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2011 – We respectfully request your attention to the schedule below to assist with your submission and the process of the documentation - With immediate effect we ONLY require the following 

(Please refer to collation schedule which follows). 

	TOTAL NUMBER OF REQUIRED DOCUMENTS FOR SUBMISSION:  PLEASE LABEL AND DIVIDE EACH SECTION WHEN COLLATING YOUR DOCUMENTS.
	QUANTITY OF

COPIES REQUIRED:

	1. CHECKLIST -  (please complete before submission Checklist  - Informed Consent )
	1

	2. SUBMISSION FEE - (proof of payment)
	1

	3. APPLICATION FORM –  HREC (MEDICAL) - 2011
	1 original + 33 copies

	4. NATIONAL HUMAN RESEARCH ETHICS REGISTRATION FORM – (NHREC application #) – www.ethicsapp.co.za

	1

	5. MCC Approval / Notification 


	1

	6. PRC APPLICATION 2011 (version 2011)
	1 original + 4 copies

	7. INSURANCE CERTIFICATE 


	1

	8. JUSTIFICATION OF PLACEBO ARM, DIARY CARDS & ADVERTISEMENTS (if applicable)

	5

	9. PROTOCOL


	5

	10. PROTOCOL SUMMARY (INCLUDING STUDY FLOW CHART) 

	36

	11. INVESTIGATOR’S BROCHURE (If applicable) / Package Insert

	3

	PATIENT LEAFLET & INFORMED CONSENT- (please refer to Wits HREC Informed Consent Template and IC Checklist) 
	8

	12. SEPARATE INFORMED CONSENT/(S) - (DNA Sampling, if applicable)

	8

	13. CV’S (Principals, Co & Sub Investigators in Wits CV Format) –
please include Copy GCP Training Certificate – Name and date of course attended – Investigators’ Meetings are not classified as formal GCP Training – Please ensure to submit updated CV’s – 
	2 copies of each

	14. WITS DECLARATION (Principals, Co & Sub Investigators to sign) – Please collate in alphabetical order and / or site specific 
	2

	15. BUDGET & PAYMENT SCHEDULE


	2

	16. FINANCIAL AGREEMENT – This is a Tripartite Agreement between the Wits Academic Research Unit (Syndicate) the relevant Company and Wits Health Consortium (Pty) Ltd

	1

	
	


COLLATION SCHEDULE:  Please sort - label and collate all documents as per subject heading:
	COLLATION 1 – ETHICS CHAIRPERSON:
	QUANTITY OF

COPIES REQUIRED

	1. APPLICATION FORM –  HREC (MEDICAL) - 2011
	1

	2. PROTOCOL
	1

	3. INVESTIGATOR’S BROCHURE  / Package Insert
	1

	4. PROTOCOL SUMMARY INCLUDING FLOW CHART
	1

	5. PATIENT LEAFLET &INFORMED CONSENT - (please refer to Wits HREC Informed Consent Template and IC Checklist)
	1

	6. SEPARATE INFORMED CONSENT/(S) - (if applicable)
	1

	7. JUSTIFICATION OF PLACEBO ARM, DIARY CARDS & ADVERTISEMENTS ETC- 

 (if applicable)
	1

	8. CV’s and Declaration – attach each declaration to relevant CV in alphabetical order - please include GCP Training – Name and date of course attended – Investigators’ Meetings are not classified as formal GCP Training
	1


	COLLATION 2 - TWO ETHICS ASSESSORS:
PLEASE DIVIDE THE TWO COPIES AND LABEL EACH PACK

	QUANTITY OF

COPIES REQUIRED

	1. APPLICATION FORM –   HREC (MEDICAL) - 2011
	2

	2. PROTOCOL - (full Protocol)
	2

	3. JUSTIFICATION OF PLACEBO ARM, DIARY CARDS & ADVERTISEMENTS ETC  - 

(if applicable 
	2

	4. PATIENT LEAFLET & INFORMED CONSENT- (please refer to Wits HREC Informed Consent Template and IC Checklist)
	2

	5. SEPARATE INFORMED CONSENT/(S) - (if applicable)
	2


	COLLATION 3 - ONE PRC REVIEWER: Please label
	QUANTITY OF

COPIES REQUIRED

	1. PRC APPLICATION 2011
	1

	2. PROTOCOL
	1

	3. PROTOCOL SUMMARY INCLUDING FLOW CHART 
	1

	4. JUSTIFICATION OF PLACEBO ARM, DIARY CARDS & ADVERTISEMENTS ETC – 

 (if applicable 
	1

	5. PATIENT LEAFLET &INFORMED CONSENT - (please refer to Wits HREC Informed Consent Template and IC Checklist)
	1

	6. SEPARATE INFORMED CONSENT/(S)  - (if applicable)
	1

	7. INVESTIGATORS BROCHURE  / Package Insert
	1


PLEASE NOTE: for COLLATION 4 - HOSPITAL SUPERINTENDENT:  IF THIS STUDY IS TO BE CONDUCTED AT TWO (2) SITES PLEASE ADD A SECOND COPY:  PLEASE DIVIDE THE TWO COPIES AND LABEL EACH PACK

	COLLATION 4 - HOSPITAL SUPERINTENDENT:
IF THIS STUDY IS TO BE CONDUCTED AT TWO (2) SITES PLEASE ADD A SECOND COPY:  PLEASE DIVIDE THE TWO COPIES AND LABEL EACH PACK
	QUANTITY OF

COPIES REQUIRED

	1. PRC APPLICATION 2011
	1

	2. PATIENT LEAFLET & INFORMED CONSENT (please refer to Wits HREC Informed Consent Template and IC Checklist)
	1

	3. SEPARATE INFORMED CONSENT/(S) -  (if applicable)
	1

	4. PROTOCOL SUMMARY INCLUDING FLOW CHART
	1

	5. BUDGET AND PAYMENT SCHEDULE (Please do not include Tripartite Financial Agreement)
	1


	COLLATION 5 - TWO GAUTENG REPRESENTATIVES:
PLEASE DIVIDE THE TWO COPIES AND LABEL EACH PACK

	QUANTITY OF

COPIES REQUIRED

	1. PRC APPLICATION 2011
	2

	2. PATIENT LEAFLET & INFORMED CONSENT (please refer to Wits HREC Informed Consent Template and IC Checklist)
	2

	3. SEPARATE INFORMED CONSENT/(S)  - (if applicable)
	2

	4. PROTOCOL SUMMARY INCLUDING FLOW CHART
	2


	COLLATION 6 - IEC SECRETARIAT: 
PLEASE LABEL AND DIVIDE EACH SECTION
	QUANTITY OF

COPIES REQUIRED


	1. CHECKLIST (please complete and sign before submission CECKLIST attached to Instructions to prevent delays and the HREC - Informed Consent Template))
	1

	2. APPLICATION FORM –  HREC (MEDICAL) 2011
	1

	3. NATIONAL HUMAN RESEARCH ETHICS REGISTRATION FORM – (NHREC Application Number)
	1

	4. ORGINAL PRC APPLICATION 2011
	

	5. INSURANCE CERTIFICATE
	1

	6. JUSTIFICATION OF PLACEBO ARM, DIARY CARDS & ADVERTISEMENTS ETC 
(if applicable)
	1

	7. PROTOCOL SUMMARY INCLUDING FLOW CHART
	1

	8. PROTOCOL
	1

	9. INVESTIGATOR’S BROCHURE / Package Insert
	1

	10. CV’S for PRINCIPAL, CO AND SUB-INVESTIGATORS IN THE REQUIRED FORMAT 

(CV format)  - Please include GCP Training – Name and date of course attended – Investigators’ Meetings are not classified as formal GCP Training
	1

	11. PRINCIPAL, CO AND SUB-INVESTIGATORS DECLARATION TO BE SIGNED BY ALL INVESTIGATORS.
	1

	12. FINANCIAL AGREEMENT – Tripartite Agreement - Draft copy acceptable – original ASAP
	1

	13. BUDGET AND PAYMENT SCHEDULE
	1

	14. PATIENT LEAFLET & INFORMED CONSENT (please refer to Wits HREC Informed Consent Template and IC Checklist)
	1

	15. SEPARATE INFORMED CONSENT/(S) (if applicable)
	1


	COLLATION 7 -THE HREC COMMITTEE:
30 COPIES TO BE SUBMITTED TO THE IEC SECRETARIAT FOR CIRCULATION TO THE ETHICS COMMITTEE MEMBERS:
	30 COPIES COLLATED AND LABELED FOR DISTRIBUTION TO COMMITTEE MEMBERS


	1. APPLICATION FORM – HREC (MEDICAL) - 2011

	Please collate Application form and Protocol Summary together  for ease of distribution


	2. PROTOCOL SUMMARY (INCLUDING FLOW CHART)


	



SUBMISSION FEE – EFFECTIVE DATE 1 FEBRUARY 2011
Submission Fee:

R11,286.00 inclusive of VAT.

Please attach payment schedule for direct transfers / deposits
Human Research Ethics Committee: (Medical) - COMMITTEE TITLE

We bring to your attention that the Wits Ethics Committee Title changed in 2003 to: University of the Witwatersrand, Human Research Ethics Committee: (Medical).   We request your urgent attention to this in your documentation when submitting New Clinical Trials.    PLEASE NOTE: the chairperson’s telephone number has changed to 011 717 2301.
GOOD CLINICAL PRACTICE COMPLIANCE (GCP)
We also take this opportunity of informing you that the Human Research Ethics Committee will not allow further studies to continue at any sites approved by them, unless the Clinical Trial Investigator/(s) have attended a formal GCP Course in the last THREE YEARS.   We are requesting that Investigators furnish us with proof of attendance to update our records.   We request that each CV and Declaration be Trial specific to assist with control of GCP compliance.   On the 27 February 2004 the HREC agreed and approved that GCP Training be renewed every THREE YEARS.

Your urgent attention to this would be appreciated.
SECRETARIAT OFFICE - TELEPHONE AND EMAIL ADDRESSES - PLEASE UPDATE YOUR RECORDS
Contact Details: Secretariat to the Human Research Ethics Committee:  (Medical):

Jennifer Bryce-Borthwick – Admin Supervisor  


011 274 9278 - email: jbryce@witshealth.co.za
Augustina Hennessy – Ethics Administrator

011 274 9279 – email: ahennessy@witshealth.co.za
Eric Moso – Ethics Administrator

011 274 9280 – email : emoso@witshealth.co.za
011 274 9281 - Fax:

Physical Address

Wits Ethics Secretariat Office

C/o Wits Health Consortium (Pty) Ltd

8 Blackwood Avenue 

Parktown

2193

Please refer to the web page for Submission Documents Required.

www.witshealth.co.za - select Ethics - Top Left
Be assured of our best attention at all times, we look forward to being of service to you in the processing of your clinical trial applications.

Kind regards
Wits Ethics Secretariat
CHECKLIST – HREC APPLICATION 2011 - SUBMISSION

	
	PLEASE TICK
	CHECKLIST
	
	Hard Copy Quantity

	1. 
	
	National Ethics Research Register Number (NHREC) – Attach NHREC Study Registration Form to Relevant Ethics Application Form – VIEW – www.ethicsapp.co.za
	Date Of Issue
	

	2. 
	 FORMCHECKBOX 

	Covering Letter 
	
	

	3. 
	 FORMCHECKBOX 

	Completed HREC 2011 Application Form
	
	

	4. 
	 FORMCHECKBOX 

	Protocol  
	Version: 

Date:
 
	

	5. 
	 FORMCHECKBOX 

	Protocol Synopsis ( As a Separate Document)
	
	

	6. 
	 FORMCHECKBOX 

	Patient Information And Informed Consent Documents   

 FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

Language:            
	

	7. 
	 FORMCHECKBOX 

	Patient Information And Informed Consent Document  For Collection And Storage Of Genetic Material For Future Use 

  FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

Language:

	

	8. 
	 FORMCHECKBOX 

	Patient Information And Informed Consent Document  For Blood Or Tissue Collection And Storage For Future Use 

  FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

Language:

	

	9. 
	 FORMCHECKBOX 

	Investigators’ Brochure(S)
	Drug Name(S):

Version: 

Date:

	

	10. 
	 FORMCHECKBOX 

	Package Inserts(S)
 FORMCHECKBOX 
  Not Applicable
	Drug Name(S):

Version: 

Date:

	

	11. 
	 FORMCHECKBOX 

	Justification Document For Placebo Arm / Control
	
	

	12. 
	 FORMCHECKBOX 

	Curricula Vitae Of Investigators HREC / MCC Format As Per Suggested CV On Website. www.witshealth.co.za – Select Ethics. 
(Indicate Names In Fields To The Right)

Should There Be More Than The Two, Please Included A Scheduled List Of Names Attached
	PI:



Sub-Inv(S):


1. Sub-Inv

2. Sub-Inv
	

	13. 
	 FORMCHECKBOX 

	Declaration Of Trialists’ In HREC / MCC Format (PI And All Sub-Investigators)
	

	14. 
	 FORMCHECKBOX 

	MCC Approval Letter  FORMCHECKBOX 
/ Letter Of Application / Notification  FORMCHECKBOX 

	Date Of Letter:

	

	15. 
	 FORMCHECKBOX 

	Insurance Certificate - 

Valid
	From:
	To:
	

	16. 
	 FORMCHECKBOX 

	Trial Payment and Budget Schedule Per Site / Draft Financial Contract
	

	17. 
	 FORMCHECKBOX 

	Patient Questionnaire(s) And/Or Diary Cards;
 FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

	

	18. 
	(
	Advertisement(S);  Please List Mediums To Be Used:
     
 FORMCHECKBOX 
  Not Applicable
	Version: 

Date:

	

	19. 
	 FORMCHECKBOX 

	Proof Of Payment of Submission Fees (For Funded Studies Only)
	

	20. 
	 FORMCHECKBOX 

	PRC Application Form 

Approval From Provincial Authorities To Conduct The Trial At A Provincial Hospital

  FORMCHECKBOX 
  Not Applicable
	Province:


  
	

	21. 
	 FORMCHECKBOX 

	Letter Of Undertaking / Agreement With State Hospital Regarding Fees (I.E. No Cost To Hospital)   

  FORMCHECKBOX 
  Not Applicable, Study Will Not Be Conducted at a  State Hospital
	

	22. 
	 FORMCHECKBOX 

	Approval From Head Of Clinical Services Or Medical Managers Of Hospitals To Conduct The Study 

  FORMCHECKBOX 
  Not Applicable, Study Will Not Be Conducted In A Hospital Setting
	


University


Of the Witwatersrand,


Johannesburg





Human Research Ethics Committee: Medical
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