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Background information

The African Medical Devices Forum (AMDF) is a technical committee under the African Medicines Regulatory
Harmonization (AMRH) programme hosted by jointly by a secretariat of AUDA-NEPAD and WHO. The aim of the
technical committee is the improvement of access to safe, quality, and performance medical devices including in vitro
diagnostics in Africa though development of harmonized regulatory requirements based on internationally accepted
requirements and standards. AMDF main area of work is to study and recommend ways to ensure medical devices
and diagnostics are safe and effective while minimizing delays and allowing faster access to varieties of medical
devices and diagnostics. This is in alignment with other various harmonization groups and networks that have been
working on other categories of products and/or in different aspects of regulatory functions with a view to ensure that all
the African Union (AU) Member States benefit from technical and scientific guidance provided through these efforts.
The overall mandate of the AMDF is to identify technical needs, develop technical documentation in line with
international guidelines and best practice and recommend to the AMRH Steering Committee for adoption. In executing
its roles and responsibilities, the group among other things is expected to provide technical advice to the AMRH
Steering Committee on matters related to regulation of Medical Devices (MDs) and In-vitro Diagnostics (IVDs). It is
also expected that the AMDF will serve a technical role for the African Medicines Agency (AMA) once the latter is
established and operational.

During its 6" meeting held virtually on 17 March 2020 the AMRH Steering Committee endorsed report of the AMDF
and the proposal for appointment of experts to participate as interim TC and sub Working Group members to allow
implementation of activities planned for 2020. It was also noted during the meeting that there is slow and inadequate
feedback from RECs on nomination of members to the AMDF and that their limited involvement of laboratories in the
work of the Forum. To mitigate these challenges the joint secretariat of AUDA-NEPAD and WHO was mandated to
provide the names of competent experts to fill the positions of members of the AMDF TC where RECs have not
nominated the required experts. The joint secretariat was also mandated to identify experts for the three sub-groups
and provide these names for the AMRH steering committee to endorse.

Following these recommendations, the joint secretariat has identified competent experts from NRAs and laboratories
as well as expert observers to serve in the technical committee and the sub-groups namely:

e Pre-market
e Placing on the market
e Post Market

The attached list provides names from various RECs (nominated by RECs or those identified by the joint secretariat).
As RECs identify and provide names of experts the joint secretariat will take them on board.

The AMDF technical committee has become a very useful platform providing technical advice and guidance to AU
Member States and NRAs on regulatory issues related to Covid -19. This has been accomplished through developing

e List of COVID-19 in vitro diagnostics which will be updated from time to time.

e List of medical devices and other products for surveillance, prevention control and case management

e Mechanism to receive feedback on substandard and falsified 1IVDs, medical devices and PPEs and inform
NRAs

e  Guidance on management of IVDs and medical device's donations.

The proposed experts nominated by RECs and proposed by the joint secretariat for AMRH Initiative will continue this
work as well as complete the workplan developed in 2019 for the period 2020.

The attached list has been endorsement by the AMRH Steering Committee.




List of Africa Medical Devices Forum (AMDF) Technical Committee and sub working groups

Members of the Technical Committee

IGAD ETHIOPIA Ethiopia Food and Bezawork bezaberhane@gmail.com,
Drugs Authority (EFDA) | Berhane +251911349178
ERITREA National Medicine and Abraham Kessete | abrahaleikess@gmail.com
Food Administration; Gebremeskel
MoH
ECOWAS/WAEMU | GHANA Ghana Food and Drugs | Akua Amartey aoamartey@fdaghana.gov.gh
Authority
BURKINA Agence Nationale de Oula Ibrahim ibrahimoulat@gmail.com
FASO Régulation Olivier TRAORE
Pharmaceutique
Ministére de la santé
SADC SOUTH South Africa Health Andrea Julsing andreajulsing@gmail.com
AFRICA Products Regulatory Keyter
Authority (SAHPRA)
ZAMBIA Zambia Medicines Frank Laban flaban@zamra.co.zm
Regulatory Authority +260977568952
(ZAMRA)
EAC KENYA Pharmacy and Poisons Paulyne Wairimu | paulyne.wairimu@gmail.com
Board (PPB)
TANZANIA Tanzania Medicines and | Sunday Kisoma sunday.kisoma@tmda.go.tz
Medical Devices
Authority (TMDA)
ECCAS/CEMAC/O | CENTRAL ANR of Central Africa Mboliyou mboliyoumarilyne@yahoo.fr;
CEAC AFRICA republic Tondogba Marie
REPUBLIC Therese Line
GABON ANR of Gabon Oulabou marieoulabou@yahoo.fr
Ibouanga Marie
Levy Epse
Abogue
Observers Nigerian Institute of Rosemary Audu rosemaryaudu@gmail.com

Medical Research

African Society of
Laboratory Medicines
(ASLM)

Anafi Mtaka

AMataka@aslm.org

Saudi Food and Drugs
Administration (SFDA)

Razan J. Asally

rjasally@sfda.gov.sa

South African National
Institute for
Communicable
Diseases (NICD)

Dr. Adrian Purin

adrianp@nicd.ac.za

Africa CDC

Donewell
Berunge

DonewellB@africa-union.org

List of members of the Sub Working Group -Pre Market
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IGAD ETHIOPIA Ethiopia Food and Mr Debebe Argaw | dargaw@efda.gov.et
Drugs Authority (EFDA)
ECOWAS/WAEMU | NIGERIA Nigeria Food and Drugs | Bolanle Ikusagba | bolanle.ikusagba@nafdac.gov.
Authority (NAFDAC) ng
MALI Dr Arama aradomother@hotmail.com
Dominique
SADC ZIMBABWE Medicines Control Albert Magolo amagolo@mcaz.co.za
Authority of Zimbabwe
EAC TANZANIA Tanzania Medicines and | Jeniva Jason jeniva.rugaiza@tmda.go.tz
Medical Devices
Authority (TMDA)
ECCAS/CEMAC CAMEROUN ANR of Cameroun Ketchiozo Loko lokowilly@yahoo.fr
Willfried
List of members of the Sub Working Group -Placing on Market
IGAD ETHIOPIA Ethiopia Food and Zegeye Kassie zkassie@efda.gov.et
Drugs Authority (EFDA)
ECOWAS/WAEMU | SENEGAL Directorate of Drugs and | Dr El Ibrahimo toure842001@yahoo.fr
Pharmacy Toure
NIGER Dr Mindadou mindadouhabsatou@yahoo.fr
Habsatou
SADC MALAWI Ministry of Health - Clifford Shedrek cmwale@pmbw.mw
Malawi Mwale
EAC RWANDA Rwanda Food and Clarise Irasabwa | cirasabwa@rwandafda.gov.rw
Drugs Authority
ECCAS/CEMAC CONGO ANR of Congo republic Akenande Ngang | beg.akenande@gmail.com
REPUBLIC a Bertille
List of members of the Sub Working Group -Post Market
IGAD UGANDA National Drug Authority | Brenda Kitimbo bkitimbo@nda.or.ug
(NDA)
ECOWAS/WAEMU | NIGERIA Nigeria Food and Drugs | Olubukunola adekunle-
Authority (NAFDAC) Adekunle-Segun segun.o@nafdac.gov.ng
EAC KENYA Pharmacy and Poisons | Felistas fellyano@gmail.com
Board (PPB) Chepwogen
SADC MOZAMBIQUE | National Directorate of Marcia Laura De dnfarmacia@arm.co.mz
Pharmacy Benjamim Lituri
ECCAS/CEMAC COTE DIVOIRE Dr Ahoulou Marie | masophieahoulou@yahoo.fr

Sophie



mailto:dargaw@efda.gov.et
mailto:bolanle.ikusagba@nafdac.gov.ng
mailto:bolanle.ikusagba@nafdac.gov.ng
mailto:amaqolo@mcaz.co.za
mailto:lokowilly@yahoo.fr
mailto:zkassie@efda.gov.et
mailto:toure842001@yahoo.fr
mailto:mindadouhabsatou@yahoo.fr
mailto:cmwale@pmbw.mw
mailto:cirasabwa@rwandafda.gov.rw
mailto:beg.akenande@gmail.com
mailto:bkitimbo@nda.or.ug
mailto:adekunle-segun.o@nafdac.gov.ng
mailto:adekunle-segun.o@nafdac.gov.ng
mailto:fellyano@gmail.com

