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Research Ethics Board

- Termination Report -
1.
Research Identification
Study Title: 

     
MUHC Study Code:       Sponsor Protocol Number:       (as applicable)

Principal Investigator:       Takes effect as of: DD/MM/YYYY
· This symbol requires you to take note of the information.

· This symbol indicates that a supplementary document may be required to complete the review.

2.
Rationale for Termination

(Please indicate the appropriate situation)
· Investigator must append correspondence from the sponsor, or regulatory authority to explain the conditions of study termination.
 FORMCHECKBOX 

Study was completed as anticipated and no further assessment of research data is needed.
 FORMCHECKBOX 

An evidence-based superior standard of care emerged for the study population.

 FORMCHECKBOX 

Interim data analysis suggested vast superiority of study treatment and the product was “fast-tracked” for marketing approval.

 FORMCHECKBOX 

Interim data analysis suggested “a null hypothesis”and the study was discontinued.
 FORMCHECKBOX 

Subject enrollment at MUHC was too low and the sponsor withdrew support.

 FORMCHECKBOX 

Subject enrollment at all centres was too low and the sponsor withdrew support.

 FORMCHECKBOX 

Regulatory approval for the study was withdrawn for safety considerations. 

 FORMCHECKBOX 

Regulatory approval for the study was withdrawn for reasons other than safety.  

 FORMCHECKBOX 

MUHC Principal Investigator lost interest, but recruitment continues elsewhere.
 FORMCHECKBOX 

MUHC Principal Investigator left institution, and study is discontinued at MUHC.
 FORMCHECKBOX 

Study funding was never received.
 FORMCHECKBOX 

Other:

3.
Subject Reporting 
a) 
Did the study recruit legally incompetent adult or child subjects?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
b)
Study Subject Enrollment: 
at MUHC
at all study centres
Total number of MUHC subjects enrolled
     
     
   

Number of minor children enrolled:
     
     
Number of incompetent adults enrolled:
     
     
Number of subjects who completed the study:
     
     
Number of subjects who withdrew voluntarily:
     
     

Number of subjects withdrawn for safety concerns:
     
     
Number of subject deaths “on study”:
     
     
· A subject who was “lost to follow up” is reported at “Number of subjects who withdrew voluntarily”.

b) Did any breach of confidentiality or intrusion of privacy occur at MUHC?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
If Yes, please comment?
     
4.
Safety Reporting 
a)
Were all serious adverse events and unanticipated problems involving MUHC subjects reported to the REB?     
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
· If No, please submit all safety information not reported previously.
b)
Were all “serious and unexpected” adverse drug reactions or “unanticipated adverse device effects” involving non-MUHC subjects reported to the REB?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
· If No, please submit all reportable safety information.
c) Is a final report of the Data Safety Committee (DSC or DSMB) included with the findings?
 


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
If No, please explain?
     
d) Were complaints or negative publicity about the study brought to the Investigator’s attention?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
· If Yes, please submit a report describing the issue(s).

5.
Study Results 
a) Please report briefly on the study findings: 

     
b) Did any change to “evidence-based medicine” for treatment of the study population result from the research?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
If Yes, please explain: 

     
c) How will the research findings be communicated to the MUHC study subjects?

     
d) What arrangements are in place to make the investigational drug or device available without charge to the study subjects who responded well, until the product is commercially available?    

     
e) What arrangements are in place to maintain or dispose of study material?    

     
f) Have any articles been published that cite the study results?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No   
· If yes, contact the Ethics Review Coordinator to determine the number of copies required.

g) What are the plans for publication of the study results?


     
6.
Authorizing Signature 

Signature below certifies that:  (original ink signature is required; no stamps or "as per" signature)

· As Principal Investigator by submitting this report I am complying with the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans (1998) Article 1.13(c) that states “… The REB shall be promptly notified when the project concludes.”

· I agree to inform the Department/Divisional Head who has signed on the Initial Review application for the study, or the person now serving in that capacity, that the research has concluded at the MUHC, and that I have advised the REB of the study termination.   
· I agree to make available a copy of the Termination Report to the Department/Divisional Head who has signed on the Initial Review application for the study, or the person now serving in that capacity, and to be prepared, upon request, to give an account of all publications that derive from the research.   

I have reviewed and agree with the contents of this report.

Signature:   





Date:   
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