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	                      Converting a Single-Site Study to a Multi-Site Study



2111 West Braker Lane, Suite 100 ● Austin, TX 78758 ● P: 512.380.1244 ● F: 512.382.8902 ● salus@salusirb.com
If you require assistance answering any of the questions on this form,
please contact Salus IRB at the number listed above.
Sponsor:        

Protocol #:       
A. ADMINISTRATIVE INFORMATION: 

	Provide the Primary Contact Information for IRB inquiries:

	1.
	Name of primary contact: 
	     

	2.
	Name of Project Manager (PM), if different from above.
	     

	3.
	Name of company:
	     

	4.
	Complete mailing address:
	     

	5.
	Telephone:
	     

	6.
	Email:
	     

	7. 
	Complete Designation of, Change in Project Manager/Sponsor Representative Form 

	An administrative fee for the conversion will be assessed. This fee does not include any other fees such as protocol or ICD revision, recruitment materials, etc.


B. STUDY MANAGEMENT AND ENROLLMENT:
	1.
	 Number of sites to be submitted to Salus IRB:       

	2.
	 Number of total sites, per the protocol:       
If the current protocol is not consistent with the above, please submit a protocol revision. 

	3.
	Describe your plan to ensure the management of information that might be relevant to the protection of participants is appropriately communicated to the investigative sites and Salus IRB.

     

	4.
	Who will be responsible for submitting study-wide changes or notifications in the research, such as protocol revisions/amendments, product information updates, etc., to Salus IRB?
	 FORMCHECKBOX 
  Sponsor/Sponsor  

       Representative     
 FORMCHECKBOX 
  Investigators (PI)


C. PROTOCOL INFORMATION:

	1.
	Current Protocol version and date (including any Amendments): 
	     

	2.
	Are you submitting proposed revisions to the protocol? If yes, include:

· a detailed summary of changes/marked copy of the protocol amendment/revision 

· a copy of the final protocol amendment/revision 
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	3.
	Data and Safety Monitoring: A system for appropriate oversight and monitoring of the conduct of the study to ensure the safety of participants and the validity and integrity of the data.
Data and safety monitoring will be conducted by:

 FORMCHECKBOX 
  Data Safety Monitoring Board/Committee

 FORMCHECKBOX 
  PI 

 FORMCHECKBOX 
  Sponsor

 FORMCHECKBOX 
  Other, please attach a description

 FORMCHECKBOX 
  None, please attach a rationale


Sponsor:        

Protocol #:       
C. PROTOCOL INFORMATION (continued):

	4.
	Is the data and safety monitoring plan identified in the protocol?

 FORMCHECKBOX 
 Yes, please identify the page #:  
 FORMCHECKBOX 
 No, please describe your plan for monitoring safety and the integrity of the data: 

	5.
	Will you ensure the site(s) have the necessary emergency or safety equipment to conduct the study in accordance with the protocol?
	 FORMCHECKBOX 
  No, please explain            
 FORMCHECKBOX 
  Yes
 FORMCHECKBOX 
  N/A (for minimal risk research only)


D. INFORMED CONSENT DOCUMENT (ICD) INFORMATION: 

	1.
	 FORMCHECKBOX 
  Review the current ICD and suggest modifications for the development of the template ICD. Contact Salus IRB for the current Word version. Submit the revised ICD in tracked change format.

 FORMCHECKBOX 
  Consideration should be made for the following: 
· Any reference to the previous PI or previous research site has been removed;

· References to the local site should be removed or modified appropriately for a template ICD;

· Compensation section is modified appropriately for a template ICD;
· Legal rights section is modified appropriately, if necessary.

	2.
	Would you like these documents to be translated?
	 FORMCHECKBOX 
  No (continue to section E)  

 FORMCHECKBOX 
  Yes 

	3.
	Will the sites be allowed to request translations?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes 

	4.
	Into what language(s)?        

	5.
	Will Salus IRB be providing the translation?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes 

	6.
	If no, Salus IRB requires the following with your translation:

· Affidavit/Certification of Accuracy. This must include name and date of the document translated.

· Must be resubmitted after translation for approval by Salus IRB
	   If yes, would you like the translation done:

     FORMCHECKBOX 
  Upon IRB approval of the English ICD?

     FORMCHECKBOX 
  Upon written notification from the client?

	7.
	If yes, do you require a back translation?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes 

	8.
	If yes, do you require a quote before proceeding with the translation?
	 FORMCHECKBOX 
  No    

 FORMCHECKBOX 
  Yes 


Sponsor:        

Protocol #:       
E. TEMPLATE RECRUITMENT AND/OR STUDY MATERIAL:
	1.
	Please forward the Microsoft Word version of each file requiring review.  Include the document title and version (number or date) in each file.
Identify which items and the quantity being submitted.

 FORMCHECKBOX 
 Proposed printed advertisement, #       

 FORMCHECKBOX 
 Proposed web site content, #       
 FORMCHECKBOX 
 Script of proposed video recording, #       
 FORMCHECKBOX 
 Script of proposed audio recording, #       
 FORMCHECKBOX 
 Participant screening tool, #       


 FORMCHECKBOX 
 Participant Diaries, #       
 FORMCHECKBOX 
 Survey instrument(s), #       


 FORMCHECKBOX 
 Questionnaire(s), #       
 FORMCHECKBOX 
 Participant education material, #       
 FORMCHECKBOX 
 Other (describe): #       

	2.
	Would you like these documents to be translated?
	 FORMCHECKBOX 
  No  

 FORMCHECKBOX 
  Yes 


CERTIFICATION STATEMENT AND SIGNATURE:

	I certify that the information provided within this report is true and accurate. I have reviewed the Sponsor Reporting Responsibilities, Investigator Reporting Responsibilities and the Reporting Guidelines for Unanticipated Problems, Deviations, and Other Safety Information, on the Salus IRB website. [Click hyperlink(s) above]. I understand I may contact Salus IRB at any time with questions or concerns about these requirements. I understand that I am responsible for the timely payment of services provided by Salus IRB for the initial and ongoing review of the research, in accordance with the current Salus IRB fee schedule or other written agreement. Further, I understand that only the Salus IRB-approved ICD may be used to enroll participants.
     









Printed Name of Project Manager
Signature of Project Manager 








Date 


EXPEDITED REVIEWER STATEMENT AND SIGNATURE:

	The proposed modification(s) involves no more than minimal risk and represents minor changes in previously approved research during the period for which approval was granted and meets the criteria in accordance with 21 CFR 56.110 and/or 45 CFR 46.110. A minor modification means that the change does not change the risks of the research or affect the design of the research and all added procedures involve no more than minimal risk and that all added procedures fall into categories (1)-(7) of research that can be reviewed using the expedited procedure.

If the ICD is modified: 

Is re-consenting required?   

 FORMCHECKBOX 
 No   

 FORMCHECKBOX 
 Yes, at the next study visit  

 FORMCHECKBOX 
  My review of this item represents that I have no conflicting interests with the sponsor, PI, or protocol. 
Printed name of Reviewer (Chair or Designee): 









Signature of Reviewer (Chair or Designee):





Date: 
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