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Research Ethics
3rd Floor – Kenning Wing, Memorial Pavilion

Royal Jubilee Hospital

1952 Bay Street

Victoria, BC  V8R 1J8
Phone:  250-370-8620  Fax:  250-519-1878
Amendment Application Form
for HREB (Health Research Ethics Board) and CREB (Clinical Research Ethics Board) Studies

· Download this application and complete it on your computer. Hand written applications will not be accepted.
· Submit one (1) original of this completed, signed application with all attachments via fax (250-519-1879) or mail to: 
Research Ethics
3rd Floor – Kenning Wing, Memorial Pavilion

Royal Jubilee Hospital

1952 Bay Street

Victoria, BC  V8R 1J8
Please note:  If the amendment requires full Board review, you will be contacted to provide the necessary copies.
· See Guidance Notes at the end of this form for more information.

A.  Study Identifying Information
1. VIHA File #:      
Protocol Title:      
2. Name of Local Principal Investigator:        email:       
3. Primary Contact for Correspondence  Name:      
Telephone:      

Fax:      


email:        
4.
Date of original VIHA REB approval:       


     

B.  Proposed Study Amendment
1. Please  provide a summary of the proposed amendment including its rationale.  
     
a) Amended documents/materials attached to this application? Yes      FORMCHECKBOX 
      Not applicable    FORMCHECKBOX 

b) List attached document(s)/material(s) including version number(s) and date(s) Be sure to include marked and clean versions of revised consent forms.
      
2. Does the proposed amendment (check all that apply):
a) change the study design e.g. collect additional data; change the study objectives, research design, sample size, inclusion/exclusion criteria, treatment/intervention procedures/dosage? Yes      FORMCHECKBOX 
      No    FORMCHECKBOX 

b) change the study sponsor or funder? Yes     FORMCHECKBOX 
      No     FORMCHECKBOX 

c) change the local principal investigator? Yes    FORMCHECKBOX 
   No    FORMCHECKBOX 
   or co-investigator(s) Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

d) change the study end date?   Yes     FORMCHECKBOX 
      No     FORMCHECKBOX 

e) change the information/consent documentation? Yes     FORMCHECKBOX 
      No     FORMCHECKBOX 

f) include the addition of a sub-study?  Yes     FORMCHECKBOX 
      No     FORMCHECKBOX 

g) Other?  Yes     FORMCHECKBOX 
     
Please describe      
C.   Other Approvals

1.    Are VIHA departmental impact approvals required? Yes   FORMCHECKBOX 
  (please attach) To be forwarded    FORMCHECKBOX 
   
No    FORMCHECKBOX 
  
2.    For clinical trial amendments, is a Health Canada No Objection Letter (NOL) required for this amendment?

       If yes, it is attached   FORMCHECKBOX 
   or will forward when it is available  FORMCHECKBOX 
   or NOL not required  FORMCHECKBOX 

       A Health Canada acknowledgement of receipt is attached  FORMCHECKBOX 
  
D.
REB Amendment Review Fee:
Attached   FORMCHECKBOX 
  
Waived   FORMCHECKBOX 
  (for academic or unfunded projects)  
E.   For study participants already enrolled, the Principal Investigator recommends:
a) Inform current study participants    FORMCHECKBOX 

b) Re-consent current study participants  FORMCHECKBOX 

c) Other (please describe)  FORMCHECKBOX 
       
d) No action required  FORMCHECKBOX 

	Signature of Principal Investigator
	
	Date (month, day, year)


Guidance Notes
· The introduction of this study amendment application form will: 

· help standardize in a cover sheet the amendment’s key points. This will facilitate both REB office review and REB member review 

· replace the cover letter provided by some researchers. Sometimes we don’t receive cover letters or if we do, they are lacking in key information. 

· prompt the researcher to consider all facets eg., other required approvals, consent revisions, informing already consented subjects etc. 

· Researchers proposing any changes to an approved research project must obtain VIHA REB approval before proceeding with these changes, except when necessary to eliminate an immediate hazard to the participant. (In these latter cases, the REB must then be subsequently notified via the submission of an amendment application). 
· Amendments may include Investigator Brochure revisions or other changes requiring revisions to subject recruitment materials.
· Amendments for commercially sponsored research projects must be accompanied by a cheque for $250 made payable to the Vancouver Island Health Authority. 
· Submit this form with copies of any revised materials including consent forms, tests, advertisements, questionnaires, etc.  Include a “marked” copy (i.e. track changes or highlighted changes) and “clean” unmarked revised copy of any revised materials.  Include updated version dates on all revised materials. 
· If the proposed amendment is major, full Board review may be required, e.g. when the proposed amendment alters the safety profile for research participants; when new clinical interventions are proposed; when a genetic sub-study is proposed, etc. The REB will confirm whether a full board review is required. If necessary, you will be contacted by REB office staff to provide the necessary copies of this completed application form and any attachments. However if you know a full Board review is required, please proceed to submit the same number of copies as required for an original REB submission by the next REB meeting deadline date. 
· The term of the approval for the amendment expires at the same time as the initial approval/annual renewal (as stated on your certificate of approval/annual renewal letter). 
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