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Protocol Deviation/Violation Reporting Form
Human Subjects Research 

Naval Medical Center Portsmouth, VA
Contact Clinical Investigation Department at (757) 953-5939
	Protocol Deviation:  A protocol deviation is any change, divergence, or departure from the study design or procedures of a research protocol and that has not been approved by the IRB.  A protocol deviation may originate from the investigators or the subjects.

Examples of protocol deviations:

· Subject study visit out of window.

· Inappropriate documentation of informed consent, including:

· Signed and dated consent form missing from study file. 

· Signed and dated consent form is missing pages.

· Subject signature or investigator signature is absent

· Someone other than the subject dated the consent form

· Copy of signed and dated consent document was not given to the person signing the form

· Use of invalid consent form, (i.e., ICF without IRB approval stamp, or outdated/expired ICF)
· Failure to follow the approved study procedure that does not affect subject safety or data integrity, and may include:

· Study procedure conducted out of sequence

· Omitting an approved portion of the protocol

· Failure to perform a required lab test

· Subject was asked to repeat a procedure because the specimen/sample/data was lost or damaged

· Study visit conducted outside of required timeframe

· Subject failed to return study medication

· Inclusion of more subjects’ records than the number approved by the IRB.

· Inclusion of subjects’ records outside of the data window approved by the IRB for a retrospective records review protocol.


	Protocol Violation:  A protocol violation is a deviation from the IRB approved protocol that may affect the subject's rights, safety, or well-being and/or the completeness, accuracy and reliability of the study data.

Please note that events which are unexpected, related to the protocol, and place the subject or others at risk of harm may be categorized as UPIRTSOs and have escalated reporting requirements.  Please contact CID for guidance.

Examples of protocol violations:

· Wrong medication given to subject

· Drug/study medication dispensing or dosing error

· Enrollment of a subject not meeting all inclusion/exclusion criteria 

· Study procedures initiated before informed consent was obtained

· Enrollment of subjects after IRB-approval of a study has expired 

· Enrolling more subjects than the number approved by the IRB for participation in a prospective intervention study.

· Implementation of unapproved recruitment procedures or materials 

· Performing study procedures which have not been approved by the IRB

· Failure to report serious adverse events to the IRB and/or sponsor

· Failure to follow data/safety monitoring plan

· Loss or theft of data or breach of data security



Protocol Deviation/Violation Reporting Form
Human Subjects Research 

Naval Medical Center Portsmouth, VA

Contact Clinical Investigation Department at (757) 953-5939

CID PD/V #

	STUDY TITLE

	

	PRINCPAL INVESTIGATOR
	

	Name (Rank Name Degree):  
	PRD (MM/YY):    00/00

	Command:  
	Department:
	CITI (MM/DD/YY):  00/00/00

	Phone/Pager:  
	CV (MM/DD/YY):  00/00/00

	Email:  
	RIT (MM/DD/YY):  00/00/00

	 FORMCHECKBOX 
 AD
 FORMCHECKBOX 
Staff
  FORMCHECKBOX 
Intern
 FORMCHECKBOX 
Resident
 FORMCHECKBOX 
 Other:  

 FORMCHECKBOX 
 CIV



	SUBJECT STATUS

	Age of Subjects: 
	Children: 0-17; Adults: 18-89, 90+

	Records/Specimen Collection
	Total Records IRB Approved
	

	
	Total Records Collected
	

	
	Record collection:
 FORMCHECKBOX 
 Ongoing

 FORMCHECKBOX 
 Completed

	OR

	Active Subject Participation
	Total Subjects IRB Approved
	

	
	Total Subjects Enrolled
	

	
	Total Subjects Currently Active
	

	
	Enrollment is:

 FORMCHECKBOX 
 Open

 FORMCHECKBOX 
  Closed

	Protocol is approved under: 
 FORMCHECKBOX 
  Exempt review [EM1-7]




 FORMCHECKBOX 
  Expedited review [EP1-7; 8/9]



 FORMCHECKBOX 
  Full Board review
	 FORMCHECKBOX 
  Minimal Risk

 FORMCHECKBOX 
  Greater than Minimal Risk


	WHAT KIND OF EVENT ARE YOU REPORTING?

	Protocol Deviation

· Events identified as protocol deviations may be submitted upon discovery, at the discretion of the PI. Protocol Deviations identified during the course of a Compliance Assist Visit should be submitted upon discovery.
· Should an event NOT be submitted upon discovery, it must be reported and summarized at the time of continuing review using Appendix B within the Continuing Review Report.
	 FORMCHECKBOX 
  

	Protocol Violation

· Events identified as protocol violations require CID notice within five (5) business day of discovery.

· A signed copy of this form, report from the Research Monitor (if applicable) and any other related documents must be submitted to the IRB within five (5) business days of notification to CID.
	 FORMCHECKBOX 
  


PROTOCOL DEVIATIONS:  

	Subject Identifier
	Date of Event
	Date PI Notified
	Summary of Event
	Resolution of Event

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


Add more rows as needed.
PROTOCOL VIOLATIONS: 
	Subject Identifier
	
	Date of Event
	
	Date PI Notified
	

	Summary of Event
	

	Resolution of Event
	


	Does this event require review by a Research Monitor?
	 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  No

	If yes, summarize the Research Monitor’s findings:




	ELECTRONIC SUBMISSION CHECKLIST 

	Protocol Deviation

· Events identified as protocol deviations may be submitted upon discovery, at the discretion of the PI. Protocol Deviations identified during the course of a Compliance Assist Visit should be submitted upon discovery.

· Should an event NOT be submitted upon discovery, it must be reported and summarized at the time of continuing review using Appendix B within the Continuing Review Report.

	Protocol Violation

· Events identified as protocol violations require CID notice within five (5) business day of discovery.

· A signed copy of this form, report from the Research Monitor (if applicable) and any other related documents must be submitted to the IRB within five (5) business days of notification to CID.

	Please confirm that all relevant documents are attached to your submission.  

Missing documents will cause your submission to be returned for revisions.
	Yes
	N/A

	WORD Version of PD/V Form
	
	

	PDF of Signature Page
	
	

	Documentation of Event / Supporting Descriptive Materials
	
	

	Cover Letter / Summary of Reporting Activity
	
	

	Report from Research Monitor (as appropriate)
	
	

	Sponsor Input (as appropriate)
	
	

	Other:  
	
	


Signature Page
As the Principal Investigator, I certify that I have personally reviewed these reported deviations or violations.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

· If no, please explain: 

	Printed Name of PI or AI
	Signature 
	Date


	IRB Action:

	 FORMCHECKBOX 
  Full Board Review
 FORMCHECKBOX 
  Expedited Review

	Date Reviewed:
	Review Cycle:
	Risk Level:

 FORMCHECKBOX 
  Minimal Risk

 FORMCHECKBOX 
  Greater than Minimal Risk

	 FORMCHECKBOX 
  Acknowledged
 FORMCHECKBOX 
  No further action required
 FORMCHECKBOX 
  Further action required

	 FORMCHECKBOX 
  I do not have a conflict of interest regarding this study.



	Printed Name of IRB Chair/Vice Chair
	Signature 
	Date


	Commanding Officer, NMCP

	Approval given in the minutes of the IRB  __  -  ________________  meeting on  ______________.




 Meeting Date
CO/XO Signature Date
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