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RENEWAL / RE-CERTIFICATION OF ONGOING / CURRENT / APPROVED STUDIES

The University of the Witwatersrand, Human Research Ethics Committee (Medical) requests that Investigators and Sponsors / Applicants submit a Renewal Application where the initial 5-year approval is set to expire. The Wits HREC (Medical) kindly requests that this form is completed and forwarded to the Ethics Secretariat Office at:

31 Princess of Wales Terrace
Parktown

2193
Contact Details:

Thashin Reddy 

011 274 9416
Ethics Officer
treddy@witsethics.co.za
Jennifer Palmer

011 274 9278



Ethics Support Manager





jpalmer@witsethics.co.za
The form is available on our webpage – https://www.wits.ac.za/research/researcher-support/research-ethics/ethics-committees/  - drop down on “Grant and commercially funded research applications” 
PLEASE EMAIL THE FOLLOWING:

1. Renewal / Re-certification Application Form

2. Summary of dates and version numbers of all documents currently approved and in use at your Research Entity/Department requiring re-certification e.g., Protocol, Informed Consent Forms
(We do NOT require a copy of the full Protocol, PIL/ICON etc.) 
PLEASE NOTE: 
· Renewal / Recertification Applications require formal review by the full Wits HREC (Medical) at the monthly HREC meetings. 
· The initial ethics approval granted for a study is valid for five (5) years. Where the 5-year approval is set to expire, a Renewal Application should be submitted before the expiry date. A maximum of six (6) months grace period will be allowed once the approval has expired. The Renewal Approval issued by the Wits HREC (Medical) will be valid for an additional FIVE (5) years. 
· However, where more frequent recertification (i.e. annual) is required by the Sponsor/Funder, it remains the responsibility of the Investigator and Applicant / Sponsor to keep track of due dates and apply for annual recertification. 
· Please indicate on the following page, whether a five-yearly renewal or annual recertification is being requested. 
Please review the monthly HREC submission and meeting dates on the website where required.

UNIVERSITY OF THE WITWATERSRAND
HUMAN RESEARCH ETHICS COMMITTEE: (MEDICAL)

RENEWAL / RE-CERTIFICATION OF RESEARCH STUDY 

FOR STUDIES INVOLVING HUMAN PARTICIPANTS

Please note: The Human Research Ethics Committee must, according to their Terms of Reference and Standard Operating Procedure, review all approved ongoing research protocols/projects/studies. 

	Study Title:
	

	Protocol/Project/Study Number:
	

	Ethics Reference No.:
	

	HREC Meeting Date (initial): 


	

	HREC Approval Date (initial):
	

	Latest HREC Approval Expiry Date: (Initial/Recertification/Renewal) 
	

	Renewal / Recertification Request: 
(Please see note below regarding external/private sites)
	Please request an option below:

	Five-yearly Renewal:  
	 FORMCHECKBOX 


	Annual Recertification:
(as per Sponsor)   
	 FORMCHECKBOX 


	External/Private Sites based inside of Gauteng:

External/Private Research Sites/Principal Investigators based inside of Gauteng may be renewed for five additional years, but on condition that they complete Memorandum of Agreements (MoAs) with Wits University. 
External/Private Sites based outside of Gauteng:

 External/Private Research Sites/Principal Investigators based outside of Gauteng, that have previously been approved by the Wits HREC (Medical), will be supported until the initial 5 year ethics approval expires, after which they will be recertified for one additional year until either the study closes, or to provide support until an alternative ethics approval can be obtained, should the study continue for a number of additional years. These sites must complete MoAs for the additional year, but may not be granted a five year renewal.  

Please submit completed (not signed) MoAs to Eleni Flack-Davison for review:

Email: eleni.flack-davison@wits.ac.za cc: treddy@witsethics.co.za and jpalmer@witsethics.co.za 
 

	Principal Investigator/Co-Principal Investigator(s):


	

	Research Entity/Department(s):


	

	Site(s):


	

	Co/Sub-Investigator(s):


	

	E-mail address:


	

	Funder/Sponsor:

	

	Project period: (Start and Projected End Dates)
	Start Date:
	End Date:


SUMMARY OF EXPERIENCE WITH PROJECT

	1. Brief summary of progress to date:


	

	2. Number of Participants planned and accrued:
a. at site(s):

b. in RSA:

c. globally:

	

	3. Age Range of Participants: 

	

	4. How many participants at site(s) are still:

a. on study?

b. under follow-up?

	

	5. How many participants at site(s) withdrew consent prior to their completing the study?

a. Please provide reasons for study consent withdrawal:


	

	6. Important SAEs: 

a. Deaths – please provide number:

b. Life Threatening – please provide number: 

c. Comments:


	

	7. Were any complaints received from participants or  Investigators involved in this study? e.g. Whistleblowers

If yes, describe the issues and how they were resolved
	

	8. How many (if any) amendments were approved for this study and provide year of last amendment:


	

	9. Is there any new information, not previously submitted, which would affect the review of this project?  
	


STATUS OF RESEARCH

ٱ
Study completed
ٱ
Closed to participant enrolment – participants on follow-up only

ٱ
Active – participants on  and/or being randomised
The undersigned accepts responsibility that to the best of his/her knowledge the above information accurately represents the past experience and future plans with regard to this protocol.

Signature of Principal Investigator




Date:

___________________________




________________

Thank you for taking the time to complete these forms.   Re-certification confirmation will be forwarded once the HREC (Medical) has reviewed the submitted forms and documents.
Human Research Ethics Committee: (Medical)


FWA Registered No IRB 00001223
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