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Health technologies includes thousands 
of types of  Medical Devices.
They have no pharmacological action. 
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Personal protective equipment, in vitro diagnostics and medical equipment
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https://www.who.int/health-topics/medical-devices#tab=tab_1

COVID-19 requires many types of medical devices. 
Biomedical engineers need to ensure technology is safe, 
effective, good quality and appropriate to the settings.  

https://www.who.int/health-topics/medical-devices#tab=tab_1


R&D

• Academia and

• Medical devices industry

Regulations

• Regulation process of medical devices

• Lists of approved MD for marketing in country.

Assessment

• Health Technology Assessment

• Priority medical devices lists and Essential in vitro diagnostics

Management

• Technical specifications, procurement and supply

• Installation, inventories, training, maintenance, operations

• Post market surveillance and adverse event report

• Decommissioning, Replacement

• Safe use

Value chain to ensure improved access 
of safe, quality medical devices, 
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WHO Publications of priority medical 
devices and essential in vitro diagnostics 
and related technical specifications of 
quality and safety to be available, 
affordable, acceptable, appropriate.
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https://www.who.int/publications/i/item/WHO-2019-nCoV-PPE_specifications-2020.1 and https://www.who.int/publications/i/item/WHO-2019-nCoV-MedDev-TS-O2T.V2

Technical specifications  including  
quality and safety requirements

https://www.who.int/publications/i/item/WHO-2019-nCoV-PPE_specifications-2020.1
https://www.who.int/publications/i/item/WHO-2019-nCoV-MedDev-TS-O2T.V2
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Medical devices including in vitro 
diagnostics and personal 
protective equipment are used 
along the care pathway 
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Medical equipment should 
include consumables, accessories, 
that should comply with local 
needs and required trained staff 
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Ie. Standards and regulatory 
compliance 



HTM: 
Assessments 
needs  and 

supply 

Tech transfer: 
Local 

production , 
local testing, 
local supply

Safe use

HTA: Priority 
medical 
devices 

Innovation Regulation 
approvals
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LMIC receiving TECH TRANSFER require:
Local regulation, production, testing, 
maintenance and training.



WHO Compendium of Innovative Technologies 

for Low Resource Settings 
searching for tech that can be transferred to LMIC 

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

https://www.who.int/activities/accelerating-impact-for-innovations-for-health
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Evaluation for the compendium 
of innovative technologies for 
Low resource settings. 
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Assessments



C-TAP 
Before tech transfer need to know 
the level of the technology through 
Pre-Assessment Decision Outcomes

Pre-Assessment
findings

Design proposal 
with no publication 

or data 

Category 1

Insufficient 
information to 
consider the 
technology 

Design proposal 
with no 

manufacturing data

Category 2 

Strong evidence of 
the validity of 

design.  
Considered for 

further 
development. 

Proposal supported 
with limited 

publications and 
limited data  

Category  3 

Review  
performance for the 

cohort used in 
studies.  

Applicant has SRA 
HIC  approved 

product 

Category 4 

Need for potential 
additional studies 

for LMIC 

Applicant has a 
WHO EUL 

approved product 

Category 5

Recommend for 
tech transfer

14
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Working together with biomedical engineers to 
solve local, regional and global health problems 



Different settings, where we can make a difference
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Goal: To ensure access to medical devices 
that will support better patient care. 

It is not about the technology but about 
the patient behind the technology
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