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Notification of Deviation from Protocol/ Noncompliance Report Form

700 FR 1 

	HIC/HSC #



	Date Submitted to HIC/HSC:

	Title of Research Project: 



	Principal Investigator:



	Funding Source:

	Campus Address: 

	Campus Phone: 
	Fax:
	Pager: 
	E-mail: 

	Protocol Correspondent Name & Address:

 

	Campus Phone: 
	Fax: 
	E-mail: 


This form should be used for reporting allegations of serious and/or continuing noncompliance (please refer to the Noncompliance Decision Tree (700 GD 1) when making a determination regarding when such reporting is required). *Note: If the answers to questions 1-6 below are all “NO”, this report is not required, but the issue/incident must be summarized at the time of continuing review.  

**This form is NOT for reporting of serious adverse events or unanticipated problems involving risks to subjects or others.
1. Did the deviation/noncompliance adversely affect the rights and welfare of research participants (e.g., failing to obtain informed consent)?
___Yes   ___No   If “No”, please provide a rationale for this assessment: 
2. Did the deviation/noncompliance result in harm or pose a significant risk of substantive harm to a research participant (e.g., enrolling a participant who fails to meet inclusion criteria)? 
___Yes   ___No   If “No”, please provide a rationale for this assessment: 
3. Did the deviation/noncompliance result in a detrimental change to a participant’s clinical or emotional condition/status (e.g., failure to perform a required study visit or procedure)?

___Yes   ___No   If “No”, please provide a rationale for this assessment:

4. Did the deviation/noncompliance compromise the integrity or validity of the study data (e.g., failure to perform a required study visit or procedure)? ___Yes   ___No   If “No”, please provide a rationale for this assessment:
5.  Did the deviation/noncompliance occur due to the willful or knowing misconduct by the investigator/study staff (e.g., failure to obtain informed consent or performance of a study procedure not approved by the IRB)? ___ Yes   ___No   If “No”, please provide a rationale for this assessment:
6. Did the deviation/noncompliance occur repeatedly (e.g., Three (3) or more deviations for the same subject or of the same type)?  ___Yes   ___No  
7. Description of protocol deviation/noncompliance. Please describe in detail the nature of the deviation(s)/incident(s) including the date(s) of occurrence(s) and attach any supporting documentation to this report.
8.  Explain why or how the deviation/noncompliance occurred. 
9.  Indicate the outcome of the deviation/noncompliance. 
10.  Please provide a corrective and preventive action plan to prevent such protocol deviations/noncompliance from occurring in the future. 
11. Is the PI requesting the study be placed on a study hold? ___Yes   ___No  
12. Has this deviation/noncompliance been reported to the sponsor, if applicable? 
____N/A   ___ Yes   ___No   If “No”, please provide rationale for not reporting: 

13.  Sponsor’s response (if applicable). 

14. Has the PI reviewed a copy of this report?  ___Yes   ___No  

_____________________________________________ 

________________________ 

Principal Investigator’s Signature 





Date

_____________________________________________
 
________________________ 

*Other Signature 







Date

_____________________________________________

Role in Study    * Please note that the name of an individual reporting an allegation of noncompliance will be maintained confidentially by the IRB to the fullest extent practicable.

FOR IRB USE ONLY:

Meets definition of serious noncompliance:  Yes ___ No ___

 Any behavior, action or omission in the conduct or oversight of human research that has been determined to (check all that apply): 

 FORMCHECKBOX 
  adversely affect the rights and welfare of participants and others; 

 FORMCHECKBOX 
  harm or pose a significant risk of substantive harm to a research participant;
 FORMCHECKBOX 
  result in a change to a participant’s clinical or emotional condition or status;
 FORMCHECKBOX 
  compromise the integrity or validity of the research; OR 

 FORMCHECKBOX 
  result from the willful or knowing misconduct on the part of the investigator(s) or study staff. 

Meets definition of continuing noncompliance:  Yes ___ No ___

A pattern of noncompliance that indicates 
 FORMCHECKBOX 
  a lack of understanding or disregard for the regulations or institutional requirements that protect the rights and welfare of participants and others;

 FORMCHECKBOX 
  compromises the scientific integrity of a study such that important conclusions can no longer be reached;

 FORMCHECKBOX 
  suggests a likelihood that noncompliance will continue without intervention; 
 FORMCHECKBOX 
  involves frequent instances of minor noncompliance; 
 FORMCHECKBOX 
  failure to respond to a request from the IRB to resolve an episode of noncompliance; or 
 FORMCHECKBOX 
  a pattern of minor noncompliance.

IRB/HRPP Signature: _________________________________   Date: _____________________
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