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Additional Site Location and Information

601 Bel Air Blvd., Suite 315

Mobile, Alabama   36606

Phone:  (251) 479-5472  (  Fax:  (251) 450-1253

Web Site:  www.pacirb.com
	ADDITIONAL SITE LOCATION AND INFORMATION

Please provide the following information about the additional site locations and site information (one questionnaire for each site listed in box #3 of the FDA 1572 form – if applicable)

	Sponsor Name:       
	Sponsor Protocol Number:       


	Principal Investigator’s Name:       


	Name of Facility/Research Location:       
Mailing Address:  (street, city, state, zip)       


	Site Phone number:  (     )      

	Site Fax number:  (     )      
	Site E-mail address:       

	Study Coordinator’s Name:       


	Study Coordinator’s 

Phone number:  (     )      

	Study Coordinator’s 

Fax number:  (     )      

	Study Coordinator’s E-mail address:

     

	What type of facility is this site?    FORMCHECKBOX 
 Physician Office     FORMCHECKBOX 
 Hospital     FORMCHECKBOX 
 University     FORMCHECKBOX 
 Nursing Home     FORMCHECKBOX 
 Other:       


	Should life-threatening adverse reactions to the research subjects occur, does this site have adequate equipment for treatment?

If yes, please list the available equipment:       

	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
 No

	What medical facility would be used in case of an emergency?

     

	What is the approximate distance from your site to that facility?

     

	How long has this site been conducting clinical research?  

     
	What is the approximate distance between your facility and the primary research site?       


	Approximately how may research studies has the site conducted in the last year?    FORMCHECKBOX 
 0      FORMCHECKBOX 
 1-5     FORMCHECKBOX 
 6-10      FORMCHECKBOX 
 Over 10 



	Approximately how often does the Principal Investigator directly oversee study activities at this facility?

 FORMCHECKBOX 
 Daily       FORMCHECKBOX 
 Weekly       FORMCHECKBOX 
 Monthly       FORMCHECKBOX 
 Other, please explain:       
Who oversees the study activity in the Principal Investigator’s absence?       


	Has this site ever been audited by the Food and Drug Administration?  

If yes, please provide the most recent audit date:       
If the site has been audited, was there a FDA 483 Form issued?

If yes, attach a copy of all FDA findings, a copy of all 483’s issued on any audit, with the site/investigator’s response (if any).  This information must be provided with each new submission.


	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

	What study activities will occur at this site?  (please check all that apply)

 FORMCHECKBOX 
  Administrative/Regulatory                                      FORMCHECKBOX 
  Informed consent discussion

 FORMCHECKBOX 
  Screening visit                                                         FORMCHECKBOX 
  Ongoing study visits

 FORMCHECKBOX 
  Particular procedures associated with the study (specify):       
 FORMCHECKBOX 
  Other (please specify):       


	Who will discuss the informed consent form with potential subjects?  (please check all that apply)

 FORMCHECKBOX 
  Principal Investigator                                FORMCHECKBOX 
  Sub-Investigator

          FORMCHECKBOX 
  Study Coordinator                                     FORMCHECKBOX 
  Other (please specify):       
 FORMCHECKBOX 
  Informed consent discussion will not take place at this facility



	Is this facility affiliated with a university, hospital or other institution that has its own IRB?  

If yes, please attach a waiver or written statement, from the other IRB, acknowledging and accepting PAC’s review of this research.


	 FORMCHECKBOX 
Yes

 FORMCHECKBOX 
No

	CONTACT INFORMATION OF PERSON COMPLETING THIS FORM

Please provide the following information in the event that we need to contact you for further information.

	Printed Name of Person Completing This Form:

     

	Signature & Title of Person Completing This Form:

	Company Name:       

	Date:       

	Phone number:  (     )      

	Fax number:  (     )      
	E-mail address:       
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