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Medical devices are indispensable 
to provide health for all



ICU equipment,  In vitro diagnostics and personal protective equipment
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Core message: 
COVID has given us a lesson: Medical devices are indispensable to test, 
treat patients and protect health care workers.
Biomedical Engineers are professionals responsible of them.
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Our work includes selecting, assessing, 
managing medical devices that will support 
local, regional and global health to support 

patients everywhere.



SDG3: Achieve universal health coverage, including financial risk 
protection, access to quality essential health-care services
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R&D

• Industry and Academics: Research 
and development should be based 
on needs

Regulations

• Regulation process  of medical devices

• Lists of approved MD for marketing in country.

Assessment

• Health Technology Assessment

• Lists of MD for reimbursement or procurement

Management

• Procurement

• Installation, training, maintenance

• Safe use, operating costs  and clinical effectiveness

• Post market surveillance  and adverse event report

• Decommissioning, Replacement

To ensure improved access of safe, quality medical devices



WHO Medical Device 
Technical Series to 
ensure improved access, 
quality and use of 
medical devices
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Sequence of process to ensure access to appropriate 
and safe health technologies



Global Atlas of Medical devices
Country profiles and data in Global Health Observatory
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Nomenclature for medical devices

WHO is using EMDN to refer to all priority medical devices because it is open access and 
anyone anywhere can use it, later if agreements, will refer to others

5/9/2023
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Health technology Assessment, Health technology 
management and lists of priority medical devices



Availability of biomedical engineers is increasing globally. They need to participate in 
decision making related to medical technologies

Countries with at least one BME professional 
association by WHO region



Selecting priority medical devices 
for national lists



Priority medical devices
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Essential in vitro diagnostics

https://www.who.int/health-topics/medical-devices
https://medevis.who-healthtechnologies.org/

https://www.who.int/health-topics/medical-devices
https://medevis.who-healthtechnologies.org/


https://www.who.int/publications/i/item/9789240027978 18

Priority Medical Devices 
can be used for:

Prevention,
Diagnosis,
Treatment,
Rehabilitation,
Palliation.

Should be available at 
different levels of care.



WHO Lists of Priority medical devices by interventions and levels of care

2015 2017 2021
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Medical devices used along the care 
pathway 



Interventions by 
clinical area
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WHO Essential in vitro diagnostic list: 2018, 2019, 2021



Presentation of the EDL 3

The WHO EDL is presented by health-care facility level in two tiers and a Do Not Do recommendations 
section

25



Tools to support countries 
• 1.WHO Technical Report Series: The selection and use of essential IVDs

• 2.Electronic EDL (eEDL)

• 3.Selection of essential in vitro diagnostics at country level: using the WHO Model List of Essential In Vitro Diagnostics 
to develop and update a national list of essential in vitro diagnostics

• 4.Technical specifications to support selection and procurement of IVD products (work under development)

https://www.who.int/publications/i/item/9789240030923 26



Moving toward electronic databases
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MeDevIS eEDL



Priority medical devices information system MeDevIS

https://medevis.who-healthtechnologies.org/
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https://medevis.who-healthtechnologies.org/devices/COM_321
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Links to WHO publications, technical specifications and training material



MEDEVIS, PHC: cross sectorial, community and general outpatient.
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e-EDL electronic platform



e-EDL: No laboratory settings
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Global Implementation:
WHO lists (EDL & PMD) to be used for development or update of national lists, to 

increase access at country level

Review of evidence, 
guidelines, types of medical 

devices for interventions

Expert input,                  
Public consultation

Recommendations by  
SAGE IVD  / STAG MEDEV

Publication of  list and 
update e-EDL, MEDEVIS, 

UHCC, ICD

WHO 

WHO

EDL PMD

Local needs: 
epidemiology , 

resources, 
committee

National lists 
prioritized

Country: National committee

Specialized 
care, 3rd

level

2nd level

Primary 
care

Health facilities. Final users



2017: 50 types
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Other complementary lists: 
Priority assistive products



Links with other 
WHO platforms 
i.e., ICD-11
relation to 
diseases, health 
conditions.
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Towards the 2023 
compendium of 
innovative technologies 
for low resource 
settings



https://www.who.int/activities/accelerating-impact-for-innovations-for-health

Preparing the 2023 Call for the Compendium of innovative health 
technologies for low resources settings

https://www.who.int/activities/accelerating-impact-for-innovations-for-health


WHO assessment of 
innovative health 
technologies for The 
Compendium 
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It requires the input of all STAG 
MEDEV working groups.

1. Revision and detailed feedback 
of the material for the call by 
the Innovation working group. 
The material includes the 
submission form and list of 
requirements.

2. Consolidation of the material by 
the STAG MEDEV.
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Assessment
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Example of a 
compendium 
page
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Propose:
The Call in June, evaluations Sept-Oct, publication December 2023
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Process in 2021
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• Advisory groups

STAG MEDEV: Strategic and technical advisory group of experts on 
medical devices.

• Areas of expertise : • Originating from:

Albania Australia Austria Bangladesh Canada

China Ethiopia France Greece India

Kenya Lebanon Malaysia Nepal Nigeria

Pakistan Paraguay Peru Rwanda Saudi Arabia

Senegal Singapore South Africa Tunisia Uganda

United 
Kingdom

United 
States of 
America

Uruguay

https://www.who.int/groups
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Decision approved in WHA 751 

28 May 2022

• On standardization of medical devices nomenclature… Decided to request the Director 
General:

(1)to integrate available information related to medical devices, including terms, codes, 
and definitions, in the web-based database and clearinghouse established in line with 
resolution WHA60.29 (2007) and now available as the Medical Devices Information 
System (MEDEVIS); and to link this to other WHO platforms, such as the International 
Classification of Diseases, (ICD-11) to serve as a reference to stakeholders and Member 
States;

(2)to submit a substantive report on progress made in implementing this decision to the 
Executive Board at its 152nd session in January 2023, and in January 2025

5/8/2023

(1) https://apps.who.int/gb/ebwha/pdf_files/WHA75/A75_11Add1-en.pdf
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WHO needs your expertise to 
ensure medical devices are safe, 
effective, appropriate, accessible, 
available and affordable by all 
that need them



Conclusions

WHO continuously develops guidelines, norms and standards on medical 
devices and related technologies, to support implement at country level.

Biomedical engineers should get involved in selection, needs assessment, 
management, regulations of all types of medical devices.

Collaborative work with other health professionals is required, 
particularly medical doctors, nurses, technicians, biomedical scientists, 
pharmacists, health facility managers.

The goal is to save lives and increase quality of lives with medical devices 
that are accessible, safe and of assured quality.
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• Medical devices WHO website

• https://www.who.int/health-topics/medical-devices#tab=tab

• MEDEVIS

• https://medevis.who-healthtechnologies.org/

• Nomenclature

• https://www.who.int/teams/health-product-policy-and-standards/assistive-and-medical-technology/medical-devices/nomenclature

• In vitro diagnostics WHO website

• https://www.who.int/health-topics/in-vitro-diagnostics#tab=tab_1

• eEDL

• https://edl.who-healthtechnologies.org/
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Important links   references

https://www.who.int/health-topics/medical-devices#tab=tab
https://medevis.who-healthtechnologies.org/
https://www.who.int/teams/health-product-policy-and-standards/assistive-and-medical-technology/medical-devices/nomenclature
https://www.who.int/health-topics/in-vitro-diagnostics#tab=tab_1
https://edl.who-healthtechnologies.org/

