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RE-CERTIFICATION OF ONGOING / CURRENT / APPROVED CLINICAL STUDIES

The Human Research Ethics Committee (HREC) requests that you submit your clinical trial protocol application for re-certification.  The HREC kindly requests that the attached forms for re-certification be completed and forwarded to the Secretariat Office housed within Wits Health Consortium at:

Secretariat to the Human Research Ethics Committee

C/o Wits Health Consortium (Pty) Ltd

8 Blackwood Avenue

Parktown

2193

Contact Details:

René Wills 


011 274 9278

Mandy Neelam Govender 
011 274 9279

Manager





Pre-Approvals Administrator

rwills@witshealth.co.za




 mgovender@witshealth.co.za
Jennifer Bryce-Borthwick
011 274 9280

Post-Approvals Administrator

jbryce@witshealth.co.za
The re-certification form is available on our webpage – www.witshealth.co.za - select WCR Button – select Ethics Regulatory Office – Form under Item.21 (doc 160).

PLEASE SUBMIT THE FOLLOWING:

1. 2(two) Re-certification Application Forms
2. 1(one) Current Protocol 
3. 1(one) Summary of dates and version numbers of all documents currently approved and in use at your research site requiring re-certification e.g. Informed Consent Forms
(Amendments/Informed Consent Forms that have not yet received approval, are to be submitted separately, as documents not approved do not qualify for Re-certification).
PLEASE NOTE: - ANNUAL REVIEW
· New consent forms / amendments requiring approval by the Research Ethics Committee to be submitted separately AND NOT as part of the Re-certification Application Form.
· Re-certification Applications require formal review and renewal by the Full Human Research Ethics Committee at the monthly Ethics Committee Meetings. Which are held the last Friday of every month.
· The date of annual Re-certification will be 1(one) year after the date of the convened meeting where the study was initially reviewed. Re-certification must occur within 1(one) year of the date of the meeting. – or the date closest to meeting date. (refer to Submission and Meeting Dates of current year and the following year as a guideline)
· The Re-certification dates will not reflect against the protocol amendment approval dates

 Expedited approval will NOT be considered for these applications.  (Kindly submit these copies 

1 to 2 months prior to the HREC meeting date to avoid delays in annual review requirements.)

Please review the monthly HREC submission and meeting dates on the website where required.
René Wills - For and on behalf of the Human Research Ethics Committee
UNIVERSITY OF THE WITWATERSRAND

FACULTY OF HEALTH SCIENCES

HUMAN RESEARCH ETHICS COMMITTEE: (MEDICAL)
RE-CERTIFICATION OF PROTOCOL 

FOR CLINICAL TRIALS INVOLVING HUMAN PARTICIPANTS
Please note:

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

Project Title:

Protocol Number:

Research Ethics Committee Reference No.:

HREC Meeting Date: 

(Original date of meeting)

Annual Recertification Date: 

(it remains the responsibility of the Sponsor/Investigator to track the approval dates)

Annual Recertification Due Date: 

(will be one year after the HREC Meeting date:
(Eg. 25 January 2008 will be 29 January 2009)
(refer to Submission and Meeting Dates of current year and the following year as a guideline)
(University of the Witwatersrand, Human Research Ethics Committee Approval Granted is valid for five years.   Where required by Sponsor /Donor to have annual Recertification on a more frequent basis it remains the responsibility of the Sponsor and Investigator to apply for continuing review, or for the duration of the Trial.)
MCC Approval Date and Reference No:

Principal Investigator:

Location of Study: (Research Unit/Wits Syndicate Name)

Department:

Hospital:

Co-Investigator/s:

Telephone number:

Fax number:

Cellphone number

E-mail address:

Funding source:

Grant/Contract no:

Project period: (Start and Projected End Dates)

SECTION A

SUMMARY OF PREVIOUS YEAR'S EXPERIENCE WITH PROJECT

IS THIS STUDY CLOSED TO PARTICIPANT ENROLMENT?
Yes / No
(If YES, complete the SECTION A only - if NO, complete SECTION B)

1. Number of Participants accrued:

2. How many participants still being treated and/or are being followed?

3. 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).

4. How many participants refused to give their consent to participate in this study during the previous year?

5. Did any participants withdraw prior to their completing the study?  

Yes / No.  

If YES, how many.  If YES, for what reasons?

6. Have any adverse events, injuries or unanticipated problems involving risks to participants or others, 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

7. 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.

8. 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

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

ٱ
Closed to participant enrolment

ٱ
Active

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.)

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:

___________________________




________________

SECTION B:

IS THIS STUDY CLOSED TO PARTICIPANT ENROLMENT – NO:

(Please complete the following 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 / audio taping
	

	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)
	
	
	

	
	Minor participants (< 18 years)
	
	
	

	
	Incompetent participants
	
	
	

	
	HIV / AIDS participants
	
	
	

	
	Participants with substance misuse
	
	
	

	
	Prisoners
	
	
	

	
	Pregnant women
	
	
	

	
	Mentally retarded
	
	
	

	
	Institutionalized participants
	
	
	

	
	Medical / dental students
	
	
	

	
	Employees
	
	
	

	
	Medical / dental / nursing staff
	
	
	


STATUS OF RESEARCH

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

ٱ
Closed to participant enrolment

ٱ
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.)

Signature of Principal Investigator




Date:

___________________________




________________

Thank you for taking the time to complete these forms.   We look forward to hearing from you, and should there be ay further information required this would be conveyed to you.    

Re-certification confirmation will be forwarded once the HREC has reviewed the submitted forms and documents.

Human Research Ethics Committee: (Medical)


FWA Registered No IRB 00001223











University


of the Witwatersrand,


Johannesburg
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