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	PRINCIPAL INVESTIGATOR’S NAME
	     
	PROTOCOL NUMBER
	     

	QR FILE #
	     
	QUORUM INTERNAL USE ONLY

	Client Control #:      
Institution Control #:      
	

	PHONE NUMBER
	     
	

	SITE
	     
	

	SITE CONTACT
	     
	

	SPONSOR
	     
	

	APPROVAL DATE
	     
	

	EXPIRATION DATE
	     
	

	This report is due by:      

	Complete and return this report by the due date.  If your completed report is not received by the due date, Board review of your site may be delayed and Board approval may expire.
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Please choose ONE of the following options



	PERIODIC SITE REVIEW   FORMCHECKBOX 

	or
	SITE CLOSURE   FORMCHECKBOX 


	Please note that your study may be in various stages of completion and still require review.  You may still require periodic site review if you:  

· Have not yet initiated

· Are active and currently enrolling

· Are active but enrollment is closed and research activities are continuing

· Have completed study activity but are waiting for Sponsor close-out
	
	Did your site ever initiate study activity? 
(Screen or Enroll participants)
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	
	
	If yes, what was the date the study site was closed by the sponsor or sponsor representative (mm/dd/yy).**
**date must be in the past
	     
MM/DD/YY

	
	
	Do you currently have any participants enrolled in this study at your site?  

*If you currently have enrolled participants or are still collecting data Quorum does not consider you closed.  
	 FORMCHECKBOX 
 Yes   FORMCHECKBOX 
 No

	*For periodic site review, complete this entire form.      *For site closure, complete questions 1-15.

	

	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.  The information provided below is true and accurate to the best of my knowledge

	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.

	

	If you are unsure if your site should go through periodic site review or site closure, please refer to a collection of Frequently Asked Questions about the Site Status Report, Periodic Site Review and Site Closure located on the Quorum website at http://www.quorumreview.com.  If this report is not received before the Board approval expiration date, Board approval will expire.  Be advised, conducting research activities without Board approval is a violation of federal regulations.  Furthermore, failure to provide a Site Status Report may lead to a finding of noncompliance which requires notification to the U.S. Food and Drug Administration.

	Please answer all Questions completely.  Blank and/or incomplete answers 
may result in delay of Board review of your site. 
Section One: Study Status

	1. 
	Research for this study at this site is currently: (please choose one)

	
	 FORMCHECKBOX 

	Have not yet initiated study activity (including enrollment)

	
	 FORMCHECKBOX 

	Active (Study is open and enrolling at our site)

	
	 FORMCHECKBOX 

	Enrollment is closed.   Study is still open at our site.   

	
	 FORMCHECKBOX 

	Study is closed at our site.  (No active participants, No data collection, Sponsor considers site closed)

	Section Two: Enrollment        ***Complete All boxes (Indicate 0 when appropriate)

	2. 
	Have you enrolled participants at your site?   (If no, skip to Section Four)
	 FORMCHECKBOX 


 FORMCHECKBOX 
 YES    FORMCHECKBOX 


 FORMCHECKBOX 
 NO  

	3. 
	Total number of participants who signed a consent form throughout the course of the study
	     

	4. 
	Number of participants who are currently active in the study (must be 0 to be closed)
	     

	5. 
	Number of participants who have completed the study during the current approval period
	     

	6. 
	Please complete the table for all participants that have discontinued in the current approval period.
(Do not include screen failures or completed participants.  Each participant below should only be counted once.)

	
	Reasons
	Withdrew 

Consent 
	Adverse Event
	Terminated by Sponsor
	Transferred Sites
	Lost to Follow-up
	Other

	
	Number of Participants
	     
	     
	     
	     
	     
	Please provide reason(s) below, as necessary

	
	Other reasons for participants withdrawal or early termination not included above (attach an additional page if needed)

	
	Reason:       
	# of Participants:       

	
	Reason:       
	# of Participants:       

	
	Reason:       
	# of Participants:       

	

	Section Three: Participant Safety

	7. 
	Has any participant sought compensation for an injury associated with the study at your site during the current approval period?

(If yes, please attach a letter of explanation.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	8. 
	Have there been any *Serious Adverse Events that have occurred at your site during the current approval period that have not yet been reported to Quorum?

(If yes, please attach a complete Quorum’s Serious Adverse Event Report Form for any Serious Adverse Events that have not yet been reported to Quorum.)  

*Serious Adverse Events as defined by Quorum Safety Reporting Guidelines.
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	9. 
	Have there been any *Major Protocol Deviations / Violations that have occurred at your site during the current approval period that have not yet been reported to Quorum?

(If yes, please attach a complete Quorum’s Major Protocol Deviations / Violations Report Form for any Major Protocol Deviations/ Violations that have not yet been reported to Quorum.)               
*Major Protocol Deviations/Violations as defined by Quorum Safety Reporting Guidelines.
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	10. 
	Have there been any *Unanticipated Problems that have (including participant complaints, enforcement action or site termination) occurred at your site during the current approval period that have not yet been reported to Quorum?

 (If yes, please attach a complete Quorum’s Unanticipated Problems Report Form for any Unanticipated Problems that have not yet been reported to Quorum.)
*Unanticipated Problems as defined by Quorum Safety Reporting Guidelines.
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	11. 
	A.
	Have there been any adverse events, minor protocol deviations / violations or other unanticipated problems at your site that did not require reporting to Quorum Review? (If no, skip to Section Four)
	 FORMCHECKBOX 


 FORMCHECKBOX 
 YES    FORMCHECKBOX 


 FORMCHECKBOX 
 NO  

	12. 
	B. 
	If yes, in your judgment, when considered together do these incidents indicate that changes to the research plan and/or consent form should be made? (If yes, please attach an analysis of the events and any rationale for suggested changes)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	Section Four:  Risk / Benefit 

	13. 
	Is there additional information that could influence Quorum Review’s assessment of risk to participants?

(If yes, please attach a letter of explanation.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	14. 
	Is there additional information that could influence Quorum Review’s assessment of benefit to participants?

(If yes, please attach a letter of explanation.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	Section Five:  Recruitment

	15. 
	Is your site currently recruiting for this study?  
	 FORMCHECKBOX 


 FORMCHECKBOX 
 YES    FORMCHECKBOX 


 FORMCHECKBOX 
 NO  

	15.
	A. 
	Has your site used advertising materials during the current approval period? (If no, skip to Section Six)
	 FORMCHECKBOX 


 FORMCHECKBOX 
 YES    FORMCHECKBOX 


 FORMCHECKBOX 
 NO  

	
	B. 
	If yes, were these materials approved by Quorum Review?

(If no, please submit a copy of the materials and a letter of explanation.)
	 FORMCHECKBOX 


 FORMCHECKBOX 
 YES    FORMCHECKBOX 


 FORMCHECKBOX 
 NO  

	If your site is closed STOP here, you do not need to submit the rest of this form.

	For periodic site review, please continue and complete the entire form.

	Section Six:  Community & Site Information

	16. 
	Have changes occurred in the community attitudes or conditions during this approval period that would affect how medical research is conducted at your site?

(If yes, please attach a letter of explanation.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	17. 
	Have there been any changes in state or local laws governing the rights of research participants at your site during the current approval period?

(If yes, please attach copies of the relevant statutes.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	Section Seven: Human Research Participant Protection Training

	18. 
	Did the Principal Investigator receive any of the following training in the last year?  (If the PI has received no new training this year the question may be left blank.)

	
	Review of all the FDA Information Sheets, GCP Guidelines, and The Belmont Report
	 FORMCHECKBOX 
 YES

	
	Completion of the CITI Program:  Course in the Protection of Human Research Subjects
	 FORMCHECKBOX 
 YES

	
	Completion of National Institutes of Health (NIH) Clinical Center:  Clinical Research Training
	 FORMCHECKBOX 
 YES

	
	Completion of other seminar or on-line training specific to human research participant protection
	 FORMCHECKBOX 
 YES

	
	Completion of self-study specific to human research participant protection
	 FORMCHECKBOX 
 YES

	
	Other: (Please describe)      
	 FORMCHECKBOX 
 YES

	Section Eight:  Auditing & Licensing

	19. 
	Has the State Medical Board sanctioned the Principal Investigator, including placing conditions on or otherwise limiting the Principal Investigator’s license during the current approval period?

(If yes, please attach a letter of explanation.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	20. 
	Has the FDA or another regulatory agency sanctioned the Principal Investigator or otherwise placed restrictions on his / her ability to conduct research during the current approval period?

(If yes, please attach a letter of explanation.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	21. 
	Have there been any FDA or other regulatory agency audits of the Principal Investigator during the current approval period that have not yet been reported to Quorum?  

(If yes, please attach documentation of all FDA or other regulatory agency audits that have not yet been reported to Quorum. If documents are pending, please submit an explanation including a plan to submit them to Quorum.)  
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	22. 
	Have there been any FDA or other regulatory agency findings, including but not limited to warning letters or 483s for the Principal Investigator during the current approval period that have not yet been reported to Quorum? 

(If yes, please attach documentation of all findings that have not yet been reported to Quorum.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	23. 
	During the current approval period have any studies at this site been suspended or terminated by any sponsor or by another Ethics Review Board? (If yes, please attach a letter of explanation.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	Section Nine:  Translations

	24. 
	A. 
	Have any non-English speaking participants enrolled in the study at your site (and/or additional research facilities)?      (If no, skip to Section Ten.)
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	
	B. 
	If yes, are you using an informed consent translation that has been approved by Quorum Review?   (If no, please attach a copy of the translated consent and a letter of explanation.)
	 FORMCHECKBOX 
 YES    FORMCHECKBOX 
 NO

	Section Ten:  Information and Consent Form

	25. 
	Identify the most current version and date of the English main/core* Quorum approved study consent form that has been received by your site:  

*The version and date of the consent can be found in the footer of the consent, i.e., Version 1, dated 01/01/00.  If you are unsure which consent form is the main/core study consent form, please call Quorum Site Support Team for assistance.  
	VERSION                  DATE       

	26. 
	A.
	Have any participants at your site signed the above listed consent form?
	 FORMCHECKBOX 


 FORMCHECKBOX 
 YES  (If yes, skip to Section Eleven)
 FORMCHECKBOX 


 FORMCHECKBOX 
NO

	
	B. 
	If no subjects have signed the most current English main/core version, cited in question 25 (check all that apply):  
 FORMCHECKBOX 
 No Participants Enrolled in this Study (skip to Section Eleven)             FORMCHECKBOX 
 No English Speaking Participants 
 FORMCHECKBOX 
 No Currently Active Study Participants                                                  FORMCHECKBOX 


 FORMCHECKBOX 
 Re-Consenting not required by IRB 
 FORMCHECKBOX 
 No Participant Visits Since Received Consent                                      FORMCHECKBOX 


 FORMCHECKBOX 
 Other:      

	
	C. 
	What is the English main/core Quorum approved study consent form that has been signed?    
(For sites with no English speaking participants please cite the Translated main/core Quorum approved study consent form that has been signed.)
	VERSION                  DATE       

	Section Eleven: Change of Information

	27. 
	Please review the Site Information Questionnaire (SIQ) you submitted to Quorum for the initial Board approval to conduct this study.  Have any of the following information/policies changed since your original submission? 

· Confidentiality measures utilized at your site 

· Storage of investigational product

· Emergency measures available at your site 

· Conflict of interest 

· Resources available to conduct research 

· Informed consent policies/procedures 

· Assent policies/procedures 

(If yes, please attach the revised document(s) or a letter of explanation and submit with this report.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	28. 
	Has any of the following information changed that you have NOT yet reported to Quorum? 

· Study contact name/address 
· Departure in staff that may have had OnQ™ Portal access
· Consent form site specific information 

· Research facility addresses 

· Compensation amounts 

· Emergency contact telephone numbers 

(If yes, please attach the appropriate form(s) for anything that has not yet been reported. Please refer to the Changes to Site Information - Guidelines at www.quorumreview.com or call our Site Support Team if you have questions.)
	 FORMCHECKBOX 
 YES (please attach)


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	29. 
	Have you updated your CV with information or experience that is relevant to clinical research?  

(If yes, please attach the revised CV.  If no, Quorum will continue to refer to the CV we have on file)
	 FORMCHECKBOX 
 YES (please attach updated CV)_


 FORMCHECKBOX 


 FORMCHECKBOX 
 NO

	30. 
	Please indicate the Principal Investigator’s Medical License Expiration date: 
Note: If the Principal Investigator is licensed in more than one state, please cite each expiration date and indicate the state next to the date that it applies to. 
	     

	Quorum’s acknowledgement of receipt/review of this form when submitted for periodic site review is the Re-Approval Document.
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 1-877-472-9883
5 a.m. – 5:00 p.m. Pacific
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