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Goal 3. Good health and well being
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SDG3: Achieve universal health coverage, including 
financial risk protection, access to quality essential 

health-care services 
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Agenda 
SDG, UHC, PRIORITIZATION

WHO ESSENTIAL AND PRIORITY LISTS to inform 
development of National lists to increase access.

• Medical devices

• In vitro diagnostics

• The COVID situation

October 2020
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Priority Medical Devices and Essential in vitro 
Aim to inform national lists for procurement / 

reimbursement/ UHC coverage

National lists of Medical Devices

https://www.who.int/medical_devices/publications/global_atlas_meddev2017/en/

The Global Atlas is being updated December 2020! 

https://www.who.int/medical_devices/publications/global_atlas_meddev2017/en/


Medical 
Devices

Medical 
Equipment

Medical 
Software

Single Use 
Medical 
Devices 

PPE..

Surgical 
Instruments

Implantable 
Medical 
Devices

IVDs

Medical Devices scope: 

Patients

Self –used 

Doctor/ 

Nurse/ 

Technician



Sequence of process to 
ensure access to appropriate 
and safe health technologies



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

• Priority and Essential 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

Value chain To ensure improved 
access of safe, quality medical 
devices 
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2015 WHO survey on national authorities on HTA 
indicated mostly clinical effectiveness and safety of 

product are assessed in the case of  medical
devices.  (WHA60.23)



Priority medical devices by interventions and levels of care

2015 2017 2020
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In development: 

2017-2020 to include 

also  Stroke and 

Diabetes. 



The WHO Model List of 
Essential In Vitro 
Diagnostics (EDL)

Adriana Velazquez Berumen  | Senior advisor on medical devices, EMP, Geneva www.who.int

Department of Essential Medicines and Health Products
JOINT UNICEF – UNFPA – WHO MEETING WITH MANUFACTURERS AND SUPPLIERS

November 2020



EDL scope and oversight
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Scope : Test categories - No brand names:

• Disease-specific tests (infectious and NCDs)

• General tests 

Oversight: Strategic Advisory Group  of Experts on IVDs 

(SAGE IVD)

Review: Annual review by SAGE IVD

First meeting  April 2018

Second meeting 18 – 22 March 2019 

Third virtual meeting  June - July 2020.

Source:  Image from iStock.com



Personal protective equipment, in vitro diagnostics and medical equipment 
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Medical devices are indispensable to test, treat 
patients and protect health care workers 



Health technology Assessment, 
Health technology management  and 
lists of priority medical devices and essential IVDs.



Priority medical devices list for 
the COVID-19 response and 
associated technical specifications 

Link to the clinical interventions

https://www.who.int/publications/i/item/WHO-2019-nCoV-MedDev-TS-O2T.V2

Devices for protection, diagnose, treatment and palliation Technical specifications description 

https://www.who.int/publications/i/item/WHO-2019-nCoV-MedDev-TS-O2T.V2


Priority list of PPE 
and technical specifications including 
QA and standards recognition 

WHO Priority medical devices for 

COVID-19 :

Surgical Masks

Non Surgical Masks

N95 masks

Googles

Faceshields

Gloves

Gowns

…

List of PPE New publication Description of tech specif for procurement

https://www.who.int/publications/i/item/WHO-2019-nCoV-PPE_specifications-2020.1

https://www.who.int/publications/i/item/WHO-2019-nCoV-PPE_specifications-2020.1


Priority medical devices information 
system MeDevIS …Q4 2020, 1500 types
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The EDL lists a set of priority IVD categories for use at 

various levels of the healthcare system. 

The EDL:

1. Provides evidence-based guidance to Member States for the 

development of local/national essential in vitro diagnostics lists

2. Informs United Nations (UN) agencies and non-governmental 

organizations (NGOs) who support selection, procurement, 

supply, donations or provision of in vitro diagnostics  

3. Provides guidance to the medical technology private sector on 

diagnostics priorities needed to address global health issues 

The EDL is intended to support IVD policy development,  to support 

patients having diagnostics-informed treatment.

07/12/2020

Objectives of the EDL
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Benefits of an EDL…

• Support countries to prioritize their testing and 

infrastructure needs

• Support outbreak preparedness

• Facilitate the development of high priority new 

IVDs by industry and funders

• Availability of diagnostics will ensure safe and 

rational use of medicines in the EMLs

• Increase affordability by facilitating bulk and 

advanced purchasing

Source:  Image from iStock.com



10 Test    
Categories

11 Test    
Categories 

36 Test    
Categories

58 Test    
Categories

7 Blood 
screening

122 Test 
Categories

September 2019

07/12/2020
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Contents of 2nd edition of EDL

Organised by 

Discipline:

• Clinical Chemistry 

and Immunology

• Blood Transfusion

• Serology

• Microbiology, 

Mycology and 

Parasitology

• Haematology

Organized by Disease:

• HBV

• HCV

• HIV

• Malaria

• Tuberculosis

• HPV

• Syphilis

General IVDs
Section I.a & II.a

Community and health 

settings without 

laboratories

Section I

Health care facilities 

with clinical 

laboratories

Section II

Section I.b, II.b, II.c
Disease Specific IVDs
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Stepwise summary of submission 
review process for the EDL

Step 1

• Pre-submission reviewed by EDL Secretariat submission in close collaboration with relevant 
departments at WHO and invites a full submission if appropriate.

Step 2
• Full submission/change request/additional evidence reviewed for completeness by EDL Secretariat

Step 3

• Each submission is peer-reviewed by at least two members of the SAGE IVD, who formulate draft 
recommendations for consideration by the full committee during the meeting

Step 4

• The evidence provided in each full submission is reviewed and assessed for strength and quality by 
a methodologist

Step 5

• All reviews are published on the WHO website for full transparency and public comment at least 
one month prior to the SAGE IVD meeting

Step 6

• Peer reviewers and methodologists present their recommendations for each application to the full 
SAGE IVD for discussion

Step 7

• The SAGE IVD reaches a decision for each submission by consensus, documents the reasons for 
the decision and makes its recommendation to the Director-General.

Step 8
• The Director-General approves the list.



SAGE IVD meeting held as a series of WebEx sessions over 6 weeks to review:

• 28 applications received

• 26 changes suggested (non editorial)

• 5 sets of additional data to lift conditional listings

EDL 3 includes:

• 13 additional infectious disease test categories including SARS CoV NAT 

and antigen tests and 9 additional tests for NCDs

• New section on endocrine disorder tests

• Re-organization of general tests

Launch expected January 2021.
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EDL 3 update (in process)



1. Technical specifications to support procurement

• Generic specifications that can be used by 

countries as a guide to procure commercially 

available products

2. Guidance on development of a national EDL 

3. Global nomenclature for IVDs

• Supporting regulatory bodies, procuring 

entities, testing sites

4. e-EDL: electronic version of the EDL

• A more user-friendly, comprehensive 

approach to use the EDL which includes

cross-referencing, history of the listing, 

caveats and statements made at the time 

of listing
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Additional tools to support 
implementation of the EDL
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Differences  between the WHO EDL 
and WHO IVD prequalification

• Evidence based selection for policy

• Product categories by type:                

no manufacturer names, no brand 

names.

• Larger scope: Infectious, Non 

Communicable diseases and general 

laboratory tests.

• Outcome. List of types of tests to be 

considered essential for UHC, 

emergencies and wellness.

• Note: EDL includes references to WHO guidelines, 

WHO documents and Prequalified products that 

correspond to certain categories of test. 

• Specific product assessment

• Specific IVDs assessed for quality, 

safety and performance, listed by product 

manufacturer, model, brand name.  

• Limited scope: HIV, malaria , syphilis, 

G6PD, HPV, HCV, HBV, cholera.

• Outcome: a list of quality assured 

branded products that are eligible for 

procurement by UN agencies, NGOs, 

donors or Member States.

• PQ by product is time bound to assessment performed 

to the specific brand/model.

The EDL is policy oriented and PQ lists quality assessed individual products.

Model list of Essential IVDs List of WHO Prequalified IVDs



WHO Essential in vitro diagnostic list: 
2018, 2019, 2020 
@200 diagnostic tests in  3 tiers



The electronic EDL – to be launched 23rd March 2020

07/12/2020 |     Development process of the 

WHO EDL 
26

EDL secretariat

E-EDL   … Q4 2020



07/12/2020 |     Title of the presentation 27

Global Implementation:          
From WHO tools: EDL & PMD to 

access of MD & IVDs at country level

Call for new tests to 
be added general 

and disease specific

Review by WHO

Public consultation  
Recommendations 

by  SAGE

Publication of a list

WHO HQ

WHO

EDL 
PMD 

Local needs: 
epidemiolog

y , 
resources, 
committee

Prioritized  
national 

list

Country

Specialized 
care, 3rd

level

2nd level

Primary 
care

Health facilities. Final users



COVID situation 



https://www.who.int/
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Information 

Med 

dev 

and 

PPE 

info
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https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/covid-19-critical-items

COVID CRITICAL ITEMS 
PUBLISHED IN COVID SITE

https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/covid-19-critical-items
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https://www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance-publications?publicationtypes=3621862b-3c59-4efc-93f2-9c68d6a424ea

Technical guidance for decision 
making



In 6 languages. 
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Inventory tool for COVID 19 
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Catalogue COVID products, include PPE, 
( for 120 LMI  countries) 

On line supply portal to the catalogue Personal protective equipment types



https://covid-19-response.org/
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Supply portal  COVID-19, includes all 
priority medical devices: Dx. Tx, PPE 



Screen

T  SO2

PCR

RDT 

US
XRAY

CT 
64S

Need an HTA special process by case

07/12/2020 |     Title of the presentation 35

Screening and Diagnostic steps and 
technical specifications w IAEA



Technical specifications for procurement

20202019

WHO IAEA

Technical specification under 

development  (Aug 2020)

US, XRAY, CT

Oxygen delivery systems

Ventilators, pulse oximeters

EKG, infusion pumps, monitors all 

consumables



Selecting innovative technologies for COVID-19 response. 
WHO call opened in March: 174 received, 
Types of technologies: oxygen delivery, ventilators, PPE, digital 
health, others. 

Innovator submits  
prototype or  

available product 
to international 
innovators call 

Funding agency 
selected product 

Or

independent 
innovators

submit for WHO 
assessment

WHO review 
dossier.

Expert panel and 
external review 

from LMIC  

Pitch presentation 
to expert panel

Feedback to 
developer

Voting for 
approval 

If approved: 

published in  
WHO 

compendium, 
clearinghouse 

Even 
procurement  by 
WHO or other 

partners
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https://www.who.int/emergencies/diseases/novel-coronavirus-2019/global-research-on-novel-coronavirus-2019-ncov

R & D and TAP
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Medical devices are indispensable to test, treat 
patients and protect health care workers 



time topic Participants
16.00 Training Bill and Tobey
16.10 Nomenclature Eunice
16:20 Priority medical devices, MEDEVIS Mario, Antonio and Francesco 
16:40 Prequalification Stefano, Alison, Laurence, Riad, Mohid, Sasikala
17:00 Innovation Gaby, Kim, Cesar, Carolyne; Jani; Tom , Yadin; Hans Peter, 
17:20 Local production and tech transfer Rainer, Einstein, Mohid, ( X IVD)
17:40 Country data, facility assessments, global atlas Valeria, Heike, Ricardo, Barun, Thierry, Joshua, 
17:50 Donations Dinsie; Humatem,

18:00 Website Daniela and Adriana
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Agenda 30 November



Conclusions

1. WHO has methodologies to select essential and priority health 

products:  

medicines, vaccines, 

assistive and medical devices and in vitro diagnostics 

Based on evidence and expert groups.

2. The objective is that these lists serve as a reference for 

Member States so that can be adapted and adopted locally.

3. These lists should be used to support universal health 

coverage, emergencies and well being of local population.
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Email: edlsecretariat@who.int EDL website: 
http://www.who.int/medical_device
s/diagnostics/Selection_in-
vitro_diagnostics/en/


