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YALE UNIVERSITY

INSTITUTIONAL REVIEW BOARDS

Protocol Exception Form
FR 22 (2013-1)
	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 requesting a protocol exception to allow currently enrolled subjects to continue in some or all research activities during a lapse in IRB approval or suspension.  Enrollment of new subjects is not allowed.
1. Research is currently stopped due to a:
 FORMCHECKBOX 
Lapse is HIC/HSC approval
 FORMCHECKBOX 
HIC/HSC suspension
2. Research Activities
     FORMCHECKBOX 
Requesting to continue all research activities in the HIC/HSC approved protocol
     FORMCHECKBOX 
Requesting to continue in the following activities from the HIC/HSC approved protocol

    List:

3. List Below for each subject their coded identification (ID) and the over-riding safety concerns or    ethical issues justifying why it is in their best interest to continue participation in the requested research activities (Do not provide any subject identifiers. Instead, use a coded identifier like the one used in study records.)
	Subject Coded ID
	Justification for Protocol Exception

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	Subject Coded ID
	Justification for Protocol Exception

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 

	 
	 


Principal Investigator’s Signature 
As Principal Investigator, my signature indicates that the information contained in this report is accurate and complete. 
__________________________________________________________________________ 

Signature of PI                                                                               Date

___________________________________________________________________________

Printed name of PI
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