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DESCRIPTION: A grant application envisioning involvement of human subjects needs IRB approval at the time of submission and certainly prior to funding.  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.  

Inclusion of the following items is always required for review.  Check each that you have attached:

  
 FORMCHECKBOX 

This form, signed and dated
 FORMCHECKBOX 

A current time line


 FORMCHECKBOX 

A cover letter of explanation, and any 
 FORMCHECKBOX 

A copy of the grant application 



pertinent instructions or correspondence from

(budget and extensive CVs excluded)


the funding agency


 FORMCHECKBOX 

 E&I Form 04 

MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
	A.  Grant Information

	A.1.  Identifying Information

	Grant Title
	     

	Grant Number 
	     
	Granting Agency 
     

	FWA Number
	FWA 000      
	E&I Institutional Organization
#  IORG0006502

West Coast IRB Registration 
#  IRB00007807

	A.2.  Special Issues

	 FORMCHECKBOX 
  Children  
 FORMCHECKBOX 
  Stem cells
 FORMCHECKBOX 
  Radiation
 FORMCHECKBOX 
  Prisoners
 FORMCHECKBOX 
  Non-U.S. sites 
 FORMCHECKBOX 
  Pregnant Women.  
 FORMCHECKBOX 
  Investigation Drug or Device
 FORMCHECKBOX 
  Fetuses  
 FORMCHECKBOX 
  Unusual population
	 FORMCHECKBOX 
  Other:      

	A.3  Time Line

	When do you anticipate doing the first studies?  
	     

	What is the last date to get your response to the grant administrator?
	     

	A.4.  Reason for this submission

	Why are you seeking a General determination?
	 FORMCHECKBOX 
  There are multiple concurrent projects  (use Attachment D) 

 FORMCHECKBOX 
  There are sequential projects. (use Attachment D)
 FORMCHECKBOX 
  We are the responsible grantee but are only coordinating approvals from local sites.

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

	A.5.  Appropriateness

	Below is the regulatory section being used.  Please explain why it is appropriate to claim that definite plans cannot be reviewed at the time the grant is being submitted and reviewed.  
	     

	§46.118 Applications and proposals lacking definite plans for involvement of human subjects.

Certain types of applications for grants, cooperative agreements, or contracts are submitted to departments or agencies with the knowledge that subjects may be involved within the period of support, but definite plans would not normally be set forth in the application or proposal. 

These include activities such as institutional type grants when selection of specific projects is the institution's responsibility; research training grants in which the activities involving subjects remain to be selected; and projects in which human subjects' involvement will depend upon completion of instruments, prior animal studies, or purification of compounds. 

These applications need not be reviewed by an IRB before an award may be made However, except for research exempted or waived under §46.101 (b) or (i), no human subjects may be involved in any project supported by these awards until the project has been reviewed and approved by the IRB, as provided in this policy, and certification submitted, by the institution, to the department or agency.


	B.
Names

	B.1.  Investigator

	Name
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City St Zip
	     
	E-mail
	     

	B.2.  E&I Client (if different from Investigator)      FORMCHECKBOX 
 Same as B.1.

	Name
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City St Zip
	     
	E-mail
	     


	B.3.  Granting Agency Contact Person

	Name
	     
	Title
	     

	Company
	     
	Phone
	     

	Address
	     
	Fax
	     

	City St Zip
	     
	E-mail
	     

	B.4.  Who is responsible for E&I Invoices?

	Attach E&I Form 04

	B.5.  Are there any other partner institutions with IRBs?  FORMCHECKBOX 
 No or

	Name
	     
	Title
	     

	Company
	     
	Phone
	     


	Address
	     
	Fax
	     

	City St Zip
	     
	E-mail
	     


	C.  Applicant Signature

	· I recognize that this review is not equivalent to IRB approval. 

· This review does not authorize the conduct of any research on any human subject.  

· All studies will be submitted in adequate time for review. 

	Signature
	

	Printed Name 
	     
	Date        


ATTACHMENT

	D.  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
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