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	Submission Options
	· Electronically: Quorum’s OnQ Portal at www.quorumreview.com
· Fax: (206) 448-4193

· Hard Copy: Quorum Review, Inc, 1601 Fifth Ave. Ste. 1000, Seattle, WA 98101
For assistance, refer to the Quorum Handbook, contact Quorum’s Site Support Team at SiteSupport@QuorumReview.com or 206-448-4082 Option 1 or 
1-877-472-9883 Option 1.  The Quorum Handbook and all required forms can be found at www.quorumreview.com
	QUORUM INTERNAL USE ONLY

	
	
	


	1.  GENERAL INFORMATION 

	a. SPONSOR:      
	PROTOCOL NUMBER:      

	b. PRINCIPAL INVESTIGATOR (First Name, Middle Initial, Last Name, Suffix):      

	    PROFESSIONAL DEGREE(S):  FORMCHECKBOX 
M.D.  FORMCHECKBOX 
 D.O.  FORMCHECKBOX 
 Other   

         
	PHONE: 

     
	FAX: 

     
	E-MAIL: 

     

	   PROFESSIONAL LICENSE#(s):        
        
	STATE/PROVINCE(s):     
	EXPIRATION DATE(S) (MM/DD/YY):
     

	   PRIMARY RESEARCH FACILITY/BUSINESS NAME (the phone number above and the address below will be listed on your consent      

  form):        

	    ADDRESS:      

	    CITY:      
	STATE/PROVINCE:      
	ZIP/POSTAL CODE:      

	c. PRIMARY CONTACT AT SITE(First Name, Middle Initial,  

     Last Name):      
	PHONE:

     
	FAX: 

     
	E-MAIL:

     

	     PRIMARY CONTACT BUSINESS NAME/ADDRESS/CITY/STATE/ZIP (if different from above):

          

	d. The PI and primary contact will automatically receive Quorum Web Portal Accounts.  Check the adjacent box only if you DO NOT    

     want a Quorum Web Portal account (OnQ™).   FORMCHECKBOX 
 PI      FORMCHECKBOX 
 Primary Contact 

	e. Please check below to indicate preference on how you would like to receive official Quorum correspondence. (Check all that apply) 

 FORMCHECKBOX 
 OnQ™ Secure Portal                     FORMCHECKBOX 
Hard Copy in the mail

	f. FOR U.S. SITES ONLY: Is this research federally funded?   FORMCHECKBOX 
 NO     FORMCHECKBOX 
 YES, our Federalwide Assurance (FWA) number is:         

	g. FOR CANADIAN SITES ONLY: Quorum automatically applies the Tri-Council Policy Statement (TCPS) to Canadian studies.  
 FORMCHECKBOX 
 YES, please apply TCPS to our site (attach a copy of the clinical trial budget)
 FORMCHECKBOX 
 NO, please do not apply TCPS to our site and attach an explanation 


	2.  INFORMATION ABOUT THE PRINCIPAL INVESTIGATOR (PI)

	a. Has the FDA, OHRP, Canadian Ministry of Health, or other regulatory agency audited this study’s Principal Investigator (PI) within the last 3 years?  Copies of all audit documentation, such as Establishment Inspection Reports, Form FDA 483s, warning letters and corresponding investigator responses, issued within the last 3 years must be included with this submission.  

                     FORMCHECKBOX 
  NO, audits have not taken place within the past 3 years
                     FORMCHECKBOX 
  YES, audit(s) have occurred, documentation is attached for audit(s) dated:       
                     FORMCHECKBOX 
  YES, audit(s) have occurred, documentation is not yet available (will be submitted to Quorum as soon as available)
                     FORMCHECKBOX 
  YES, audit(s) have occurred, documentation has been previously submitted for audit(s) dated:       

	b. Has the FDA, OHRP, Canadian Ministry of Health, or other government licensing authority taken an enforcement action against the PI, including: a reprimand, restricting his/her ability to conduct research, or placing conditions/limitations on his/her license?  

                    FORMCHECKBOX 

NO      FORMCHECKBOX 
 YES, attach letter of explanation

	c. Has a sponsor or Review Board suspended or terminated the PI’s research?   FORMCHECKBOX 
 NO      FORMCHECKBOX 
 YES, attach letter of explanation

	3.  POTENTIAL CONFLICT OF INTEREST

	Does the PI, the PI’s immediate family, the research staff, or research staff’s immediate family have any financial or other relationship with the sponsor or other study-related entities that present or appear to present a conflict of interest?  Please see the Quorum Handbook for a full list of disclosable interests.
 FORMCHECKBOX 

NO     

 FORMCHECKBOX 
 YES, please attach a completed Quorum Review Conflict of Interest Statement Form. Quorum will accept a completed FDA Form 3455 in lieu of Quorum’s form if the PI is the only person with a disclosable interest and all interests are listed on the Form 3455. 

	4.  LOCAL JURISDICTION ISSUES

	a.   Does another Review Board have jurisdiction over this study?  (For example, is the PI at an institution that has a Review Board?) 

             FORMCHECKBOX 
 NO      FORMCHECKBOX 
 YES, attach a completed Quorum Review Institutional Jurisdiction Waiver Form 

	b.   Is the PI associated with a hospital, university or other institution that requires review his/her research by a local Review Board?

            FORMCHECKBOX 
 NO,  FORMCHECKBOX 
 The PI is not associated with an institution    
              FORMCHECKBOX 
 The PI is associated with an institution, but it does NOT require a local Review Board.  Institution Name (please 


spell out the complete official name of your institution – no abbreviations or nicknames):          
 FORMCHECKBOX 
 YES, attach a completed Quorum Review Institutional Jurisdiction Waiver Form or Institutional Cover Page 

	c.    Has this protocol previously been submitted by this PI or by this facility to any other Ethics Review Board for review?
             FORMCHECKBOX 
 NO      FORMCHECKBOX 
 YES, attach a Transfer of Jurisdiction Form – Site Level or letter of explanation

	d.   Are you aware of any local community attributes (e.g., local events, institutional issues) that may adversely impact the research?
             FORMCHECKBOX 
 NO      FORMCHECKBOX 
 YES, attach a letter of explanation

	5.  PRIVACY OF STUDY PARTICIPANTS

	Will your site use the following practices to safeguard the privacy of study participants?  

· The site will consent participants in a private setting away from the public (if applicable); and
· The site will not collect sensitive or personal information about a participant that is not necessary for the research.
 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO, attach letter of explanation     

	6.  CONFIDENTIALITY OF STUDY DATA 

	Will your site use the following practices to maintain the confidentiality of study data?

· Paper study records will be secured physically (e.g., locked filing cabinets);

· Electronic study records will be protected with electronic safeguards (e.g., computer passwords, access privileges, firewalls, etc.); 

· Participant  identifying information will be protected from improper use and disclosure (e.g., coding/anonymization practices);

· Confidentiality statements will be required of research staff; 

· Access to study records will be limited only to research staff; and
· The site will not use collected information for purposes other than uses the participant has consented to and authorized
 FORMCHECKBOX 
 YES      FORMCHECKBOX 
 NO, attach letter of explanation     

	7.  RECRUITMENT OF STUDY PARTICIPANTS

	How will participants be recruited for this study?  All recruitment materials must be approved by Quorum before use. (Check all that apply):  FORMCHECKBOX 
 Existing patients      FORMCHECKBOX 
 Referrals      FORMCHECKBOX 
 Advertisement      FORMCHECKBOX 
 Other (Please describe):       

	

	8.  COMPENSATION OF STUDY PARTICIPANTS

	Will participants be compensated for participation in this study? 
 FORMCHECKBOX 
 NO, participants will not be compensated for their participation in this study.  
 FORMCHECKBOX 
 YES, attach a description of the payment plan.  Please specify number of visits, payment for each visit, and total potential   

     compensation.  If total compensation is undetermined please provide an explanation.  Please also provide information about when 

     participants will receive payment.  

	9.  CONSENT FORM

	a.   Do you wish to use the model consent form developed by the sponsor and the Board?  

 FORMCHECKBOX 
 N/A, this study is a retrospective chart review, database review and/or subject to a waiver of consent

 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO, I have included a unique consent form by attaching all three elements listed below:

· A tracked, electronic copy of the current version of the consent form sent by email or on disk in Microsoft Word;
· Written documentation of sponsor approval; and
· Rationale for each requested change


	b.   Will you enroll non-English speaking participants in this study?

 FORMCHECKBOX 
  NO, please indicate why you will not enroll non-English speaking participants in this study (Check all that apply):

              FORMCHECKBOX 
 Protocol prohibits non-English speaking participants    FORMCHECKBOX 
 Do not expect non-English speaking individuals to seek to enroll      

              FORMCHECKBOX 
  Do not have the resources at this site to provide the necessary interpretation services   FORMCHECKBOX 
 Other:        
 FORMCHECKBOX 
  YES, the Language/Dialect is:       
              Will you follow these expected safeguards?  FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO, attach letter of explanation     
· A staff member/non-family member interpreter will be available to interpret the informed consent discussion; and

· Provide all study-related material in participant’s native language.


	10.  CONSENT PROCESS

	a.   Will the informed consent process for participants (including legally authorized representatives and guardians) adhere to the following principles?  FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO, attach letter of explanation     
· An assessment will be made of participant understanding and informed consent will be obtained and  before collecting data;

· The person obtaining consent will spend necessary time to explain and respond to the participant’s questions about the study;
· The consent form will be signed and dated by the participant and the research staff member obtaining consent, if applicable;
· A copy of the signed and dated consent form will be provided to the participant to take home, if applicable; and
· Any additional state/provincial-law requirements will be honored 

	b.   Will you be sure the participant will have enough time to consider whether to consent by adhering to the following principles? 
 FORMCHECKBOX 
 YES     FORMCHECKBOX 
 NO, attach letter of explanation     
· Participants will be allowed to take consent form home prior to signing, if applicable
· Participants will be allowed as much time as is necessary to consider their decision

	c.   Who will conduct the informed consent process with potential participants?  (Check all that apply):
 FORMCHECKBOX 
 Principal Investigator      FORMCHECKBOX 
 Sub-Investigator      FORMCHECKBOX 
 Research Coordinator      FORMCHECKBOX 
 Other (please describe):            

	

	11.  INSTITUTIONAL/OTHER CONTACT

	Official Quorum correspondence can be provided to an additional contact via a Quorum Web Portal account (at no cost) using the email below, or via hard copy. 

Please check the box to indicate your delivery preference:   FORMCHECKBOX 
 OnQ™ Secure Portal        FORMCHECKBOX 
 Hard copy in the mail

	CONTACT NAME:      

	CONTACT ROLE:    FORMCHECKBOX 
 Institutional     FORMCHECKBOX 
 Site Management Organization (SMO)     FORMCHECKBOX 
  Other (please describe):       

	FACILITY OR BUSINESS NAME:      

	MAILING ADDRESS:      

	CITY:      
	STATE/ PROVINCE:      
	ZIP/POSTAL CODE:      

	EMAIL:      

	

	12.  SIGNATURE

	By signing and/or submitting this form, I am confirming that the information is accurate and that I am the Principal Investigator (PI) or the PI’s designee authorized to submit on behalf of the PI and that the PI is aware of the information contained in this submission.

	PRINCIPAL INVESTIGATOR (OR DESIGNEE) PRINTED NAME:      

	TITLE (FOR DESIGNEE):      

	PRINCIPAL INVESTIGATOR (OR DESIGNEE) SIGNATURE*:      
	DATE:      

	*A signature is not required if your site is submitting this form through the OnQ™ Portal.


	REMEMBER YOUR ATTACHMENTS
Thank you for taking the time to complete this form


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

SiteSupport@QuorumReview.com or 1-877-472-9883 Option 1
5 a.m. – 5:00 p.m. Pacific
F-101.02, Observational Registry Site Information Questionnaire, 01/03/2011
Page 1 of 4
A collection of Frequently Asked Questions about this form can be found in the Quorum Handbook
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