UNIVERSITY OF THE @
WITWATERSRAND, \j Human Research Ethics Committee: (Medical)
JOHANNESBURG FWA Registered No: IRB 00001223

SECRETARIAT: Suite 189, Private Bag x2600, Houghton 2041, South Africa « Tel: +27-11-274-9200 « Fax: +27-11-274-9281

03 JANUARY 2023

This is to certify that the Human Research Ethics Committee: (Medical) of the University of the Witwatersrand operates
according to the following guidelines on good clinical practice.

» ICH Harmonised Tripartite Guideline for Good Clinical Practice

» Department of Health, 2020. South African Good Clinical Practice: Clinical Trial Guidelines. Third Edition (SA GCP
2020)

» Declaration of Helsinki

The Wits Human Research Ethics Committee’s United States Federal Wide Assurance (FWA) details are:

1. University of the Witwatersrand: IORG0000862
APPROVED: JUNE 2004
EXPIRES: 03 FEBRUARY 2025
2. Human Research Ethics Committee: (Medical): IRB00001223
(Assurances Relying upon IRB00001223) 03 FEBRUARY 2025
3. FWA Assurance number FWA00000715
EXPIRES: 03 JANUARY 2028
Federal Assurance (FWA) for the Protection of Human Subjects for International (Non-US) Institutions
4. Components Identified for this Assurance: APPROVED: 7 APRIL 2005
EXPIRES: 03 JANUARY 2028
Components / Alternate Name City Country
»  Chris Hani Baragwanath Academic Hospital Soweto, Gauteng SF
» Charlotte Maxeke Johannesburg Academic Hosp Johannesburg, Gauteng SF
» Helen Joseph Hospital Johannesburg, Gauteng SF
» Rahima Moosa Mother and Child Hospital Johannesburg, Gauteng SF
»  Sterkfontein Hospital Krugersdorp, Gauteng SF
» Tara H Moross Hospital Johannesburg, Gauteng SF
» Donald Gordon Medical Centre Johannesburg, Gauteng SF
»  Sizwe Hospital Johannesburg, Gauteng SF
» Harriet Shezi Children’s Clinic Johannesburg SF
»  Witkoppen Health and Welfare Centre Johannesburg SF
»  Wits Health Consortium Johannesburg SF
»  King Dinizulu Hospital Complex Durban SF
» Cecilia Makiwane Hospital East London SF
» Jose Pearson TB Hospital Ggeberha SF
» Perinatal HIV Research Unit Johannesburg SF
» Rural Public Health Research Unit (Agincourt)  Johannesburg SF
5. USA Federally Funded Grants Number WHC Duns No: 63-939-1218

UEI No: KNNNGEN9MQB8
Wits Health Consortium (Pty) Ltd, A wholly owned
subsidiary of the University of the Witwatersrand
WEB PAGE: www.witshealth.co.za

6. Entity Identification Number: EIN No: 1900216699A1

7. National Health Research Ethics Council Registration #: REC-250208-004
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WEB PAGE: http://ohrp.cit.nih.qgov/search/fwaDtl.aspx

Institutional Review Board Information
Parent Institution/Organization: IORG0000862 - U of the Witwatersrand (Active)

Located at: Johannesburg, SOUTH AFRICA

Expires: 02/03/2025
IRB00001223 - U of the Witwatersrand IRB #1 (Active)

Located at: Johannesburg, SOUTH AFRICA
Membership Last Updated: 02/03/2022

IRB Organization Information
IORG0000862 - U of the Witwatersrand (Active)

Located at: Johannesburg, SOUTH AFRICA

Expires: 02/03/2025
IRB# IRB Name City State/Country Status IRB Type

IRB00001223 U of the Witwatersrand IRB #1 Johannesburg SOUTH AFRICA Active OHRP Only

Assurance Information

Assurance: U Witwatersrand
Located at: Johannesburg, SOUTH AFRICA

Expires: 01/03/2028

Components Identified in this Assurance

Assurance Institution Status
FWAO00000715 Chris Hani Baragwanath Academic Hospital SOWETO, GAUTENG C Active
FWAO00000715 Charlotte Maxeke Johannesburg Acadmic Hospital JOHANNESBURG, GAUTENG C Active
FWAO00000715 Helen Joseph Hospital JOHANNESBURG, GAUTENG C Active
FWA00000715 Rahima Moosa Mother and Child Hospital JOHANNESBURG, GAUTENG C Active
FWA00000715 Sterkfontein Hospital KRUGERSDORP, GAUTENG C Active
FWAO00000715 Tara H Moross Hospital JOHANNESBURG, GAUTENG C Active
FWAO00000715 Donald Gordon Medical Centre JOHANNESBURG, GAUTENG C Active
FWA00000715 Sizwe Hospital JOHANNESBURG, GAUTENG C Active
FWAO00000715 Harriet Shezi Children’s Clinic JOHANNESBURG C Active
FWAO00000715 Witkoppen Health and Welfare Centre JOHANNESBURG C Active
FWA00000715 Wits Health Consortium JOHANNESBURG C Active
FWAO00000715 King Dinizulu Hospital Complex DURBAN C Active
FWAOQ00000715 Cecilia Makiwane Hospital EAST LONDON C Active
FWAO00000715 Jose Pearson TB Hospital GQEBERHA C Active
FWAO00000715 Perinatal HIV Research Unit Johannesburg C Active
FWAOQ00000715 Rural Public Health Research Unit (Agincourt) Johannesburg C Active
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Assurances Relying Upon this IRB
Assurance # Assurance Name City Loc

FWAO00000715 U Witwatersrand Johannesburg SOUTH AFRICA

Assurances Relying Upon this IRB

Agency Only Access

Assurance # Assurance Name

FWA00015181 Anova Health Institute Johannesburg SOUTH AFRICA
FWAO00004781 Aurum Hith Rsch (Assoc incorporated under Section 21) Johannesburg SOUTH AFRICA
FWAO00008523 National Health Laboratory Service Johannesburg SOUTH AFRICA
FWAO00000715 U Witwatersrand Johannesburg SOUTH AFRICA
FWAO00000715 Wits Health Consortium Johannesburg SOUTH AFRICA
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