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Every institution has its own rules about what may be done at that institution.   This information assures E&I that any institutional IRB at the site is aware of our review and agrees to honor it.  
The words “Performance Site” is equivalent to Facility or Institution.  This information is required for sites other than your own office or private practice.

If the site has no IRB, we will accept the signature of an institutional authority attesting to that either here or on the additional site form E&I Form 33, item D2.

If the site has an IRB, you may submit the required information to E&I in one of three ways.

1
This form, which is designed to be sent to the site instead of having to send your application form back and forth for signatures.  
2 
A Memorandum of Agreement or letter on site letterhead, covering the topics below and signed by an institutional officer.
3.
A Form 07 or a reliance agreement for signature of the local site and the E&I business manager.
MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

Send completed package to submit@eandireview.com.
	A. Investigator

	1
	Investigator
	     

	2
	Title at the institution
	     

	3
	Phone number
	     

	4
	E-mail
	     


	B. The Study

	1
	Project title
	     

	2
	Sponsor
	     

	3
	Investigational drug/device
	 FORMCHECKBOX 
 None or        


	C. Institution or Facility

	1
	Name
	     

	2
	Address
	     

	3
	Name of Director
	     

	4
	Phone, Fax, E-mail
	     

	5
	FWA number, if any
	     

	Activities to occur at the institution or facility

	1
	Recruitment of subjects
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No       

	2
	Patient care or treatment of externally enrolled subjects
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No       

	3
	Use of investigational drug or device
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No       

	4
	Performance of a service (e.g., using the MRI as indicated, using the clinical lab for test results)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No       

	5
	Other:  
	     

	6
	Were an adverse event to occur at this site are there adequate resources (including 911 availability) to respond appropriately?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 N/A  FORMCHECKBOX 
 No information, please explain:      

	7
	Were there to be an Unanticipated Problem Involving Risks to Subjects or Others at this site, please confirm that E&I Review will be notified. 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 N/A  FORMCHECKBOX 
 No information, please explain:      


	D. IRB Status

	E&I is reviewing an investigator who has named this site as a place where some research activity will take place.  We wish your assurance that you know about the study and are willing to have our IRB perform the review.  
Please return this form to the investigator.

	 FORMCHECKBOX 

	THERE IS NO IRB AT THIS SITE

I have authority to and am agreeing that the investigator has permission to use this site for this study. 
	Director Signature



_________________________________________

Printed name 
     
Title:   
     
Date:  
      

Best contact information:      

	 FORMCHECKBOX 

	THERE IS AN IRB AT THIS SITE   

This site will not accept another IRB's review.
	STOP - Send to the local IRB

Submission to E&I would be redundant.  Please let the investigator know.

	 FORMCHECKBOX 

	THERE IS AN IRB AT THIS SITE 

This site will accept - and will not duplicate - the review by E&I’s IRB. 
	Director Signature



_________________________________________

Printed name 
     
Title:   
     
Date:  
      

Best contact information:      
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