University of North Texas Health Science Center at Fort Worth

Office for the Protection of Human Subjects/Institutional Review Board

Policy on Reporting Protocol Violations 
	To Report a protocol violation

	Investigators are responsible for conducting human-subjects research in accordance with all applicable federal and state regulations, UNTHSC Institutional Review Board (IRB) policies and procedures, and the specific requirements of the IRB. During the conduct of the study, changes to the protocol may be proposed or unintentional changes may be discovered. Changes to the IRB-approved protocol, planned or otherwise, are governed by federal regulations and UNTHSC IRB policies and procedures.
The federal regulations specifically require the IRB to review proposed changes in an approved research project, and assure that these changes are not initiated without IRB review and approval except when necessary to eliminate apparent immediate hazards to the subject [45CFR46.103(b)(4)(iii) and 21CFR56.108(a)(4)]. Research activity includes all aspects of the conduct of the research study, e.g., recruitment methods, consent process, procedures used to protect privacy and confidentiality, etc. – all of the information outlined in the protocol submission and reviewed and approved by the IRB. Non-compliance with these regulations, UNTHSC policies and procedures, or UNTHSC requirements during the conduct of a research study results in a protocol violation, and as such must be reported to the IRB.  

In general, a protocol violation is a deviation from the research plan of activity that may impact subject safety, affect the integrity of the study data, and/or affect the willingness of the subject to participate in the study.  Essentially, any deviation from the protocol is, in effect, a protocol violation that must be reported to the IRB.

This form is to be used to report protocol violations: deviations from the IRB-approved protocol that are not approved by the IRB prior to initiation or implementation. 
[For planned changes to the IRB protocol, please submit a formal protocol amendment or modification to OPHS/IRB.  Such planned changes must be approved prior to initiation or implementation of the change.]

REPORTING REQUIREMENTS

Protocol violations must be reported to OPHS within 10 working days of discovery using this form. Reports of protocol violations should be submitted to the sponsor as outlined in the sponsor’s protocol. For further guidance and examples of protocol violations, please see the OPHS/IRB website at: http://www.hsc.unt.edu/sites/ophs-irb/ 




University of North Texas Health Science Center at Fort Worth

Office for the Protection of Human Subjects/Institutional Review Board

Protocol Violation Reporting Form 
	1. PROTOCOL INFORMATION

	IRB Protocol #
	     

	Principal Investigator:
	     

	Department:
	     

	Title of Study:
	     



	2. SUBJECT INFORMATION

	Date of Violation
	Date of Discovery
	Subject ID # (if known)
	Subject Initials (if known)

	     
	     
	     
	     


	3. DESCRIPTION OF THE VIOLATION

	Describe the protocol violation (attach additional pages and supporting documents as needed):

	     



	4. PREVENTIVE MEASURES

	Describe below preventive measures or a Corrective Action Plan (CAP) developed or implemented to prevent similar violations from occurring in the future:

	     



	5. CHANGES TO THE PROTOCOL DOCUMENTS AND/OR CONSENT FORM

	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Yes
	If yes, submit an amendment to the protocol with the revised (“track changes”) documents, and a cover letter as applicable




	6. SIGNATURE OF PRINCIPAL INVESTIGATOR (required)

	Signature:


	Date:      


	7. NAME & SIGNATURE OF PERSON WHO PREPARED THIS FORM (if applicable)

	Name:      

	Signature: 

	Date:      

	Extension/Telephone:      
	Email:      
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