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IRB Authorization Agreement
A signed copy of this document should be maintained in the files of both parties.

	A. Institution Providing IRB Services


Ethical & Independent Review Services is an organization that provides external IRB review.  The IORG number assigned E&I is IORG0006502.  The IRB registration number is IRB #2 IRB00007807.

ASSURANCE:  The review performed by the E&I IRB will meet the requirements of 45 CFR 46 and if pertinent to the study, 21 CFR 50/56.  The IRB will follow written procedures for reporting its findings and actions to the appropriate officials at the institution.  Relevant portions of IRB minutes will be made available upon request.

__________________________________________              
_______________________________

Terri Majors, Managing Director



Date
	B. Institution Relying upon E&I’s IRB


Name of Institution: 
     
FWA #:
     
This agreement is for 
 FORMCHECKBOX 
  1. Exclusive review of all studies from this institution   


 FORMCHECKBOX 
  2. Non-exclusive review of select studies 


 FORMCHECKBOX 
  3. Review of the project listed in the Appendix (Question 5)


 FORMCHECKBOX 
  4. Other, as described in attached letter
ASSURANCE: This institution remains responsible for compliance with the Terms of Assurance represented by the OHRP accepted FWA, for ensuring compliance with the IRB’s determinations and for the conduct of the institutional program for protection of research subjects.

__________________________________________              
_______________________________

Institutional Official




Title

__________________________________________              
_______________________________


Printed name




Date
APPENDIX – Clarifying Information

	1
Relying Institution Identification 

	Institution Name
	     

	Division (if applicable)
	     

	Mailing Address
	     

	City, State, ZIP
	     

	Website
	     

	2
Personnel related to Human Subject Protection

	
	Institutional Official for Human Subject Protection
	Human Research Administrator
	CEO 

	Name & Degrees
	     
	     
	     

	Title
	     
	     
	     

	E-Mail


	     
	     
	     

	Phone Number
	     
	     
	     

	3
FWA information

	Has the E&I IRB been added to your FWA or will it be added?  


If B.1 was checked, the E&I IRB must be named on your FWA.   


If B.2 or B.3 was checked, naming each IRB on the FWA is optional.
	
 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

	Did you check the box that would apply the Common Rule (45 CFR 46, Subpart A) to ALL studies conducted at your institution?
	
 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Don’t know

	Did you check the box that would apply subparts B (pregnant women & fetuses), C (prisoners), and D (children) to your studies?
	
 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  Don’t know

	4
Institutional Policy

	Under the Terms of Assurance, when the FWA was signed you agreed to have a policy in place and a Human Subject Protection Program (HRPP)   (http://www.hhs.gov/ohrp/assurances/assurances/filasurt.html)

	This institution has the policies required by the Terms of Assurance.
	
 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

	The people listed above have read the Belmont Report and the institutional policies on protection of subjects.
	
 FORMCHECKBOX 
  Yes 
 FORMCHECKBOX 
  No

	5
What does this Agreement Cover?

	If B.3 was checked, complete the following: 


Project Name: 
     
PI Name: 
     
Funding agency and Award # if any:      
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