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	Change Request Form for Sites (CRFS)



	Purpose:  To communicate to Quorum Review regarding changes in site information during the course of the study.   

Instructions:  Please read and complete all appropriate questions carefully.  This form and other Quorum forms can be found online at http://www.quorumreview.com.  
Please note:  Forms that are incomplete or missing required attachments will result in delay of Board review.   If you are unresponsive to Quorum’s attempts to follow-up on incomplete forms, the change request will be filed and not processed.

	

	1.
Current Study Information 

	Principal Investigator First Name:      
	Middle Initial:       
	Last Name:      

	Sponsor:      
	Protocol Number:      
	QR# (if available):       

	

	2.
Type of Change Requested 

	· Please indicate what information you are requesting be updated. 

· Please mark all applicable changes and complete the appropriate corresponding pages. Some changes require additional documentation to be submitted. 

· Each section will indicate what additional information is needed.  Please note: You only need to send in this first page and the section that corresponds to the change that you are making and any additional documentation.  Submission options are noted on page 2.

	 FORMCHECKBOX 
 
Change in Principal Investigator 
Complete Section 1
	 FORMCHECKBOX 
  
Change in Primary Facility Address
Complete Section 2

	 FORMCHECKBOX 
 
Change in Primary Facility Business Name    Complete Section 3
	 FORMCHECKBOX 
  
Change in Additional Research Facility    Complete Section 4

	 FORMCHECKBOX 
 
Change in Additional Facility Business Name    Complete Section 5
	 FORMCHECKBOX 
 
Change in Participant  Emergency 
Phone Numbers    Complete Section 6

	 FORMCHECKBOX 
   Translated Consent Form (Request or Removal)    Complete Section 7
	 FORMCHECKBOX 
 
Change in Compensation of study Participants    Complete Section 8

	 FORMCHECKBOX 
  
Change in Communication with Quorum   Complete Section 9
	 FORMCHECKBOX 
  OnQ Client Portal Account Creation and/or Access Removal 
Complete Section 10

	 FORMCHECKBOX 
  Change in Facility Address Cited on the Consent Form  Complete Section 11
	 FORMCHECKBOX 
  Institutional Jurisdiction Waivers and Institutional Authorization Agreements  Complete Section 12

	
	

	Name of person completing this form:       
Date:      


	Submission Options:

Electronically via

Quorum’s OnQ Portal at www.QuorumReview.com
or

By hard copy to

Quorum Review, Inc.

1601 Fifth Ave. Ste. 1000

Seattle, WA  98101

or

By fax to:

(206) 448-4193

Please contact Quorum’s Site Support Team with any questions:

SiteSupport@QuorumReview.com or (206) 448-4082
5 a.m. – 5:00 p.m. Pacific

	

	 FORMCHECKBOX 
   Change in Principal Investigator

Section 1

	Departing Principal Investigator:      

	New Principal Investigator:      

	Required Additional Documentation 
· Change in Principal Investigator Form (or revised Site Information Questionnaire or Observational Registry Site Information Questionnaire, if applicable)
· New Principal Investigator’s CV*, if applicable. 
· Letter from the departing Principal Investigator which explains the circumstances surrounding the transfer of responsibility
· Additional Facility Site Information Questionnaires (AFSIQ) for any additional research facilities (if applicable)
Note: If the primary or any additional facilities have changed or are no longer in use by the new Principal Investigator, please complete the appropriate sections of this form and submit to Quorum with this submission.
*For observational registry studies a CV is not required.
Please submit the first page of this document, this page and the documents listed above. 

	

	 FORMCHECKBOX 
   Change in Primary Facility Address

Section 2

	Previous Facility  Address:       

	New Facility Address:       

	Required Additional Documentation

· Change in Primary Facility Form (or Site Information Questionnaire)
Please submit the first page of this document, this page and the document listed above.  

	

	 FORMCHECKBOX 
   Change in Primary Facility Business Name
This section can only be completed for a change in business name.  If the physical location of the business is changing, complete section 2 above.
Section 3

	Previous Facility or Business Name:       

	New Facility or Business Name:       

	Please submit the first page of this document and this page.  No additional documentation required.

	

	 FORMCHECKBOX 
   Change in Additional Research Facility
Section 4

	 FORMCHECKBOX 
 
We are adding an additional research facility.

	 FORMCHECKBOX 
 
We are no longer using the below facility.  Please remove facility from our consent form (if applicable).

	Facility or Business Name:
	     

	Address:
	     

	City:
	     
	State/Province:
	     
	ZIP/Postal Code:
	     

	Phone:
	     
	Fax:
	     

	Required Additional Documentation

· Additional Facility Site Information Questionnaire (AFSIQ) with new site information (required only if adding a facility)
Please submit the first page of this document, this page and the document listed above 

(if applicable).

	

	 FORMCHECKBOX 
   Change in Additional Facility Business Name
This section can only be completed for a change in business name.  If the physical location of the business is changing, complete section 4 above.
Section 5

	Previous Facility or Business Name:       

	New Facility or Business Name:       

	Please submit the first page of this document and this page.  No additional documentation required.

	

	 FORMCHECKBOX 
   Change in Participant Emergency Phone Numbers 
Section 6

	 FORMCHECKBOX 
  Business hours telephone number:
	     

	 FORMCHECKBOX 
  Emergency/After hours telephone number:
	     

	Please submit the first page of this document and this page.  No additional documentation is required.

	

	 FORMCHECKBOX 
   Translated Consent Form (Request or Removal)
Section 7

	We request to enroll non-English speaking participants in this study?
	 FORMCHECKBOX 
 YES   

Language/Dialect:      

	Will you follow the expected safeguards noted below?
· A staff member/non-family member interpreter will be available to interpret the informed consent discussion for the participant.
· Provide all study-related material in participant’s native language.
	 FORMCHECKBOX 
 YES               FORMCHECKBOX 
 NO** 
(**if no, attach a letter of explanation)

	We are no longer enrolling non-English speaking participants in this study.  
	Indicate the Language/Dialect you are no longer enrolling and provide a reason why:       

	Please note:  If a consent form has not yet been translated into the Language/Dialect you are requesting, Quorum will need to contact the study sponsor for approval of this request.  You should also follow-up with your study monitor to inform them of your request.
Please submit the first page of this document, this page and any attachments as required above.

	

	 FORMCHECKBOX 
   Change in Compensation of Study Participants
Section 8

	a. How will participants be compensated for participation? (Check only one)

	 FORMCHECKBOX 
 
Participants will not be compensated for their participation in this study.  

	 FORMCHECKBOX 
 
Participants will be compensated $     

 FORMTEXT 
     per each completed visit for a total amount of up to $     

 FORMTEXT 
     .

	 FORMCHECKBOX 
 
Participant compensation amount varies per visit.  Please see attached schedule.**  Please specify number of visits, payment for each visit, and total potential compensation.  If total compensation is undetermined, please provide an explanation (e.g. participant total will vary depending on which arm of the study a participant is randomized to.) 
Please also include information for any compensation for sub-studies and/or caregivers, if applicable.
**Remember your attachments**

	b. If you will be providing compensation, when will compensation be given to participants?  
(Check all that apply)

	 FORMCHECKBOX 
 
At each study visit
	 FORMCHECKBOX 
 After all participants complete the study

	 FORMCHECKBOX 
 
After a participant’s final visit
	 FORMCHECKBOX 
 Other (Please specify):       

	c. Will reimbursement, gifts, study equipment or other inducements be given to participants?  (Check all that apply)  (See the Quorum Handbook for more information)

	 FORMCHECKBOX 
  Participants may receive reimbursement (not including the compensation identified in Question a) of  $      per each completed visit for travel and parking expenses up to a total amount of $     .   

	 FORMCHECKBOX 
  Participants will be offered gifts and/or study equipment that will not be required to be returned upon study completion.

	i. Describe gift(s) and approximate total value:  $              Description:      

 FORMTEXT 
        

	ii. Describe study equipment and approximate total value:  $               Description:      

 FORMTEXT 
        

	d. If you will be providing reimbursements for travel and parking (as noted in c), when will reimbursements be given to participants?  
(Check all that apply)

	 FORMCHECKBOX 
 
At each study visit
	 FORMCHECKBOX 
 After all participants complete the study

	 FORMCHECKBOX 
 
After a participant’s final visit
	 FORMCHECKBOX 
 Other (Please specify):       

	Please submit the first page of this document, this page and any attachments as required above.

	

	 FORMCHECKBOX 
   Change in Communication with Quorum 
(i.e. primary Quorum contact, telephone number or mailing address)
Please note:  This section may not be used for changes that require a change to the Board-approved consent form.  If consent form revisions are required, please complete the appropriate Section(s) for your changes. 

Section 9

	Please indicate what needs to be changed regarding (study coordinator name/business name/etc.) by checking the appropriate box(es) and completing the corresponding section.  

If the Primary Quorum Contact has changed and the previous Primary Quorum Contact should have their access removed from the OnQ Client Portal for this Protocol or any other Protocols at this site, please complete Section 10, Portal Account Creation and/or Access Removal.

	 FORMCHECKBOX 
 Primary Contact Name:
	     

	 FORMCHECKBOX 
 Add Primary Contact to the OnQ Client Portal for this Protocol.  Provide email address below.

	 FORMCHECKBOX 
 Primary Contact E-mail:  
 (required for OnQ Client Portal 
 Access)
	     

	 FORMCHECKBOX 
 Remove access to the OnQ Client Portal for the previous Primary Quorum Contact
	Complete Section 10.

	 FORMCHECKBOX 
 Business Name for   
 Mailing Address:
	     

	 FORMCHECKBOX 
 Mailing Address:
	     

	
	City:
	     
	State/Province:
	     
	ZIP/Postal Code:
	

	 FORMCHECKBOX 
 Phone:
	     

	 FORMCHECKBOX 
 Fax:
	     

	 FORMCHECKBOX 
 Principal Investigator  E-mail: 
	     

	Please submit the first page of this document and this page.  No additional documentation required.

	

	 FORMCHECKBOX 
   OnQ Client Portal Account Creation and/or Access Removal
Please note:  If you have had a departure in staff that may have had OnQ Portal access, please indicate below “Staff member has departed from our company”.  We will remove OnQ Client Portal access for this contact for all Quorum Approved protocols for your company.  
Section 10

	 FORMCHECKBOX 
  Please provide access to the OnQ Client Portal:

 FORMCHECKBOX 
  for this Protocol       

 FORMCHECKBOX 
  for additional protocols at this site - please attach a separate
      sheet with Protocol and QR numbers
	Name:      
Email:      
(email is required for OnQ Client Portal Access)

	 FORMCHECKBOX 
  Please remove access to the OnQ Client Portal:

 FORMCHECKBOX 
  Staff member is still employed by our company, however no 
      longer requires access for this Protocol 
 FORMCHECKBOX 
  Staff member is still employed by our company, however no 
      longer requires access for additional protocols at this site  - 
      please attach a separate sheet with Protocol and QR
      numbers
 FORMCHECKBOX 
  Staff member has departed from our company 
Note: Staff will be removed from the OnQ Client Portal for all Quorum Approved protocols for your company.  
	Name:      
Email:      

	Please submit the first page of this document and this page.  No additional documentation required.

	

	 FORMCHECKBOX 
   Change in Facility Address Cited on the Consent Form

Please note:  This section is to only be used for revising the facility address citations on your consent form.  Quorum must have a Site Information Questionnaire, Change in Primary Facility Form or an Additional Facility Site Information Questionnaire on file and approved in order for the address to be cited on the consent form.  This section may not be used for removing, adding or changing the facilities being used by your site.  If you are removing, adding or changing the facilities being used by your site, please complete Sections 2 and/or 4.

Section 11

If you have more than one address citation change, please attach additional pages as necessary.

	 FORMCHECKBOX 
 
We are continuing to use the below facility; however, we want to remove the address citation from the consent form. 


	 FORMCHECKBOX 
   We are currently using the below facility, and would like to add the address citation to the consent form.

	Facility or Business Name:
	     

	Address:
	     

	City:
	     
	State/Province:
	     
	ZIP/Postal Code:
	     

	

	 FORMCHECKBOX 
   Institutional Jurisdiction Waivers and Institutional Authorization Agreements
Please note:  This section is to only be used for new or revised Institutional Jurisdiction Waivers and Institutional Authorization Agreements.

Section 12

	Please indicate what facility the Waiver/Institutional Authorization Agreement applies to by checking the appropriate box and completing the corresponding section.

	 FORMCHECKBOX 
 New Primary Facility:
	Complete Section 2 of this form and submit any applicable document(s)

	 FORMCHECKBOX 
 New Additional Research Facility:
	Complete Section 4 of this form and submit any applicable document(s)

	 FORMCHECKBOX 
 Previously IRB Approved Primary Facility:
	Please complete the following questions:

	a. Primary Facility Address: 
	     

	b. Does another Review Board have jurisdiction over this study? (For example, is the PI affiliated with an institution that has its own Review Board or will participants be registered at a clinic or hospital that has its own Review Board?)

(**If yes, please attach a completed Quorum Review Institutional Jurisdiction Waiver Form)
	 FORMCHECKBOX 
 YES**      FORMCHECKBOX 
 NO

	c. Will a participant be registered in a hospital, university or other institution for any study procedure beyond a minimally or non-invasive study procedure (routinely employed in clinical practice)?
(**If yes, please attach a completed Quorum Review Institutional Jurisdiction Waiver Form)
	 FORMCHECKBOX 
 YES**      FORMCHECKBOX 
 NO

	d. Will any research procedures occur in a hospital, university or other institution where a local Ethics Review Board has jurisdiction?
(**If yes, please attach a completed Quorum Review Institutional Jurisdiction Waiver Form )
	 FORMCHECKBOX 
 YES**      FORMCHECKBOX 
 NO

	e. Is the Principal Investigator associated with a hospital, university or other institution that requires review of his/her research by a local Ethics Review Board?
(**If yes, please attach a completed Quorum Review Institutional 
Jurisdiction Waiver Form)
	 FORMCHECKBOX 
  YES**     FORMCHECKBOX 
 NO

	 FORMCHECKBOX 
 Previously IRB Approved Additional Facility:
	Please complete the following questions: 

	f. Additional Facility Address: 
	     

	a. Does use of this additional facility require approval by a local Review Board?  (**If yes, please attach a completed Institutional Jurisdiction Waiver form.)
	 FORMCHECKBOX 
 YES**      FORMCHECKBOX 
 NO
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