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A grant application envisioning involvement of human subjects is likely to need IRB approval at the time of submission.  Many applications, however, have no subject involvement until later phases or years or have multiple projects.  In fact, often the protocol cannot be written without information from the preparatory work.  The answer can be a General Approval: IRB acceptance of the ideas in the grant application with the caveat that no subjects can be approached without IRB approval of the specific study.  

SUBMIT:
 FORMCHECKBOX 
  
A cover letter of explanation and any pertinent instructions or correspondence from the funding agency.


 FORMCHECKBOX 
  
This form 


 FORMCHECKBOX 
  
A copy of the grant application (may omit CV other than PI, and budget)


 FORMCHECKBOX 
  
An indemnification form 4-50 if not already on file.

	GRANT TITLE
	     

	Grant Number 
	     
	Granting agency 
     

	FWA number
	FWA 0000      
	IRB Registration #   IRC IRB00000762


	REASON
	Why are you seeking a General Approval?       

	
	 FORMCHECKBOX 
  There are multiple projects.  
 FORMCHECKBOX 
  There are sequential projects.  
 FORMCHECKBOX 
  We are the responsible grantee but are only coordinating approvals from local sites.

	
	 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
  No  Do you have the certification form required by the agency? 

	SPECIAL ISSUES
	

	
	 FORMCHECKBOX 
  Children  
 FORMCHECKBOX 
  Stem cells
 FORMCHECKBOX 
  Prisoners
 FORMCHECKBOX 
  Radiation

 FORMCHECKBOX 
  Pregnant Women.  
 FORMCHECKBOX 
  Investigation Drug or Device
 FORMCHECKBOX 
  Fetuses.  
 FORMCHECKBOX 
  Foreign or unusual population


	INVESTIGATOR
	Title
	     

	Name
	     
	Phone
	     

	Company
	     
	Fax
	     

	Address
	     
	e-mail
	     

	City St Zip
	     
	     


	IRC CLIENT  (if different from Investigator)
	Title
	     

	Name
	     
	Phone
	     

	Company
	     
	Fax
	     


	Address
	     
	e-mail
	     

	City St Zip
	     
	
	


	GRANTING AGENCY  Contact person
	Title
	     

	Name
	     
	Phone
	     

	Company
	     
	Fax
	     


	Address
	     
	e-mail
	     

	City St Zip
	     
	     


	Who is responsible for the IRC invoices?

     
	 FORMCHECKBOX 
Yes   FORMCHECKBOX 
No   An indemnification form covering this study is on file at the IRC business office.

	TIMELINE
When do you anticipate doing the first studies?      
	OTHER IRBS Is there another IRB involved through your employment, a performance site or elsewhere?  FORMCHECKBOX 
Yes (info attached)   FORMCHECKBOX 
No 


ACTIVITY SUMMARY

Human Subject Research activities described in the grant must have IRB approval before initiation.  The list of studies below should reflect what is described in the grant application. For each human subjects research activity listed in the grant, describe either the current IRB coverage or the future plans for IRB review. If a table has already been created, it may be substituted.

Study 1         GRANT REFERENCE



IRB APPROVAL

	Page
	     
	IRB
	     

	Approx start date
	     
	IRB #
	     

	Performance site
	     
	Study title
	     


Study 2         GRANT REFERENCE



IRB APPROVAL

	Page
	     
	IRB
	     

	Approx start date
	     
	IRB #
	     

	Performance site
	     
	Study title
	     


Study 3         GRANT REFERENCE



IRB APPROVAL

	Page
	     
	IRB
	     

	Approx start date
	     
	IRB #
	     

	Performance site
	     
	Study title
	     


Study 4         GRANT REFERENCE



IRB APPROVAL

	Page
	     
	IRB
	     

	Approx start date
	     
	IRB #
	     

	Performance site
	     
	Study title
	     


	APPLICANT:  I recognize that this review is not equivalent to IRB approval and does not authorize the conduct of any research on any human subject.  All studies will be submitted in adequate time for review.

	Signed      _________________
	Date     __________


