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AFRICAN UNION DEVELOPMENT AGENCY

2005

2012

2013

2019

2022

AU Decision on
development of PMPA
within AUDA NEPAD

AMRH implementation in
the RECs (started in
EAC) — Harmonisation of
requirements for
Medicines and Joint

In June 2013, the AMDF
was officially recognized
as a Technical
Committee under the
AMRH

AU Assembly Adopted

the AMA Treaty

Operationalisation
started: Rwanda hosting,
AUDA NEPAD plan on
AMA takeoff, AUC
putting a Governance of
the AMA

Regulatory Work

AU Decision on PMPA
Implementation leading to
creation of the African
Medicines Regulatory
Harmonisation (AMRH)

2009

The Pan African
Harmonization Working
Party (PAHWP) was
created by medical device
regulators in Africa and
converted to AMDF

2012

The AU Executive Council
Decision to establish a
single medicine regulatory
agency (AMA) in Africa
built on the foundation of
the AMRH

2015

AMA treaty came into
force with the 15th
Country Depositing its
instrument of ratification

2021

AMDF reorganized into a
Forum and a Technical
arm (MDA-TC) — IVDs
Mechanism under
establishment

2024




Progress made so far in joint continental regulatory
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Developed Continental tools for responding to Mpox

Reviewed the
Overarching Continental
Procedures after Mpox
experience to be piloted

* 3 continental standard operating procedures

e Templates for Evaluation of IVDs New, Renewal and
Variations and a Public Assessment Template

AMDF reformed to
establish a technical arm
(i.e. the MDA-TC) — Held

its inaugural meeting 28- ¢ Guidance for assessments based on the IMDRF of or used as routing
29 Oct 2024 the ToC process under AMA next
* Developed Guidelines for Industry submission year (starting, 2026)

¢ Draft for QMS Audit Based on ISO
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* MDA-TC was established to oversee the assessments, clinical
performance and audits of Medical devices and IVDs

African Medical
Devices Forum
(AMDF) members as
NRA reps.

QMS Audit
TWG

Medical devices Assessment — MDA-TC
Quality Management system Audit technical working group — QMS Audit TWG
Diagnostics Advisory Committee — DAC (coordinated by Africa CDC and reports to MDA-TC)
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African Medical Devices Forum
PROCEDURE FOR FIELD SAFETY
CORRECTIVE ACTIONS FOR
MEDICAL DEVICES

2024

World Health
Organization

) World Health
Organization

POST-MARKET
SURVEILLANCE OF
IN VITRO DIAGNOSTICS
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AFRICAN MEDICAL DEVICES FORUM
Guidelines for Authorization of in vitro diagnostic medical
devices during public health emergencies

(' AUDA-NEFPAD
AFRICAN UNION DEVELOPNENT AGENCY (’ AUDA-NEPAD

AFRICAN UNION DEVELOPMENT AGENCY

GUIDELINES ON REQUIREMENTS ON
LABELLING OF MEDICAL DEVICES
INCLUDING IN VITRO DIAGNOSTIC
MEDICAL DEVICES

GUIDELINES FOR REGISTRATION OF

MANUFACTURERS, AND OTHER PARTIES
AND LISTING OF MEDICAL DEVICES AND
IN VITRO DIAGNOSTIC MEDICAL DEVICES

AHWP/WG2-WG1-WG3/F001:2019

@

Asian Harmonization Workm arty

B

FINAL DOCUMENT
Title: Categorisation of Changes to a Registered
Medical Deviee
Authoring Group: Work Group 1, Pre-market: General MD

Work Group 2, Pre-market: IVDD
‘Work Group 3, Pre-market: Software as a MD

Date: November, 2019

Dr. Wen-Wei Tsai
Chair, Work Group 2

Dr. Se-ll Park
Chair, Work Group 1
Dr. Abdullatif S. AlWatban
Chair, Work Group 3

Copyright © 2019 by the Asian Hamnonization Working Party
All Rights Reserved
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IMDRF/RF
Reportable changes to WHO In Vitro Diagnostic Device
prequalified and emergency use listed Regmatory Submission Table
in vitro diagnostics of Contents ('VD TOC)

Application guidance

/G/N13 FINAL:2023 (Edition 4)

AUTHORING GROUS
d Product Table of Ci
Working Group

(&) World Health
Organization

13 February 2023
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Standard Listing Procedure for IVDs o

>zl e MIDA-TC conducts dossier screening and evaluation

:6; e DAC provides scientific opinion from performance studies

A Outcome: listing recommendation or rejection. Adoption of listing recommendation by
Steering Committee/AMA

@ e NRAs adopt decisions through reliance pathway

e Applicant submits Expression of Interest (Eol) + full dossier
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EUL status November 2025

e 3 Products withdrawn

* The independent clinical
performance verification had
a sensitivity lower that WHO
allowed limit.
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1.5

—_

0.5

3 3
QA of report Applications withdrawn Continentally Listed
under EUL
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National level status of 3 Listed IVDs under EUL

Date of AMRH Time Countries of Country Timeline (from Median Timelines
Continental interest Continental Listing (from continental

Listing listing)
Working Days (WD) or
Calendar Days (CD) Working Days (WD)

or Calendar Days
(CD)

Cobas® MPXV 18 July 2025 1. 123 CD 1. Kenya 1. Kenya—34CDor24 34CDor24WD
(AMDF/EUL/002) 2. Ghana WD
3.  SouthAfrica 2. Ghana—-60CD or
44 WD Overall =34 CD or
3.  South Africa—33 24 WD

CD or 23 WD
RADIONE Mpox Kit 18 July 2025 1. 40 CD 1. Ghana 1. Ghana—-60CDor44 60CD or 44 WD
(AMDF/EUL/006) WD
RADIONE Mpox and 20 October 1. 57CD 1. Ghana 11 CD

skin rash panel 2025
kit(AMDF/EUL/007)




Work done and potential next steps
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EOI for QMS TWG
published and
shortlisted,
awaiting final
approval by MDA-
TC

EOI for Continental
pool of auditors
published and

shortlisted
awaiting final
approval by MDA-
TC

EOI for Continental
pool of assessors
published and
shortlisted
awaiting final
approval by MDA-
TC

EOI for
manufacturers,

developers, To be
published
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OPPORTUNITIES FOR IMPROVEMENT

'Refinement of the process for the continental routine procedure to incorporate a
parallel screening phase for confirmation of technical file requirements, QMS
status and independent clinical performance

Adequate monitoring of complete process for efficient timelines.

Increase of the pool of experts within the continents for IVDs assessment
including auditors

Continuous capacity building of continental experts especially with current
emerging technologies within the medical device field.
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Timeline on potential next steps

Expression of interest for Expression of interest
pool of assessors, auditors published for manufacturers, Conclusion of the IVD
and the QMS TWG innovators and developers

assessments

29 Sept. 2025 TBC Q1 2026 TBC Q2 2026

P
) 4

" oowms

L 4

TBC Q1 2026 TBC Q1 2027
continental pool of assessors, pen Devices including SaMD and
performance evaluation by Al/MD

auditors and the QMS TWG DAC
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Priority products for continental listing of IVDs

CLASS C and CLASS D in -vitro diagnostics

Dengue, Measles, Cholera, Mpox, Bacterial
Meningitis

Locally manufactured®




(The QMS Technical working group
for audit facilitation

*Pool of assessors
*Pool of auditors

IMPROVED ROADMAP

Finalise Share EOI for
Continental pool of | manufacturers and
experts developers

-

Proceed to
assessment if all 3
areas are
acceptable

Receive dossiers
and conduct

*Conduct assessments, allocate first reviewer, Technical screenin g
second reviewer then QA by MDA-TC

*QMS TWG to establish necessity for undertaking
audit, conduct an audit if required.

*DAC to receive samples and conduct field studies,
reports shared with experts once concluded.

*MDA-TC to recommend once assessments, tests
and audits concluded.

*Based of the identified and ﬁnalised\

priority groups
*Webinars for sensitization of the
procedure

*Introduce pre-submission meetings

* A parallel rigorous technical
screening to establish all
requirements are met.

*Screen technical file, QMS
accreditation or necessity for audit
and requirements for independent
verification

J
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Thank you
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