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DESCRIPTION:   The investigator application form assumes you use one site; that is, places where subjects are recruited or where there is any interaction or intervention with them.  If you have more than one site, use this form to describe it.

For already approved investigators, use this form for a change of address or for adding more performance sites.

	 FORMCHECKBOX 
  Biomedical:  This form is ONLY for sites at which you have control, authority and responsibility.  If not, the person responsible for that site should become a principal (E&I Form 30A) or sub-investigator (E&I Form 35).
	 FORMCHECKBOX 
  Social, Behavioral, Educational:  This could be for a focus group, interview or observation site.  If you do not have authority or control, have the site: 

 FORMCHECKBOX 
  Sign this form, or

 FORMCHECKBOX 
  Submit a memorandum of agreement from the site, or  

 FORMCHECKBOX 
  Submit E&I Form 34, School Agreement.


MAKE A COPY FOR YOUR STUDY CORRESPONDENCE FILE.

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

	Study Title
	     

	E&I Study ID #
	     

	Investigator Name 
	     

	A.1.
Your Request

	 FORMCHECKBOX 

	We have moved to this site.  The site we left was:      
	 FORMCHECKBOX 
  This is now our billing address.

	 FORMCHECKBOX 

	We are adding this site to our others.  
	This brings our total number of performance sites to        


	B. Performance Site - Institution or Facility

	B.1.
Identification and Contact Person

	1
	Name
	     

	2
	Address
	     

	3
	Name of Director/CEO
	     

	4
	Phone
	     

	5
	Fax
	     

	6
	E-mail
	     

	7
	FWA number (if federally funded)
	     

	B.2.
Type of Site

	
 FORMCHECKBOX 
 Hospital   
 FORMCHECKBOX 
 Clinic
 FORMCHECKBOX 
 Private practice  
 FORMCHECKBOX 
 School
 FORMCHECKBOX 
 Focus group site


 FORMCHECKBOX 
  Other:        

	B.3.
Site Description


	Brief description of this site. 
	     

	Differences from your primary site?  Explain any differences.

	· Subject demographics 
	 FORMCHECKBOX 
 No change
	     

	· Subject recruitment 
	 FORMCHECKBOX 
 No change
	     

	· Access to emergency facilities 
	 FORMCHECKBOX 
 No change  
	     

	· The consent document
	 FORMCHECKBOX 
 No change 
	Or  FORMCHECKBOX 
 Edited copy is attached.


	C. Site Involvement, Management and Oversight

	Section C must be completed if this is a satellite site.  It is not necessary for a move.

	C.1. 
Activities to Occur at This Site

	1
	Recruitment & referral of potential subjects
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
	What study activities will occur at this site?         


	2
	Giving information toward obtaining consent
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	

	3
	Giving information and obtaining consent
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	

	4
	Interviews, focus groups, surveys
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	

	5
	Provision of patient/subject investigational treatment
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	

	6
	Use of investigational drug or device
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	

	7
	Performance of a service (e.g., using the MRI as indicated, using clinical lab services)
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No 
	

	C.2. 
Management And Policies

	This section seeks information about your management of a satellite site.  

	1
	Name of site contact person and contact information.
	     

	2
	Have the site personnel been trained in their research responsibilities?
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No   If no, explain:        

	3
	Other:  
	      Or  FORMCHECKBOX 
 N/A

	C.3. 
Investigator Oversight

	
	As the principal investigator, you are responsible for all research activities at this site.  Do you have the time and personnel to maintain oversight?   If no, explain how it will be managed.
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No       


	D. IRB Status

	Is there an IRB at this site? 
	 FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No  If yes, attach E&I Form 32.

	D.1.
Problem resolution

	1
	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:      

	2
	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.2.
Institutional Assertion of IRB Status

	With authority to sign on behalf of this performance site, I am agreeing with the information in this section of this form.
	Signature_______________________________________  Date _________________

Printed name 
     
Title:   
     
Date:  
      

Best contact information:      


	Signatures
	Principal Investigator
	Site Director 

I have signing authority and agree to the conduct of this study at this site.

	Signature
	
	

	Printed name
	
	

	Title
	
	

	Date
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