The Christ Hospital Institutional Review Board

CONTINUING REVIEW REPORT

To:
The Christ Hospital IRB Office


2139 Auburn Avenue, Cincinnati, OH  45219   (Phone 513-585-2742)     (FAX 513-585-2107)

	From
	
	    Date
	


	Address
	     
	    Phone
	

	
	     
	    Fax
	     

	
	     
	    Email
	


Please submit a copy of the most recent version of the informed consent if study is open and enrolling subjects.
	TCH IRB Study #:
	
	     Protocol #:
	     
	   PI:
	

	Sponsor:
	     

	Study Title:
	


	Initial Approval Date:
	
	         Date Activated:
	

	Date of Last Continuing Review Approval:
	


	Purpose of the study:
	     


	Since the last IRB approval, have there been any modifications or amendments to the protocol including addition or deletion of investigator(s), that were not previously submitted to the IRB?  If Yes, attach a summary description of those modifications or amendments, and an updated copy of the protocol.
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No


	Version # and date of the latest protocol/amendment: (Not informed consent) Version #
	     
	     Date:
	      


I.  ENROLLMENT:

	Total # of subjects enrolled at TCH or # charts reviewed:
	     
	# Enrolled since last report at TCH or # charts reviewed:
	     

	Target enrollment at your center, if designated:
	     
	Target enrollment for all centers:
	     

	If known, how many total subjects enrolled at other sites: 
	     
	How many were screen failures
	     


If the annual or target accrual at your site is less than 25% of the projected number, and the study has been open for at least 9 months, please answer the following questions:


	What are likely reasons for poor accrual?  
	     

	What is your plan to improve accrual?
	     


II.  RISK/BENEFIT ASSESSMENT:

-- Have there been any interim findings (either positive or negative) that should be disclosed to subjects who participated in the study?    FORMCHECKBOX 
No    FORMCHECKBOX 
Yes  (If yes, please describe):

	     


    If Yes, has this been disclosed to subjects?   FORMCHECKBOX 
No    FORMCHECKBOX 
Yes

-- Describe any relevant information, including recent literature, relevant multi-center trial reports or other findings that may affect the risks associated with this research.  If applicable, please describe and indicate any required modifications to the consent document. 

	n/a


-- Describe any unanticipated problems involving risks to subjects since last approval:

	n/a


--Has the current risk-potential benefit assessment changed based on study results? If so, please provide and explanation:
	No


--If applicable, please provide a brief summary of any difficulty you experienced obtaining/retaining subjects or obtaining informed consent during the entire approval period.  Also, please indicate if there have been any complaints about the research:

	     


--Since your last report, has a state medical board or licensing agency taken disciplinary action against any investigator or staff associated with this study?  ⁭ No   ⁭ Yes

--Since the last continuing review:  

	How many subjects voluntarily withdrew from the study? (including death)
	     

	Reason:
	     


	How many subjects were withdrawn by the PI/Co-PI?
	     

	Reason:
	     


Does a data safety and monitoring board exist?   FORMCHECKBOX 
No    FORMCHECKBOX 
Yes (If yes, please attach a copy of latest DSMB/DMC report or indicate report previously submitted to IRB) 

  FORMCHECKBOX 
Previously submitted.     FORMCHECKBOX 
Report not yet received; will submit when available.

A reportable event is unanticipated when its specificity or severity is not consistent with the current investigator brochure, protocol, consent form, package insert or label; or unanticipated in its frequency, severity, or specificity.
	# of Reportable Events since study activation and last review: 
	     


III.  STATUS: (please check one)

 FORMCHECKBOX 
 Remains active and enrolling subjects.

 FORMCHECKBOX 
 Closed to further enrollment, some subjects still being treated; # of subjects being treated:      ; # of subjects being 

              followed:      
 FORMCHECKBOX 
 Closed to further enrollment, all subjects have completed all research-related therapy/interventions; # of subjects being  

     
followed:      
 FORMCHECKBOX 
 Follow-up complete by the study site; closure by sponsor pending.  Final report to follow. 

 FORMCHECKBOX 
 Study not yet activated; keep open.

If the Study was never activated or has been discontinued, complete the Study Closure Report form.

IV.  FINANCIAL DISCLOSURE UPDATE:
Since your last report has an investigator involved in this study or member of any investigators immediate family;  (immediate family is defined as spouse, dependents or members of his/her household)
NOTE: If any Investigator answered Yes to any of the items below, that person must complete and attach the Disclosure of Financial Interest Form


	(a) Been an officer, director or employee of the sponsor of this research study?
	Yes  ⁭
	No  ⁭

	(b) Held Ownership interest (equity or stock options) Related to the Research in excess of $5,000 when referenced to publicly traded prices (if the sponsor is a publicly traded company) or other measure of fair market value and when aggregated for the immediate family?
	Yes  ⁭
	No  ⁭

	(c) Held Ownership interest (equity or stock options) Related to the Research whose value when aggregated for the immediate family represents 5% or more interest in any one single entity?
	Yes  ⁭
	No  ⁭

	(d) Held Ownership interest (equity or stock options) Related to the Research of any value held in a non-publicly traded company?
	Yes  ⁭
	No  ⁭

	(e) Had any proprietary interest Related to the Research? ( A proprietary interest is defined as property or other financial interest including, but not limited to, a patent, trademark, copyright or licensing agreement.)
	Yes  ⁭
	No  ⁭

	(f) Received, or made any arrangement to receive, any significant payments of other sorts Related to the Research to support activities of the Investigator? (A significant payment of other sorts is defined as: (i) payments by the sponsor to support activities of the Investigator that have a monetary value of more than Five Thousand Dollars ($5,000) exclusive of the costs of conducting the research study, such as retainers for ongoing consultation or honoraria, during the course of the study and when aggregated for the immediate family)
	Yes  ⁭
	No  ⁭

	(g) Agreed to or plan to accept recruitment bonuses for enrolling subjects into this research study?
	Yes  ⁭
	No  ⁭

	(h) Entered into any financial arrangement Related to the Research whereby the value of compensation paid or of equity owned could be affected by the outcome of this study? (Compensation affected by the outcome of the study is defined as: (i) compensation that could be higher for a favorable outcome than for an unfavorable outcome, such as compensation that is explicitly greater for a favorable result; (ii) compensation in the form of an equity interest in the sponsor of the study; or (iii) compensation tied to sales of the product, such as royalty interest.)
	Yes  ⁭
	No  ⁭


It is the policy of The Christ Hospital to require each Investigator* who submits research studies for review and oversight to disclose any of the following Financial Interests below when those financial interests are Related to the Research**.

*Investigator: As used in this policy, “Investigator” includes the PI, all sub-investigators and research staff involved in this research study, as well
 as spouses and dependent children of the PI, sub-investigators and research staff.

**Related to the Research: A Financial Interest is “Related to the Research” when financial interest is in the sponsor, product or service being tested, or competitor of the sponsor or product or service being tested. 


 






By signing this form, the PI and person completing the form (if other than PI) certify that he/she has disclosed to the IRB all relevant information concerning adverse events or other issues that might affect the risk-to-benefit analysis of this study.

PI or designee* completing form: 
______________________________
    ______________________________

(*designee as listed
         
Print/Type



    Signature



on study outline)



                                      
______________________________

Date

Version 12       
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IRB Reviewed:  11/16/12
(II.2.A, II.2.D, II.4.D)



