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Annual Study Status Report
Research Ethics - Bannatyne
Date Received
e.g. HSXXXXX
e.g. H2018:XXX
Research Ethics Board (REB) approval for a research study is for a maximum one-year term only.  The Bannatyne Campus Research Ethics Board (REB) office should receive the request for annual approval with this form no later than 4 weeks before the expiry date of the most recent Certificate of Initial Approval or Annual Approval.
 
If the Annual Study Status Report is not submitted by the one-year expiry date, the ethics certificate will automatically expire.
All information must be completed in the space provided.  Do not leave any section blank.  Indicate “not applicable” by typingN/A.  Delegated Annual Reviews must be submitted electronically - instructions are found at the end of this form.  Full Board Reviews must be submitted in paper format and can be dropped off, mailed or couriered to the address at the bottom of this form..
Checklist of Requirements for Annual Review
1.
I have reviewed the website Checklist for FULL BOARD REVIEW for Annual Review and verify that I have submitted the required documents in paper format.
2.
I have reviewed the website Checklist for DELEGATED REVIEW for Annual Review and verify that I have included the required documents electronically.
3.
Bannatyne Curriculum Vitae Template for current calendar year
4.
Copy of all Consent Form(s) if still recruiting
5.
PI or Co-PI signature on form (Research Coordinator signature not appropriate)
Required
6.
Future Posting of Clinical Trial Results: To facilitate transparency of study results the University of Manitoba is strongly encouraging that all Clinical Trial Study results are posted on a publicly accessible results website. 
7.
Clinical Trial Registration Update (if applicable) NOTE:  If you are the lead investigator you must update the Clinical Trial Registry record promptly with all changes and also verify the record status on the Registry at a minimum every 6 months to ensure publication of the study data will be accepted at a later date.
I confirm that the Clinical Trial Registry Record relating to this study has been updated with any modification/amendments.  The record has also been verified/updated at this time to indicate the current recruitment and study status.
5. Study/Project Title (or Registry/ Biobank Name, etc.)
Name
Position
6. Principal Investigator(s) or Student Principal Investigator (PI) or Supervisor of Student PI  (A change in PI must be reported to Change in Personnel Amendment Form) (Click +/- to add or delete rows to the table)
7. Does the sponsor of this study require full board annual review? 
Note:  If your study is funded by a US Federal Agency (e.g. NIH, CDC, etc.) annual review may require Full Board review.
Delegated annual review is appropriate for US Federal funded studies:
•
research remains active only for long-term follow-up of participants and for participants who have completed all research-related interventions; and/or
•
remaining activities are limited to data analysis.
8. Has this study been ongoing for more than 5 years?  
If yes, please outline the recruitment, consent procedures used and the provisions in place to ensure confidentiality of participants’ personal information.
9. Version date of protocol presently in use  
If yes, list and briefly summarize any major changes to this study that have been previously approved by the REB since the date of last annual approval.  Note: the summary should be a brief note.
10. During the last year, were any major changes made to the protocol, consent form(s) and/or recruitment methods?
11. Provide a brief summary of the progress of the study. ** Required FieldThis can include information on whether the recruitment of participants or data collection is going according as planned and other details on whether the study implementation is meeting its timelines, etc. Explain rationale for participants either being withdrawn or discontinued from study.
NOTE: When completing the annual report for retrospective chart review/database studies research databases/repositories or permission to contact databases please indicate the number of charts/files reviewed or participants who agree to participate in Question # 14.   Providing approximate numbers may be appropriate for some larger database studies. Outline the number of participants discontinued and/or withdrawn in Questions #18, 19, 20 and 21.  PLEASE REVIEW AND ENSURE THESE NUMBERSADD UP. These numbers should reflect numbers since the start of the study.
12.
Number of participants (or records) SCREENED for eligibility
13.
Number of Participants who were SCREEN FAILURES and were DISCONTINUED 
14.
Number of participants ENROLLED in study to date (As noted above include # who agree to  research database, repository or permission to contact, etc. )
15.
Number of participants (or records reviewed, surveys received, specimens collected for specimen repositories,etc.) COMPLETED study to date (Only include those that are discontinued if they were followed for further data collection)
16.
Number of participants CURRENTLY PARTICIPATING (include participants being followed for further data collection)
17.
Number of participants who ENDED PARTICIPATION BEFORE COMPLETION FOR ANY REASON (i.e.  discontinued due to adverse event, discontinued for other reasons or withdrew of their own choice – provide details below in Questions 18, 19, 20 and 21)
18.
Number of participants, at this site, DISCONTINUED DUE TO ADVERSE EVENTS (Description below)
19.
Number of participants, at this site, DISCONTINUED DUE TO OTHER REASONS  (Description below)
20.
Number of participants, at this site, who withdrew of their own choice
21.
Is recruitment ongoing or review of new records occurring?
Adverse Events, Unanticipated Problems, Serious Adverse Events (SAEs),Protocol Deviations and Privacy Breaches
NOTE:  All SAEs, unanticipated problems, protocol deviations and privacy breaches must be reported in a timely manner to the appropriate Bannatyne Research Ethics Board as per guidelines posted on the website.
Number of Serious Adverse Events (SAEs) or Unanticipated Problems at this site reported since start of study.  NOTE: SAEs and Unanticipated Problems must be reported as they occur during the study as per Bannatyne Campus Guidelines.
22.
21.
Brief description of SAEs and Unanticipated Problems. Include date previously reported to REB
23.
Number of Major Protocol Deviations and Privacy Breaches since the initial approval or 
last annual approval date (List major protocol deviations and Privacy Breaches. and Include date reported to REB)
Were there any minor protocol deviations since the initial approval or last annual approval date?
*If yes, attach a copy of the Bannatyne Campus Minor Protocol Deviation Log
24.
25.
Outline any complaints/concerns your site has received from participants about the research since the last Ethics Board review
Outline the current safety review procedures for this study (i.e. data safety monitoring board (DSMB), drug safety committees, etc.) or monitoring program.  If applicable, also attach a copy of the most recent DSMB report.
26.
Outline any aspects of this study which should be brought to the attention of the REB (i.e. any new information or knowledge bearing on the anticipated risks or anticipated benefits, breaches of confidentiality, major protocol violations, etc.)
27.
Additional Comments
28.
I have reviewed and agree with the content of this report
Month/Day/Year
Contact Person for mailing of Certificate of Annual Approval and Annual Alert E-mail Notifications
NOTE:  the certificate of approval will only be mailed to one individual.  We can add and encourage an additional person other than the PI for Annual Alert e-mail notifications in our database.
** Required Field
University of Manitoba, Research Ethics - Bannatyne, 
P126-770 Bannatyne Avenue, Winnipeg, MB R3E 0W3 Phone: (204) 789-3255
The University of Manitoba Bannatyne Campus Research Ethics Board (REB) is accepting Annual Study Status Reports eligible for DELEGATED REVIEW ONLY via the link below. We will NOT accept any Full Board Annual Reviews or other submissions at this site. 
 
The completed DELEGATED ASSR form can be submitted via: 
ASSR Electronic Submission 
June 2018
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