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Definitions: Medical devices are health technologies that 

include: in vitro diagnostics, implantables, medical 

equipment, software, surgical instruments, …  
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Medical devices need to be appropriate for each 

Health Care Facility 
• Specialized 

hospital 

• Regional 
hospital 

3. 
Terciary 

care 

• District 
Hospital 

• General 
Hospital 

2. 
Secondary 

care 

• Health 
post 

• Health 
center 

 

1.  

Primary care  
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Medical equipment ( niveau 3) 

  
 Are medical devices that require installation, maintenance , 

callibration, consumables, spare parts. 

 Their  design, evaluation , procurement, planning,  training, 
maintenance and decommissioning usually done by 
biomedical engineers. 
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Medical devices that do not need maintenance: 

Single use devices  

– Cathéters 

– IV sets 

– Syringes 

– Condom 

– … 

• Last secondes 

•  / minutes/ heures 

• Incinérable, single use 

• $- $$ 

Implantables 

– Prothesis 

– Pacemaker 

– Stent 

– Intramedular  

•  Many years 

• Biocompatible  

• Patient monitoring 

• $$- $$$$$ 
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The performance does not depend on the device itself but on 

the way they are used , this has to be safe and correct, 

 

 

 

 

 Most medical devices require intermediary 

 Device - doctor/ nurse/ technician – patient 
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More devices  are being used by 

the persons themselves 

 Medical and assistive devices, point of care in vitro 

diagnostics, personal protective equipment, mobile 

apps w diagnostics.  

 

. 
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- All medical equipment for patient 

care 

- Diagnostic imaging 

- Laboratory and pathology 

equipment 

- Implantable medical devices  

- Personal protective equipment 

Prosthesis and orthesis 

- Quality assurance  

- Radiation protection devices 

- Single use devices ( IV) 

- Solutions and reagents 

- Sterilization equipment 

- Surgical instruments 

- …. 

 10,000 Types of medical devices 
 500,000 different products commercially available  
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Medical devices are technologies  indispensable to 

accomplish the health related SDGs:  

prevent, diagnose, treat, palliate, assist. 

Target Example of health technology/ 

medical device 

3.1 by 2030 reduce the global maternal mortality ratio 

to less than 70 per 100,000 live births  

Blood pressure meters, pregnancy 

tests,  surgical instruments, cord 

clamps.. 

3.2 by 2030 end preventable deaths of newborns and 

under-five children  

Neonatal resuscitation devices, 

warming devices/ 

incubators,  diagnostics 

  

3.3 by 2030 end the epidemics of AIDS, tuberculosis, 

malaria, and neglected tropical diseases and combat 

hepatitis, water-borne diseases, and other 

communicable diseases 

In vitro diagnostics to initiate the right 

treatment. 

3.4 by 2030 reduce by one-third pre-mature mortality 

from non-communicable diseases (NCDs) through 

prevention and treatment, and promote mental health 

and wellbeing  

Diagnostics: in vitro, blood glucose 

meters, pathology; x rays…imaging ,  

Treatment: surgical instruments, 

implants, radiotherapy, inhalers 

chemotherapy,  cardiac support 

3.7 by 2030 ensure universal access to sexual and 

reproductive health care services, including for family 

planning, information and education, and the 

integration of reproductive health into national 

strategies and programmes  

From condoms to contraceptive 

devices 
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Modified from , Health systems financing: the path to universal coverage. Executive summary, The World Health Report,  

WHO/IER//WHR/10.1, 2010 

Medical devices are required to achive SDG3: 

universal health coverage, including financial risk 

protection, access to quality essential health-

care services  
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Global Atlas of Medical Devices 2017 includes 

global, regional and country profiles 

13 

Country participation in the Baseline 
Country Survey of Medical Devices 

Nomenclature systems for medical devices 
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To define national policies 

 

14 

Government establishes national policies, regulates and 

selects  and supplies  medical devices 
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Pharmacists are to medicines as biomedical 

engineers are to medical devices!!.  

Biomedical engineers study: math, calculus, chemistry, biology, pathology, physiology, 
electronics, mechanics, physics, biochemistry, biomechanics, transducers, optics, … 

• Country information on the 

number of biomedical engineers 

and technicians,  

• Educational institutions  

• Professional societies 

• roles in the life cycle of a 

medical device, from conception 

to use.  
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National regulatory authorities in the governments decide which 

medical devices can enter the local market.  ( WHA67.20) 

Global current status of medical device regulations; existence of a 
national legal framework for medical devices 
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2. Sequence of process to warranty access 

to appropriate and safe medical devices.  
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Continuous Spectrum of health technology 

assessment for priority setting and decision 

making by income level 

Fragile states:  

HTA define:  

Basic packages 

Emergency kits 

Disaster planning 

Low income countries with 
low coverage,  

Primary health care 
interventions 

HTA Define:  

Essential medicines  package,  

Essential interventions 
mainly  for MDG  

Vaccination package 

Prevention and some 
treatment.  

Define which ones to add. 
and to whom. 

 

Middle and high income 
countries with  medium 
coverage: 

HTA  for defining : 

Package of interventions on 
prevention, promotion,  and 
some on treatment and 
rehabilitation. 

  

HTA to define extension on : 

NCD interventions 

Vertical programs. 

For specific populations. 

Strong health system 

Integrated -care 

People-centered 

Universal health coverage 

 

High coverage : 

Prevention, Diagnostic, 
Treatment, Rehabilitation, 
Palliative care,  Home care 

Medicines, Devices, 
interventions 

For all: children,  Adolescents 
Mothers and Ageing 
population 

 HTA to define innovative or 
extra  services. Coverage and resources,  define  continuum of HTA activities.  

 location of different HITA activities     relevance of activities changes by position 

H
e

alth
 System

s 

Need to perform 
HTA is higher 
where resources 
are limited 
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2015 WHO survey on national authorities on HTA 

indicated the following areas are/are not being 

assessed for medical devices.  (WHA60.23) 
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Lists of priority medical devices 

20 

http://www.who.int/medical_devices/publications/priority_med_dev_cancer_management/en/  

http://www.who.int/medical_devices/publications/priority_med_dev_cancer_management/en/
http://www.who.int/medical_devices/publications/priority_med_dev_cancer_management/en/
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Halt the rise 
in diabetes 

and obesity 

A 10% relative 
reduction in 
prevalence of 
insufficient 
physical activity 

At least a 10% 
relative 
reduction in the 
harmful use of 
alcohol 

A 25% relative reduction in risk 
of premature mortality from 
cardiovascular disease, cancer, 
diabetes or chronic respiratory 
diseases 

An 80% 
availability of the 

affordable basic 
technologies and 

essential 
medicines, incl. 

generics, required 
to treat NCDs 

A 30% relative 
reduction in 

prevalence of 
current tobacco 

use 

A 30% relative 
reduction in 

mean 
population 

intake of 
salt/sodium 

A 25% relative 
reduction in 
prevalence of raised 
blood pressure or 
contain the 
prevalence of raised 
blood pressure 

At least 50% of 
eligible people 

receive drug 
therapy and 

counselling to 
prevent heart 

attacks and 
strokes 

9 Global NCD targets to be 

attained by 2025 (against a 2010 baseline) 
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Defining, Guidelines, Interventions, and 

medical devices by levels of care. 

Work on priority medical devices 2014- 2016  

23 

In development: 
2017-2018 
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Interventions 

Medical Devices 

FAMILY PLANNING and REPRODUCTIVE HEALTH 
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Definition of  list of  all priority medical devices for cancer 

management (continuum of care)  to support to implement country 

cancer programs 

 

 

25 
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Total: 684 MD Total: 484 MD 

C
ap

it
al

 e
q

u
ip

m
e

n
t Medical equipment 82 

Laboratory & pathology 
equipment 

62 

Quality assurance devices 28 

Surgical instruments 81 

Total: 253 
Laboratory & pathology eq. 26 

Personal protective eq. & clothing 22 

Radiation protection /monitoring 
devices 

23 

Single use 
devices/disposables/medical 
supplies 

179 

Solutions and reagents 108 

Other (glassware, utensils, etc.) 70 

Software 3 

Total: 431 

Si
n

gl
e 

u
se

, c
o

n
su

m
ab

le
s…

 

Examination & diagnosis 58 

Referral 101 

Labor 67 

Surgery & anesthesia 83 

Inpatient care – mother & 
newborn 

49 

Inpatient care – child 47 

Intensive care 79 

Total: 484 

M
e

d
ic

al
 e

q
u

ip
m

e
n

t 
fo

r…
 

Mobile specimen x-ray system, 
analogue (42279) 

Mobile specimen x-ray system, digital 
(42280) 

Stationary specimen x-ray system, 
analogue (42284) 

Stationary specimen x-ray system, 
digital (42282) 

Basic diagnostic x-ray system 
application software (40866) 

Basic diagnostic x-ray system operation 
software (40821) 

Diagnostic x-ray digital imaging system 
workstation application software 
(58473) 

X-ray system tube support, ceiling 
mount (40946) 

X-ray system tube support, floor stand 
(37076) 

X-ray system tube support, gantry 
mount (40949) 

X-ray system tube support, table mount 
(40951) 

X-ray system tube support, wall mount 
(40947) 

Basic diagnostic x-ray system table, 
non-powered (40654) 

Basic diagnostic x-ray system table, 
powered (40655) 

…. 

GMDN – X-ray 

Total: 11 MD 
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Using the priority list of medical devices, to 

determine the gaps: needs assessment 
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Medical Device Donations represent more 

problems than benefits if wrongly done 

28 
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Procurement of medical devices 

 plus 60 technical 
specifications  for 
procurement 
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Technical specifications of 

Neonatal resuscitation devices 

30 



HIS/EMP | Communications Planning 

Technical specifications  

of oxygen concentrators 

• http://www.who.int/medical_devices/publications/ 

• tech_specs_oxygen-concentrators/en/ 

31 
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Maintenance of medical equipment 
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Local production and technology transfer to increase 

access to medical devices. 
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Research, development and innovation : WHO 

Compendium of Innovative Health Technologies  

for Low Resource Settings 

Intern Medical Devices, Ina Indlekofer, 16 September 2016 

Source: http://www.who.int/medical_devices/innovation/compendium/en/, 15.09.2016 
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WHO Collaborating Centers 
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NGO in official relations with 

WHO 
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WHO Publications on the safe and 

quality use of medical devices, example 

ultrasound 

http://www.who.int/medical_devices/publications/en/ 

37 

http://www.who.int/medical_devices/publications/en/
http://www.who.int/medical_devices/publications/en/
http://www.who.int/medical_devices/publications/en/
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who.int/medical_devices/en/ in 

 English, Spanish, Chinese and French 

38 
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Conclusions 

Science and technology are evolving daily , so are medical 

devices that need to be designed, regulated, assessed, 

managed and use properly.  

 
Medical devices 

• Are indispensable for health care provision and need to be appropriate to the 

setting  

• Are not pharmaceuticals, do not achieve systemic biochemical changes 

• Can be 1 mm to 4 mts; last 1 second or 30 years; weigh 1 gram or 1 ton.. 

• Require special training to be used appropriately,  

• Some require maintenance and spare parts 

• Require collaborative work from  biomedical engineers with doctors, nurses, 

laboratory technicians, radiographers, IT, hospital managers….   to help in 

the selection, supply, training and  best use of medical devices.  

• Are necessary  to provide universal health coverage and to achieve the 

health related Sustainable Development Goals.  

Much work needs to be done in this area, specially in LMIC to ensure access!! 
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Thank you ! 

 
 

 www.who.int/medical_devices 
 

velazquezberumena@who.int 
 

medicaldevices@who.int 
 
 


