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RECERTIFICATION OF PROTOCOL 

Please note:

The Research Ethics Committee must, according to their Terms of Reference and Standard Operating Procedure, review, at least annually, all approved ongoing research projects. 

Please fully complete the recertification form and attach any new consent form(s) and/or contract letter(s), or any other documentation requiring approval by the Research Ethics Committee. 

Deadline date:

If the required materials are not received by the deadline date above, your protocol will not be recertified and will be in noncompliance with the above Terms of Reference.  Therefore all research activities on the protocol will be suspended until the protocol is recertified.

Please attach the latest Data Safety Monitoring Board’s report, if applicable.

Project Title:  

Research Ethics Committee Reference No:  
Principal Investigator:

Department:

Co-Investigator/s:

Telephone No:
E-mail address:

Funding source:

Grant/Contract No:

Project period:

SUMMARY OF PREVIOUS YEAR'S EXPERIENCE WITH PROJECT

Location of Study:
IS THIS STUDY CLOSED TO SUBJECT ENROLMENT?  

(Participants are being treated and / or followed)

Yes ! :   complete this page   

No !
:   go to page 3

1. How many participants are being followed?
2. Were any participants or samples entered into the study during the previous year?  Yes / No.  (If YES, include specific number of adults, minors, normals, etc. or samples).
3. How many participants have been reconsented?
4. Have any participants have dropped-out from the study? Yes/No 
(If YES, include specific number of adults, minors, normals, etc.)
5. Have any participants have withdrawn from the study?  Yes/No 
(If YES, include specific number of adults, minors, normals, etc.)
6. What reasons were given?
7. Number on the trial?
8. Have any problems, injuries or unanticipated results occurred to participants enrolled in the study during the previous year?  Yes / No.   If YES, please attach a summary of the events, documenting the number of events, the specifics of each event, the outcome, and whether they were study related.
9. Were any grievances or complaints received from participants involved in this study?  Yes / No.  If YES, describe the issues and how they were resolved in a memo attached to this form.
10. Is there any new information, not previously submitted, which would affect the review of this project?  Yes / No.  If YES, please describe in a memo and attach to this form.

GENDER AND MINORITY REPRESENTATION

Did you achieve adequate gender and minority representation? Yes / No.  If your answer is NO, please briefly specify why you could not achieve this.

STATUS OF RESEARCH


□
Completed (No participants on protocol.  Protocol to be terminated)


□
Closed to subject enrolment


□
Active (if checked, complete one of the following)

The research procedures and design have not changed from those approved by the Research Ethics Committee.  (If 3 or more changes / addenda, etc. have been approved by the Research Ethics Committee during the previous year, please submit at this time an updated protocol which incorporates these changes.)

Significantly different research procedures and/or design from those approved by the Research Ethics Committee are planned.  A revised protocol and/or consent form is/are enclosed for review.

Minimal changes in research procedures and/or design are planned.  A memorandum/letter describing these changes is enclosed for review.  A revised consent form is also enclosed for review if applicable.

CONSENT FORM / CONTACT LETTER

New consent form(s) and/or contact letter(s), and any other documentation requiring approval by the Research Ethics Committee for use in this study is (are) enclosed for review. 

The undersigned accepts responsibility that to the best of his/her knowledge the above information accurately represents the past year's experience and future plans with regard to this protocol.

Signature of Principal Investigator



Date:

IS THIS STUDY CLOSED TO SUBJECT ENROLMENT – NO! :

(Please complete these pages)

The above project involves the use of:

Investigational drug(s) / Substance(s)

Approved drug(s) / Substance(s)

Approved / Investigational Device(s)

Radioactive Agents used in humans

Additional X-Ray procedures

Psychological tests - include any changes in questionnaires

Questionnaires - include any changes in questions

Interviews - include any changes in questions

Discarded human tissue / fluids

Use of fetal and abortus tissues

Surgical procedures (biopsy, etc.)

Dental procedures

Medical /dental records review

Videotaping / audiotaping

Photographs

Blood samples - amount per draw:        Amount total:


Separate draw for research


Additional draw during diagnostic testing

Other (please explain)

The protocol for this research project involves the following participants:

	
	TYPE
	AGE RANGE
	NUMBER
	SOURCE

	
	Adult participants (≥ 18 years)
	
	
	

	
	Adult normal participants (≥ 18 years)
	
	
	

	
	Minor participants (< 18 years)
	
	
	

	
	Minor normal participants (< 18 years)
	
	
	

	
	Incompetent participants
	
	
	

	
	AIDS participants
	
	
	

	
	Participants with substance misuse
	
	
	

	
	Prisoners
	
	
	

	
	Pregnant women
	
	
	

	
	Mentally retarded
	
	
	

	
	Institutionalised participants
	
	
	

	
	Medical / dental students
	
	
	

	
	Employees
	
	
	

	
	Medical / dental / nursing staff
	
	
	


GENDER AND MINORITY REPRESENTATION 

Are you achieving appropriate gender and minority representation? Yes / No 

If your answer is NO, please describe what measures you are taking to achieve this?

1. How many participants or samples were entered into the study during the previous year? (Include specific number of adults, minors, normals, etc. or samples)?

2. How many participants refused to give their consent to participate in this study during the previous year?  Why?
3. Did any participants withdraw or drop-out prior to their completing the study.  Yes / No.  If YES, how many.  If YES, for what reasons?

4. Have any problems, injuries or unanticipated results occurred to participants enrolled in the study during the previous year?  Yes / No.  If YES, please attach a summary of the events, documenting the number of events, the specifics of each event, the outcome, and whether they were study related.

5. Were any grievances or complaints received from participants involved in this study?  Yes / No.  If YES, describe the issues and how they were resolved in a memo attached to this form.

6. Is there any new information, not previously submitted, which would affect the review of this project?  Yes / No.  If YES, please describe in a memo and attach to this form.

STATUS OF RESEARCH


□
Completed (No participants on protocol.  Protocol to be terminated)


□
Closed to subject enrolment


□
Active (if checked, complete one of the following)

The research procedures and design have not changed from those approved by the Research Ethics Committee.  (If 3 or more changes / addenda, etc. have been approved by the Research Ethics Committee during the previous year, please submit at this time an updated protocol which incorporates these changes.)

Significantly different research procedures and/or design from those approved by the Research Ethics Committee are planned.  A revised protocol and/or consent form is/are enclosed for review.

Minimal changes in research procedures and/or design are planned.  A memorandum/letter describing these changes is enclosed for review.  A revised consent form is also enclosed for review if applicable.

CONSENT FORM / CONTACT LETTER

New consent form(s) and/or contact letter(s), and any other documentation requiring approval by the Research Ethics Committee for use in this study is (are) enclosed for review. 

The undersigned accepts responsibility that to the best of his/her knowledge the above information accurately represents the past year's experience and future plans with regard to this protocol.

Signature of Principal Investigator



Date:
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