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Supplemental Site Form

Use this form to submit supplemental research sites concurrently with submission of the 
Submission Application for the Investigator/Site
	Protocol #:      

	SIRB Official Use Only

If an SIRB ID# 

has been 

assigned, 

list here:        


	Sponsor:      

	

	Principal Investigator:       


	


	1.
	Research Site Name:          


	2.
	Research Site Address:      

	3.
	Do you want to include this site address on the informed consent document?


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	4.
	Mailing Address (or “same as above”):     


	5.
	Phone:                                                                         Fax:         


	6.
	E-mail:         


	7.
	Contact person for this site:                                        Phone:        


	8.
	Please describe this facility:       
(e.g., medical office, hospital, nursing home, university, dedicated research site, imaging facility, etc.)



	9.
	Does the site have adequate resources, including staff, to conduct this study?
If No, please provide an explanation: 


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 



	10a.
	Will any subjects be seen at this site? 

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	10b.
	Will any study article(s) be administered to subjects at this site?


	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	11.
	Indicate the types of personnel and equipment available to treat life-threatening reactions, 
if they occur: (Check all that are applicable)

 FORMCHECKBOX 
 M.D./D.O. available                    FORMCHECKBOX 
 R.N. available                            FORMCHECKBOX 
 Access to 911 (or equivalent)                            
 FORMCHECKBOX 
 Defibrillator                                 FORMCHECKBOX 
 Monitor(s)                                   FORMCHECKBOX 
 Suction       
 FORMCHECKBOX 
 Oxygen                                       FORMCHECKBOX 
 IV Supplies                                FORMCHECKBOX 
 Epinephrine            FORMCHECKBOX 
 Other (please list):       


	12.
	Name of medical facility to be used in the event of an emergency:        
Distance from research site:                                     Does the PI have privileges at this facility?    Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 

The PI is not required to have privileges at this medical facility, but it must be 

located within a reasonable distance from the research site.



	13.
	Does the PI have an obligation to use another IRB for this site’s participation in this study?

If Yes, attach a written statement from the other IRB acknowledging Sterling IRB’s review of this research.  A Sample Hospital/University IRB Release letter is available at www.sterlingirb.com 

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	14.
	Are there any special laws governing medical research in your community or state?  

If Yes, please check all that apply:

 FORMCHECKBOX 
  State laws related to the use of PHI               FORMCHECKBOX 
  Mandatory IRB site visits

 FORMCHECKBOX 
  California Experimental Bill of Rights             FORMCHECKBOX 
  Age of majority different than 18

 FORMCHECKBOX 
  Other (Please list and attach additional information, if needed):       

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	15.
	What are the local community attitudes (i.e. religious, ethical, ethnic or economic) regarding 
the conduct of research that may affect the conduct of research at this/these site(s)? (select one)        
Neutral  FORMCHECKBOX 
            Positive  FORMCHECKBOX 
               Negative  FORMCHECKBOX 

If Negative, please provide an explanation:      


	16.
	Has this site been audited by the FDA or OHRP in the last 5 years? 

If Yes, please attach all audit-related correspondence including, but not limited to, the FDA 483, Warning letter, Establishment Inspection Report (EIR), response from the PI and any follow-up correspondence from the regulatory agencies.
	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 
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