     
	
	

	B.2.  Subjects

	 FORMCHECKBOX 
 One subject was involved
	Subject Initials

     
	Subject Code #

     
	 FORMCHECKBOX 
 Multiple subjects were involved.



	B.3.  Event Classification 

	 FORMCHECKBOX 
 
Protocol not followed (Violation)
 FORMCHECKBOX 
 Exception (Sponsor agreed before event)

 FORMCHECKBOX 
 Deviation (unplanned)

 FORMCHECKBOX 
 Violation to eliminate apparent immediate hazard to subjects
 FORMCHECKBOX 

Rules and Regulations not followed (Noncompliance) 
	 FORMCHECKBOX 
  Eligibility or Enrollment issue (Ex: failure to meet eligibility criteria, minor signed as adult, enrolled after suspension or expiration, etc.)

 FORMCHECKBOX 
  Consent documentation problem  (Ex: consent not obtained or obtained by an unauthorized person, consent gained late or wrong version used, etc.)

 FORMCHECKBOX 
  Intentional change for immediate subject safety

 FORMCHECKBOX 
  Out of window (Ex: seen before or after the protocol determined time span)  

 FORMCHECKBOX 
  Procedural issue (Ex: incorrect randomization, or number of procedures, 

 FORMCHECKBOX 
  Out-of-protocol use of drug or device (Ex: dosing error, use of commercial rather than study drug inventory)

 FORMCHECKBOX 
  Result of audit when it meets the reporting requirements for noncompliance

	B.4.  Event Information

	What is the rule that was broken?   Protocol page or section number: 

     
	     

	Why did it occur?  What were the circumstances?
	     

	How was it found?
	 FORMCHECKBOX 
  Identified immediately   

Result of  FORMCHECKBOX 
  self-audit   FORMCHECKBOX 
  Monitoring visit   FORMCHECKBOX 
 FDA Audit
 FORMCHECKBOX 
  Other:       

	B.5.  Evaluation

	What was the net effect on study validity?
	     

	How serious do you believe this to be?
	 FORMCHECKBOX 
  Not serious

 FORMCHECKBOX 
  Serious – harm to subject(s)


 FORMCHECKBOX 
  Serious – harm to the study

	Has this happened before?
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes (explain):      

	Further explanation
	 FORMCHECKBOX 
  Attached or  FORMCHECKBOX 
  Here:  


	C. Current and Future Action

	C.1.  Current

	A
	Have you stopped recruitment, enrollment, or any procedures?
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
  Yes (explain):      

	B
	Have you already initiated any corrective action?
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes (explain):      

	C
	Subject continuation
	 FORMCHECKBOX 
  Subject remains on study:  Drug stopped  FORMCHECKBOX 
 temporarily or  FORMCHECKBOX 
 permanently

 FORMCHECKBOX 
  Subject withdrew   

 FORMCHECKBOX 
  PI discontinued subject

 FORMCHECKBOX 
  Sponsor discontinued subject

	C.2.  Future  (Corrective action)

	A
	Is there a possibility that this could occur again?
	 FORMCHECKBOX 
  No   FORMCHECKBOX 
 Yes (explain):      

	B
	What steps are being taken to assure that this does not happen again?
	 FORMCHECKBOX 
  Training for all site personnel by      
 FORMCHECKBOX 
  Training for personnel primarily involved by      
 FORMCHECKBOX 
  Subject counseled/educated

 FORMCHECKBOX 
  Site instructions or process written or revised

 FORMCHECKBOX 
  Other:       

	C
	Should the protocol or the consent document be modified?  (Submit a request to the board.)
	     


	D. Signature and Assertion

	Signature


	Printed Name


	Date




	E. IRB Office and Determination

	E.1.  Staff 

	A
	Is this noncompliance?
	 FORMCHECKBOX 
 No, stop
 FORMCHECKBOX 
 Yes or possibly – send to chair
 FORMCHECKBOX 
 Unknown/Cannot tell
	Initial / Date

	B
	Is this a violation?
	 FORMCHECKBOX 
 No, stop
 FORMCHECKBOX 
 Yes, continue – send to chair
 FORMCHECKBOX 
 Unknown/Cannot tell
	

	E.2.  Chair/Board – Event assessment

	C
	Related?
	 FORMCHECKBOX 
 Not or probably not, stop       FORMCHECKBOX 
 Maybe or greater, continue

	D
	Serious?
	 FORMCHECKBOX 
 No, the violation lowered risk    FORMCHECKBOX 
 Yes, continue

	E
	Continuing?
	 FORMCHECKBOX 
 First event    FORMCHECKBOX 
 First knowledge of multiple events   FORMCHECKBOX 
 Repeat event

	F
	Action
	 FORMCHECKBOX 
  Chair:  Not serious AND not continuing:  Initial & Date ____________

 FORMCHECKBOX 
  Full Board:  Minutes date: _____________


 FORMCHECKBOX 
  Yes it is S and C
 FORMCHECKBOX 
  Report to the feds?


 FORMCHECKBOX 
  No, it is not

 FORMCHECKBOX 
  give a warning?
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West Coast Board

E&I West Coast Board
100 Tamal Plaza, Suite 158
Corte Madera, CA 94925
Phone (415) 485-0717

Fax (415) 485-0328

E&I Midwest Board

14400 East 42nd Street, Suite 240
Independence, MO 64055

Phone (816) 421-0008

Fax (816) 356-2227
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