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Importance of Access to Medical Devices @ ESC
Benefits to patients and healthcare providers !

* to patients * to healthcare providers!

v’ Efficiency
v’ Reliability
v" Automation

v" human error reduction
v’ ease of use

v’ Reliability

v" reduced need for assistance
v’ increased comfort/security
v’ asense of control

Access to medical devices is crucial for delivering effective healthcare services,
ensuring timely diagnosis and treatment, and improving patient outcomes
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good health and well-being (SDG3) (3). However, healthcare facilities in low- and middle-
income countries (LMICs) have limited access to functional essential medical devices
(4, 5). A study assessing access to essential technologies for safe childbirth in LMICs
showed that 40% of medical equipment were non-functional compared to high-income

countries (HICs), with less than 1% non-functional medical
equipment (6). This disparity stems from a reliance on imported
equipment in LMICs hospitals—80% of which is donated (7)—
and insufficient training for proper use and maintenance (8-10).

In turn, this renders equipment unreliable to provide timely

diagnosis, prevention, monitoring, and treatment of disease, thus

accentuating inequities in overall health outcomes (2), which

contribute to the high mortality rates in LMICs (11, 12).
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Dependence on Imports:
High Costs, Delays




April 14, 2021

Trade in Medical Goods: Challenges
and a Way Forward for Sub-Saharan
Africa

Shushanik Hakobyan and Reda Cherif

Sub-Saharan African countries rely heavily on imported
medical products to meet their healthcare demands.

Figure 1. Share of Medical Goods in Total Figure 3. Top Source Countries for SSA
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Inconsistent Regulatory
Frameworks but evolving!
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Abstract Sound regulatory sysiems are critical for pro-
tecting public health against use of medical products which
do not meet intemational standards of guality, safety and
cfficacy. This review provides a summary of the current
status of National Medicines Regulatory Authorities
(NMRASs) in Africa. and various initiatives that have been
established to improve their performance. All countries in
Africa fexcept Sahrawi Republic), have NMRAs but their
orgamzational set-up and functionality is variable. Some
are located within Mimisinies of Health and others are semi-
autonomouns. There is progressive improvement in regula-
tory capacity, particularly in guality control and post-
marketing surveillance, pharmacovigilance and clinical
trials oversight. The African Vaccines Regulatory Forum,
African Medicines Regulatory Harmonization Initiative,
Network of Official Medicines Control Laboratories and
WHO Prequalification Scheme have helped countries
strengthen their regulatory capacities. The potential estab-
lishment of the African Medicines Agency (AMA) in 2018
is an opportunity to improve NMRAS™ capacity in Africa.

Key Points

All African countries, except one, have National
Medicines Regulatory Authorities

No national medicine regulatory authority in Africa
can undertake the full range of regulatory functions

The proposed African Medicines Agency provides
an opportunity for harmonizing and sirengthening
NMRASs in Africa

1 Introduction

Medical products. including medicines (drugs). vaccines,
blood products, diagnostics and medical devices are criti-
cally important for healthcare deliverv in all countries.
Every country needs an assured supply of safe. efficacious.
good quality and affordable medical products to promote
public health and patient care [1]. Sound and effective
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their capacity is variable with most of them incapable of
performing the core functions expected of NMRAs [1].
The WHO report shows that only 7% of African coun-
tries have moderately developed capacity with more than
90% having minimal or no capacity [4]. The absence of
functional NMRAS in any country (i) exposes the pop-
ulation to potentially unsafe medical products of variable
quality and effectiveness. (i1) facilitates the proliferation
of substandard, spurious, falsely labelled, falsified and
counterfeit (SSFFC) medical products; and (iii) prevents
rational use of medical products, all of which are
detrimental to public health and patient safety [5, 6].
Historically, NMRAs were first established in Britain
(1880s), Switzerland (1900), USA (1906). Norway
(1928) and Sweden (1934) mainly for patent protection
and trade promotion, though the laws in Norway and
Sweden focused on product safety as well [7]. In the
USA, the death of 100 people after intake of sulphanil-
amide elixir prompied legislation (Pure Food and Drugs
Act, 1938) to be passed that required assessment of
safety before any product is sold. In the early 1960s. the
thousands of pregnancies affected by thalidomide-in-
duced phocomelia and other defecle served to transform

2 Current State of Medicines Regulatory Systems
in Africa

Effective regulation of medical products requires a com-
prehensive legal basis with appropriate and adequate gov-
ernance mechanisms: sound technical expertise and
scientific tools: sustainable funding; coordination of regu-
latory activities; and monitoring and evaluation 10 assess
performance [6, 12]. The legal basis gives the NMRA
power to perform a function while the level of autonomy in
executing its mandate, the appropriate structure that allows
for proper coordination of various regulatory activities,
availability of financial resources and adequate number of
human resources with requisite competency to carry out
their duties are prerequisites to its performance [13]. The
core NMRA functions include: marketing authorization
(MA); licensing of manufacturing establishments; imports
and export control: inspection of manufacturing premises
and distribution channels: market surveillance (product
quality monitoring, pharmacovigilance, conirol of
promotion and advertising): quality control: and muxwlu
of clinical trials on drugs [12].

This paper focuses on policy and legal basis for regu.
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Medicines Regulation in Africa: Current State and Opportunities 4 Conclusion
Margareth Ndomondo-Sigonda'? - Jacqueline Miot' - Shan Naidoo® - The regulatory landscape in Africa has changed remark-
Alexander Dodoo* - Eliangiringa Kaale® ably over the past few years. Apart from the Sahrawi
Republic, every country in Africa currently has a NMRA;
although, the functionalities are variable across countries
Organisational set-up and functions performed by NMRAs in Africa Source: Various Reports, Websites; and they are at different levels of growth’ maturity and

including national government websites, WHO websites, African Union websites, and general web A - . ”
resources U information not available expertise. At least 35 African countries (64%) are members
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Minister of Health attended the opening of the first meeting of the implementation of the
initiative to harmonize legislation in the pharmaceutical sector in North African countries, wl@ ESC
is organized within the framework of cooperation and joint action with the AMA, the African
Union and the WHO
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La Tunisie leader de Uindustrie
des dispositifs méedicaux en
Afrique
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Date de publication : 02/11/2023
Intitulé «<Economic Development in Africa 2023», le dernier rapport de la Conférence des Nations
Unies sur le Commerce et le Développement (CNUCED) indique que la Tunisie, I'Afrique du Sud,
I'Egypte et Maurice détiennent la position de plus grands exportateurs de dispositifs médicaux en
Afrique. Cette situation permettant a ces pays de devenir des plateformes dans ce domaine en
Afrique. La valeur des exportations de dispositifs médicaux représente pour la Tunisie 193
millions de dolla 2018-2020, 119 ie dollars pour iAfrique du Sud, 35,8 miilions de
dollars pour I'Egypte et 32,2 millions de dollars pour Maurice. Ce potentiel peut etre exploite en
introduisant des technologies et des solutions innovantes, en particulier dans les zones rurales.
D'un autre cote, les entreprises doivent disposer de solides performances numeériques pour
obtenir un avantage concurrentiel dans un secteur axe sur la technologie et la numeérisation.
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Tunisia, leader in the medical devices industry in Africa

Entitled "Economic Development in Africa 2023", the latest report
from the United Nations Conference on Trade and Development
(UNCTAD) shows that Tunisia, South Africa, Egypt and Mauritius
are the biggest exporters of medical devices in Africa. This
situation enables these countries to become platforms in this field
in Africa. The value of exports of medical devices represents $193
mililion for Tunisia in 2018-2020, $119 million for South Africa,
$35.8 million for Egypt and $32.2 million for Mauritius. This
potential can be exploited by introducing innovative technologies
and solutions, particularly in rural areas. On the other hand,
companies need strong digital performance to gain a competitive
edge in a sector driven by technology and digitization.
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Tunisia, leader in the medical devices
industry in Africa
According to 2021 figures, only 20 African countries have

pharmaceutical production capacity, including Tunisia,
which is the leading producer and exporter in Afrlca Wlth

production focused mainly on generic products, w
account for around 70% of the total value of local
production.Despite Tunisia's strong positicn on the African

market, the country remains highly dependent on imports
(mainly from France). In addition, shortages of medical
equipment, including medical devices, linked to the
COVID-19 pandemic, have made Tunisia vulnerable to
external shocks
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Impact de 2020 sur le commerce des

Dispositifs Médicaux
2020 impact on the medical devices business

Par Dieudonné Opota
le 27 Mai. 2021 - Géndralités

Exportations Classement général 2021

Taux do variation 2019.2020 des exportations do dupositifs médicaux. tous codes Survoles aver Selon les dunides de 2020, Dant gulinl comate du rapport exportations/importations gu
| wirks pour athicher les valowss part dans s axportations mondlales
LE - total des exportations de DM dans le mande
x : Gt

5 Hoogar o) AS 1% ) LR L

Ltk 436 49N 4 AS 0I?

E pain 154 15 432904 ” 062

rance
s 3 Auorralin | 45 S PINTS ! 0,58%
9
-5,2%

3 +7  Philippines FT68 1515 3, 93018 9y (18%

Eqypt Wil P2 Paie PR P N T

o
Algeria ::;:B 106% 35 41 Slovenia 123 36MM8 139 9401 £ 018
-~ -426% ‘T ’ W Turkey T40 99NS 1 534, T6MS % 0307
R

— . W+l Estonis 248 2108 209 S5018 U™ 0,100

» Morocco g " -3 Bulpea 152 SIMS 1,61 MS oot 010

0
-14,7% 5 &2 17 fuvaly ATAS QOIMS  LILI™ 000
o T 11 56818 325\ wr 08
b

) 8 oL Slovakia 272 E0MS 187 07TALY “re 0N

. J 4 7 004"

3 45 foedaml P2 46515 67.64MS 17%
-1 — T

@ESC



Sociélé Tunisienne de Cardiologie
& de Chirurgie Cardio-Vasculaire
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Daily PCl interventions during the enrollment period

[ NATURE-PCl inclusions RAMADAN
2020

H COVID-19 pandemic period




Comparison between North Africa countries

1000 dilatation/10000 inhabitants in Tunisia

500 Dilatation/10000 inhabitants in Morocco
1200-1300 Dilatation/10000 inhabitants in France
250 Dilatation/10000 inhabitants in Algeria
Cefficient of stenting =1.3

Reimbursement: 3 stents
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Sex-based Social Security difference @Esc

Social security of Female patients Social security of male patients

7% 1% 6% 0.40%
\

26%

= unknown = CNAM Free medical insurance No social security m unknown = CNAM = Free medical insurance m No social security

The Big 4 registry 2023 @



Résultats préliminaires

Centre Nombre total des  Bras Rétrospectif ~ Bras Prospectif
d’investigation TAVI implantées

Hopital Militaire 149 128 21
Principal

d’Instruction de

Tunis

Hopital 23 19 04
Aberrahmen Mami,

Tunis

Hopital La Rabta, 32 30 02
Tunis




Centre
d’investigation

Hopital Hedi
Chaker, Sfax

Nombre total des
TAVI implantées

08

Bras Rétrospectif

07

Bras Prospectif

01
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Résultats préliminaires

Investigateurs

Nombre total des TAVI  Bras Rétrospectif

implantées

Registre Nationai de TAVI

Bras Prospectif

Région du grand Tunis (Dr Hajlaoui, Dr 29 25 04
Lahidheb)

Région de Sousse (Dr Kacem, 03 . 03
Cliniques Zayatine& Essalem)

Région de Sfax (Dr Kharrat, Dr 36 33 03
Morched)
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Société Tunisienne de Cardiologie
& de Chirurgie Cardio-Vasculaire
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ED reveals cardiac pacing

secrets in Tunisia
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'NATURE-CIED

AR

National Tunisian Registry of Cardiac impiantable Electronic Devices
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Nationwide Multicenter Prospective Observational
Registry with 1 year follow-up period

January 2021 - January 2022, at all public and private
CIED implanting Centers that agreed to participate in the regisiry.

all consenting patients who underwent CIED including
primary implantation, generator replacement and upgrade system.

non-consenting patients, those operated exclusively for
| lead dysfunction



INCLUSIONS DEPENDING ON TYPE OF CIED
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100.0% The majority of patients underwent conventional PMs

90.0% | 86.5%
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Promoting Local Production and Innovation
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Strengthening Healthcare Infrastructure and Training

a B U

Integrate medical
device management
and maintenance
training into existing
healthcare education
to build a sustainable
healthcare system.

invest in upgrading Provide specialized
healthcare training programs for
infrastructure to healthcare
ensure adequate professionals on the
maintenance and use, maintenance,
utilization of medical and repair of medical

devices. devices.



Developing Robust Regulatory and Policy Frameworks @ ESC

Harmonize regulatory standards and
procedures across African countries to
facilitate the timely and efficient approval
of medical devices while ensuring safety A
and quality.

* X %

+ Medical
@ *  Device

* ;
Implement risk-based regulatory b % Begwation
approaches that prioritize the review and
approval of essential medical devices,
reducing barriers to market entry for life-

saving technologies.




Guidance on
Reusable Medical
Devices and

Reprocessing
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i1
R

Recycle and Re-Use of Medical Devices
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Conclusion

Access to medical devices is not just a matter of convenience!
=> it directly impacts patient outcomes and public health

Tunisia and other African countries face significant challenges in
accessing medical devices
=>» high costs, reliance on imports and regulatory hurdles

However, encouraging local expertise, fostering innovation, and
strengthening regulatory frameworks, Tunisia and Africa can overcome
these challenges and build sustainable healthcare systems that prioritize
accessibility, affordability, and quality
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THE TUNISIAN SOCIETY OF CARDIOLOGY
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