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Global medical Device 
access

Challenges and Opportunities



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

• to patients • to healthcare providers!

✓ Reliability
✓ reduced need for assistance
✓ increased comfort/security
✓ a sense of control

✓ Efficiency
✓ Reliability
✓ Automation
✓ human error reduction
✓ ease of use

Access to medical devices is crucial for delivering effective healthcare services, 
ensuring timely diagnosis and treatment, and improving patient outcomes



Current Situation in Africa





Limited access to Medical devices



Dependence on Imports: 
High Costs, Delays

DES cost: 300  to 800  €
Mitral clip: 360000 €
TAVI: Edwards: 24 000 €  Medtronic
Evolued: pro+ 14000 €
Myval:18000 € 





Inconsistent Regulatory 
Frameworks but evolving!







Organisational set-up and functions performed by NMRAs in Africa Source: Various Reports, Websites; 
including national government websites, WHO websites, African Union websites, and general web 
resources U information not available

DPM: checks each batch of stents each time…(AMC, 

technical important control unit).

National Medecine agency: centralised purchasing





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, which 

is organized within the framework of cooperation and joint action with the AMA, the African 
Union and the WHO



What about Tunisia?





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 
million 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.

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 Africa, with 
production focused mainly on generic products, which 
account for around 70% of the total value of local 
production.Despite Tunisia's strong position 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

Tunisia, leader in the medical devices
industry in Africa



2020 impact on the medical devices business





Public sector
N = 1534

113 

investigators

29 

centers

> 250

101 - 250

51 - 100

26 - 50

1 - 25

Inclusions rate 

according to 

governorate

2 039 

patients
24,8%

75,2%

Private sector
N = 505

09 months

Inclusion period

2962 lesions

2925 PCI



Daily PCI interventions during the enrollment period

Feb Mar Apr May Jun

NATURE-PCI inclusions RAMADAN

2020

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



Sex-based Social Security difference

1%

66%

26%

7%

Social security of Female patients 

unknown CNAM Free medical insurance No social security

0.40%

73%

20%

6%

Social security of male patients

unknown CNAM Free medical insurance No social security

The Big 4 registry 2023
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NATURE-CIED reveals cardiac pacing 
secrets in Tunisia



NATURE CIED: STUDY DESIGN

Nationwide    Multicenter    Prospective    Observational    

Registry with 1 year follow-up period 

Patient enrollment: January 2021 - January 2022, at all public and private 

CIED implanting Centers that agreed to participate in the registry. 

Inclusion criteria: all consenting patients who underwent CIED including 

primary implantation, generator replacement and upgrade system.

Exclusion criteria: non-consenting patients, those operated exclusively for

lead dysfunction



INCLUSIONS DEPENDING ON TYPE OF CIED

1500 patients 

86.5%
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PM: 1298 ICD: 82 CRT-P: 75 CRT-D: 45

CRT: 8%

The majority of patients underwent conventional PMs 

3% in NATURE
HF 2018



Opportunities and 
Solutions



Promoting Local Production and Innovation



Strengthening Healthcare Infrastructure and Training

invest in upgrading 
healthcare 

infrastructure to 
ensure adequate 
maintenance and 

utilization of medical 
devices.

Provide specialized 
training programs for 

healthcare 
professionals on the 
use, maintenance, 

and repair of medical 
devices.

Integrate medical 
device management 

and maintenance 
training into existing 
healthcare education 
to build a sustainable 

healthcare system.



Developing Robust Regulatory and Policy Frameworks

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

Implement risk-based regulatory 
approaches that prioritize the review and 
approval of essential medical devices, 
reducing barriers to market entry for life-
saving technologies.



Recycle and Re-Use of Medical Devices



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



Thank you for your attention
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