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	1.
	RAC Recommends Approval:   Yes___  No___  Pending ___  Exempt __________

	2.
	Adverse Event Reporting Agreement needs to be signed & sent to the IBC

	3.
	Institutional Review Board (IRB) Information

	  
	IRB approval is required for research involving human cell lines or DNA:

Will the rDNA constructs be injected into humans?

Yes___     No___

Explain _______  

Will the rDNA constructs be used for clinical studies?

Yes____    No_____                                         

* If yes, please state to where and by whom:

If these constructs will be passed on to other PI’s for studies, please state to whom, when, and where:
Do you have IRB approval related to this rDNA project?
Yes__ No__ Pending__
* If yes, cite IRB approval number and expiration date:



	
	

	4.
	Information that needs to be sent to the IBC office to process your application:

	
	· Copy of your IRB application

           **  Please include the consent form

· Please provide a copy of Appendix M of NIH Grant   
                 (Link to Guidelines)
· Investigator’s brochure, if applicable



	
	


Recombinant DNA Agreement Policy
As the Principal Investigator of this project:                                                                                                                                   
· I am aware of and agree to abide by the NIH Guidelines for Research Involving Recombinant DNA Molecules, University research policies and other applicable regulatory requirements in conducting all work using recombinant DNA molecules; 
· I understand that I am responsible for full compliance with these guidelines and policies, even if I delegate aspects of the research to others;
In addition, I agree to abide by the following requirements:

· I will not initiate experiments until this research project has been reviewed and approved by Case’s IBC;

· I will follow appropriate Biosafety Level laboratory techniques required in this project;

· I will comply with shipping requirements for recombinant DNA materials, as appropriate;

· I will make available to the laboratory staff copies of the approved protocols which describe the potential biohazards and the precautions that must be taken;

· I will train the staff in good microbiological practices and techniques required to ensure safety for this project, and in the procedures for dealing with accidents and waste management;

· I will supervise the staff and correct work errors and conditions that could result in breaches of the NIH Guidelines;
· I will submit an amendment form for any changes/additional work to be performed that go beyond the range of the current protocol (before work begins).

As the Principal Investigator of this Human Gene Therapy Protocol, I acknowledge and agree with all the information that has been sent in my new rDNA application and this Human Gene Therapy Supplement to the IBC:

Please send a signed hard-copy of the signature page to the IBC office:
________________________________________________________ 
Principal Investigator's Signature         Date 

________________________________________________________
Co-Investigator's Signature          Date 
	Please return a copy of the signature page to:
Office of Research Administration
Attn: Maureen Dore-Arshenovitz
Case Western Reserve University
10900 Euclid Avenue
Cleveland, OH 44106-7230
Campus Address: 
657 Sears Library Bldg.
Location Code:  7230








