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	Instructions:
	Please read and complete all questions carefully.  For assistance completing this questionnaire, please refer to the Quorum Handbook or contact Quorum's Site Support Team at 206-448-4082 or 1-877-472-9883.  The Quorum Handbook and all required forms can be found online at http://www.quorumreview.com. 
	QUORUM INTERNAL USE ONLY

	
	
	

	Please note:
	Change in Primary Facility Forms that are incomplete or missing required attachments will result in delay of Board review.
	

	1. PRINCIPAL INVESTIGATOR

	FIRST NAME
	     
	MIDDLE INITIAL
	     
	LAST NAME
	     
	SUFFIX
	     

	SPONSOR
	     
	PROTOCOL NUMBER
	     

	2. PREVIOUS RESEARCH ADDRESS

FACILITY OR BUSINESS NAME
     
ADDRESS
     
CITY
     
STATE / PROVINCE
     
ZIP / POSTAL CODE
     
3. NEW PRIMARY RESEARCH FACILITY INFORMATION  (Please note:  The phone numbers provided below will be included on your consent form.)

	

	FACILITY OR BUSINESS NAME
	     

	ADDRESS
	     

	CITY
	     
	STATE / PROVINCE
	     
	ZIP / POSTAL CODE
	     

	PHONE
	     
	
	

	EMERGENCY/AFTER HOURS PHONE NUMBER PHONE (if different from above)
	     

	
	

	WEBSITE (if available)
	     

	4. ADDRESS(ES) TO APPEAR ON CONSENT FORM(S) 

	Please indicate if you want the Primary Research Facility address to appear on your consent form.  Additional addresses can be added to your consent form as described on the Additional Facility Forms (AFSIQ) as applicable.  At least one address must appear on the Consent Form.

	Do you want to include the primary facility address as noted in Question #3 on the information and Consent Form?
	 FORMCHECKBOX 
  YES      FORMCHECKBOX 
  NO

	

	5. COMMUNICATION WITH QUORUM REVIEW

	Please indicate the primary contact for Quorum Review communication about this study (examples of Quorum Review communication will include follow-up about incomplete/unclear answers on this form, board requests for additional information, etc.):

	CONTACT NAME
	     

	FACILITY OR BUSINESS NAME
	     

	MAILING ADDRESS
	     

	CITY
	     
	STATE / PROVINCE
	     
	ZIP / POSTAL CODE
	     

	PHONE
	     
	FAX
	     

	EMAIL
	     

	6. SECURE QUORUM WEB PORTAL ACCESS

	Please add the new Primary Quorum contact as a contact to the OnQ Client Portal for this Protocol.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	Please remove the previous Primary Quorum Contact from the OnQ Client Portal for this Protocol.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No

	7. INFORMATION ABOUT THE NEW PRIMARY RESEARCH FACILITY

	a. What study activities will occur at this facility?  (Check all that apply)

	 FORMCHECKBOX 

Administrative/regulatory activity
	 FORMCHECKBOX 

Informed consent discussion

	 FORMCHECKBOX 

Screening visit
	 FORMCHECKBOX 

Ongoing study visits

	 FORMCHECKBOX 

Specific procedures associated with study
	 FORMCHECKBOX 

Other (please specify):       

	b. Please describe this facility (check all that apply.  If your facility is Hospital or University affiliated, please include an Institutional Jurisdiction Waiver Form as required referring to questions 12a-b):

	 FORMCHECKBOX 

Private/Group Practice
	 FORMCHECKBOX 

Hospital or hospital-affiliated

	 FORMCHECKBOX 

University or university-affiliated
	 FORMCHECKBOX 

Research-dedicated facility

	 FORMCHECKBOX 

Residential facility (please describe):       
	 FORMCHECKBOX 

Other (please specify):       

	8. DRUG / DEVICE STORAGE

	If the study involves drug(s) or device(s) (including placebo, approved drugs or approved comparators), will the following measures be put into place?  

· All drug(s)/device(s) will be stored in a secure area; and

· Access to the drug(s)/device(s) will be limited to authorized research personnel.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No** (If “No,” attach a letter of explanation)

 FORMCHECKBOX 

N/A (This study does not involve any drug or device.)

	**REMEMBER YOUR ATTACHMENTS**

	9. EMERGENCY MEASURES

	a. Indicate all emergency equipment/staff available at this facility for a participant in need of emergency care (check all that apply):

	 FORMCHECKBOX 

Crash cart
	 FORMCHECKBOX 

CPR certified staff

	 FORMCHECKBOX 

Emergency medications
	 FORMCHECKBOX 

Oxygen

	 FORMCHECKBOX 

Defibrillator
	 FORMCHECKBOX 

Access to 911

	 FORMCHECKBOX 

Other (please describe):       

	b. Are research staff available to participants on a 24-hour basis?
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No**

	i. **If “No,” who will be available to provide emergency care?
	     

	c. How close is this facility to the nearest emergency facility?
	     

	10. PRIVACY OF STUDY PARTICIPANTS

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

· The site will collect information from participants in an appropriate setting (e.g., private);

· The site will interact with participants in an appropriate setting (e.g., private); and
· The site will collect information from a participant only as necessary for the research.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No**

(If “No,” attach a letter of explanation)

	11. CONFIDENTIALITY OF STUDY DATA

	Will your site(s) 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 are 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 the research purposes the participant has specifically consented to and authorized.
	 FORMCHECKBOX 

Yes
 FORMCHECKBOX 

No**

(If “No,” attach a letter of explanation)

	12. LOCAL JURISDICTION ISSUES

	a. Will a participant be registered in a hospital, university or other institution for any study procedure beyond a minimally or non-invasive study procedures (routinely employed in clinical practice)?
(**If “Yes,” please attach a completed Quorum Review Institutional Jurisdiction Waiver Form and a completed ASIQ.)
	 FORMCHECKBOX 

Yes**
 FORMCHECKBOX 

No

	b. Will a participant be registered in a hospital, university or other institution for any study procedures for which the institution requires review by a local Ethics Review Board?
(**If “Yes,” please attach a completed Quorum Review Institutional Jurisdiction Waiver Form)
	 FORMCHECKBOX 

Yes**
 FORMCHECKBOX 

No

	c. Are you aware of any local community attributes (e.g., local events, institutional issues) that may adversely impact the research conducted at this facility?
(**If “Yes,” please attach a letter of explanation)
	 FORMCHECKBOX 

Yes**
 FORMCHECKBOX 

No

	d. Are you aware of any state, provincial or local laws governing research that impose obligations greater than those imposed by federal requirements and that Quorum should be aware of?
(**If “Yes,” please attach a description.  Copies of the applicable laws should be included if available)
	 FORMCHECKBOX 

Yes**
 FORMCHECKBOX 

No

	**REMEMBER YOUR ATTACHMENTS**

	Thank you for taking the time to complete this form.

	13. 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.


	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
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A separate Site Information Questionnaire – Additional Research Facility form is required for each additional facility to be used on this study.  This form is available at www.quorumreview.com
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