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	CENTRAL STUDY INFORMATION CHANGE REQUEST FORM


	
	CENTRAL STUDY INFORMATION CHANGE REQUEST FORM



	                                                                                                       

	
	QUORUM INTERNAL USE ONLY

	Purpose:  To communicate with Quorum Review regarding minor changes to central study information. For all other changes, please contact us at 206-448-4082. or 1-877-472-9883
	

	Instructions:  Please read and complete all appropriate questions carefully.  For assistance completing this form or to request additional central study changes, please contact us at 206-448-4082 or 1-877-472-9883.  This form can be found online at http://www.quorumreview.com.
	

	1.
Current Study Information:

	Protocol Number:      
	Sponsor:      

	

	2.
Change Requested:

	Please indicate what information you are requesting be updated.  Please mark all applicable changes and complete the appropriate corresponding section.

	 FORMCHECKBOX 
 Change in Study Contact(s)
(Complete Section 3)
	 FORMCHECKBOX 
 Change in Recipient of Electronic Invoices

(Complete Section 4)

	 FORMCHECKBOX 
 Change in Shipping Preference

(Complete Section 5)
	 FORMCHECKBOX 
 Change in Safety Submission and Acknowledgement

Preferences (Complete Section 6)

	

	Signatures:

Sponsor/CRO understands that Quorum Review will conduct its review functions in material compliance with applicable laws, ethical standards and Quorum Review’s policies, including those policies set forth in the Quorum Handbook.

     

     

Name of Person Completing Form and Title/Position
Date




	3.
Change in Study Contact(s):

	Change in Primary Contact:  
	 FORMCHECKBOX 
  

	The primary contact automatically receives password access to the OnQ portal for secure submissions, study approval documents and reports.  
	Please select one:

 FORMCHECKBOX 
 Sponsor  

 FORMCHECKBOX 
 CRO  

 FORMCHECKBOX 
 Other (      

	NAME
	     
	COMPANY
	     

	EMAIL ADDRESS
	     
	TITLE
	     

	PHONE NUMBER
	     
	FAX
	     

	Mailing Address  for all study related correspondence
	     

	CITY


	     
	STATE/ PROVINCE
	      
	ZIP/ POSTAL CODE
	     
	COUNTRY
	     

	If different, physical location
	     

	CITY
	     
	STATE/ PROVINCE
	      
	ZIP/ POSTAL CODE
	     
	COUNTRY
	     

	Please remove the previous primary contact from the web portal for this Protocol.
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	Change in Secondary Contact:
	 FORMCHECKBOX 
  

	The secondary contact automatically receives password access to the OnQ portal for secure submissions, study approval documents and reports.  
	Please select one:

 FORMCHECKBOX 
 Sponsor  

 FORMCHECKBOX 
 CRO  

 FORMCHECKBOX 
 Other (      

	NAME
	     
	COMPANY
	     

	EMAIL ADDRESS
	     
	TITLE
	     

	PHONE NUMBER
	     
	FAX
	     

	If different, physical location
	     

	CITY
	     
	STATE/ PROVINCE
	      
	ZIP/ POSTAL CODE
	     
	COUNTRY
	     

	Please remove the previous secondary contact from the web portal for this Protocol.
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO


	4.  Change in Recipient of Electronic Invoices:

To facilitate electronic invoicing, this section must be completed with a specific contact name and contact’s email address.
	 FORMCHECKBOX 
  

	NAME
	     
	COMPANY
	     

	EMAIL ADDRESS
	     
	TITLE
	     

	PHONE NUMBER
	     
	FAX
	     

	ADDRESS
	     

	CITY
	     
	STATE/ PROVINCE
	      
	ZIP/ POSTAL CODE
	     
	COUNTRY
	     

	Please add me as a contact to OnQ portal for this Protocol.  
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO

	Please remove the previous billing contact from the OnQ portal for this Protocol.
	 FORMCHECKBOX 
 YES  FORMCHECKBOX 
 NO


	5. Change in Shipping Preference:
	 FORMCHECKBOX 
  

	A. Delivery Preference to Primary Study Contact   

	OnQ Portal access only (No paper copies of sponsor or site documents)
	Option 1  FORMCHECKBOX 

OR

	Quorum Standard Shipping  via USPS standard mail and OnQ Portal access provided at no charge
	Option 2  FORMCHECKBOX 

OR

	Alternate Shipper and Account Number (and OnQ Portal access provided at no charge)
Select  and provide account number (required or will ship Q-Standard)

 FORMCHECKBOX 
 UPS Next Day  - Account # (       

 FORMCHECKBOX 
 UPS 2-Day - Account # (      
 FORMCHECKBOX 
 FedEx Priority Overnight - Account # (      
 FORMCHECKBOX 
 FedEx Standard - Account # (       

 FORMCHECKBOX 
 DHL International - Account # (      
 FORMCHECKBOX 
 Electronic delivery via third-party vendor (e.g., IntraLinks, CRNets)

Electronic Method or Vendor: (      
	Option 3  FORMCHECKBOX 


	B. Delivery Preference to Secondary Study Contact   

	OnQ Portal access only (No paper copies of sponsor or site documents)
	Option 1  FORMCHECKBOX 

OR

	Quorum Standard Shipping  via USPS standard mail and OnQ Portal access provided at no charge
	Option 2  FORMCHECKBOX 

OR

	Alternate Shipper and Account Number  (and OnQ Portal access provided at no charge)
Select  and provide account number (required or will ship Q-Standard)

 FORMCHECKBOX 
 UPS Next Day  - Account # (       

 FORMCHECKBOX 
 UPS 2-Day - Account # (      
 FORMCHECKBOX 
 FedEx Priority Overnight - Account # (      
 FORMCHECKBOX 
 FedEx Standard - Account # (       

 FORMCHECKBOX 
 DHL International - Account # (      
 FORMCHECKBOX 
 Electronic delivery via third-party vendor (e.g., IntraLinks, CRNets)

Electronic Method or Vendor: (      
	Option 3  FORMCHECKBOX 


	B. Delivery Preference to Investigators

	Quorum Standard Shipping via USPS standard mail and OnQ Portal access provided at no charge
	Option 1  FORMCHECKBOX 

OR

	Alternate Shipper and AccountNumber
Select  and provide required account number (or will ship Q-Standard)

 FORMCHECKBOX 
 UPS Next Day  - Account # (      
 FORMCHECKBOX 
 UPS 2-Day  - Account # (      
 FORMCHECKBOX 
 FedEx Priority Overnight  - Account # (      
 FORMCHECKBOX 
 FedEx Standard  - Account # (      
 FORMCHECKBOX 
 DHL International - Account # (      
 FORMCHECKBOX 
 Electronic delivery via third-party vendor (e.g., IntraLinks, CRNets)

Electronic Method or Vendor: (      
NOTE: Site copies of safety acknowledgments and participant material approvals will be shipped Quorum Standard.  Site copies of other approvals and correspondence will ship as requested above.  
	Option 2  FORMCHECKBOX 



	6.  Change in Change in Safety Submission and Acknowledgement Preferences:
	 FORMCHECKBOX 
  

	A.  Submission and Acknowledgment of Study-wide Safety Information and Unanticipated Problems (IND Safety Reports, DSMB Summary Reports, FDA Public Health Advisories)
Quorum suggests that the Sponsor/CRO assume responsibility for submitting to Quorum protocol-level safety information and unanticipated problems (Option 1 or 2).  More information about Quorum’s Safety Information and Unanticipated Problems Reporting Guidelines is available at www.quorumreview.com and in the Quorum Handbook.

Please select one of the three options:

	Option 1:  Sponsor / CRO will assume responsibility for submitting safety information to Quorum and Quorum delivers acknowledgment to each site
Quorum will provide a formal safety acknowledgment letter to all new and approved/active sites each time new or updated protocol safety information is received.  Standard charges for delivering study-wide safety acknowledgments will apply per site.
	Option 1  FORMCHECKBOX 

 OR

	Option 2:  Sponsor / CRO will assume responsibility for submitting safety information to Quorum and Quorum delivers acknowledgment to sponsor only
Quorum will send Sponsor/CRO acknowledgment letters only.  Sponsor/CRO agrees to assume responsibility for distributing acknowledgment letter to investigators as necessary
	Option 2  FORMCHECKBOX 

 OR 

	Option 3:  Sites will submit safety information to Quorum and Quorum will provide a standard acknowledgment to the submitting Investigator to document receipt

If you select this option, Investigators will be responsible for submitting information to Quorum. The first submission of protocol level information will also trigger an acknowledgment letter to the sponsor / CRO.  
	Option 3  FORMCHECKBOX 



	B.  Submission and Acknowledgment of Product Information (Investigator Brochures, Package Inserts or Device Manuals)
The Sponsor/CRO is expected to submit to Quorum on behalf of Investigators any revisions to the Product Information and a summary of changes.  

Please select one of the following options:

	Option 1: Sponsor / CRO will submit product information to Quorum and Quorum delivers acknowledgment to each site

Quorum will provide a formal safety acknowledgment letter to all new and approved/active sites each time new or updated product information is received.  Standard charges for delivering study-wide safety acknowledgments will apply per site.
	Option 1  FORMCHECKBOX 

OR

	Option 2:  Sponsor / CRO will submit product information to Quorum and Quorum delivers acknowledgement to sponsor only
Quorum will send Sponsor/CRO acknowledgment letters only.  Sponsor/CRO agrees to assume responsibility for distributing acknowledgment letter to investigators as necessary
	Option 2  FORMCHECKBOX 



	Please submit via:


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

Email your electronic submission to InitialStudySupport@QuorumReview.com
Signature page can be faxed to:  (206) 448-4193

Please contact Quorum’s Initial Study Support team with any questions:

InitialStudySupport@QuorumReview.com
Quorum Review, Inc.

(206) 448-4082 phone

1601 Fifth Ave. Ste. 1000

Seattle, WA  98101
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