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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.

ICU equipment, In vitro diagnostics and personal protective equipment



Medical Devices include more then 10,000 types
in vitro and non in vitro:
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WHO TRIPLE BILLION

The Triple Billion targets

Universal health coverage Health emergencies Healthier populations
One billion more people benefitiing from universal healih coverage, One billion more people better protected from health emergencies One billion more people enjoying better healih and well-being, tracked
tracked via 15 indicators. tracked via six indicators via 14 SDG indicators.
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Our work includes selecting, assessing,
managing medical devices that will support
local, regional and global health to support

patients everywhere.

| Title of the presentation 6



SDG3: Achieve universal health coverage, including financial risk
protection, access to quality essential health-care services
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To ensure improved access of safe, quality medical devices

e Industry and Academics: Research
and development should be based

on needs
&
Yk
* Health Technology Assessment /Qg_fm%@\
e Lists of MD for reimbursement or procurement \ffy ﬂ,\l
o-te,

e Regulation process of medical devices
Lists of approved MD for marketing in country.

Regulations

Procurement

Installation, training, maintenance

Safe use, operating costs and clinical effectiveness
Post market surveillance and adverse event report
Decommissioning, Replacement )
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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

ealth technology Health technology = Health technolog
regulation assessment management

Safety Clinical Procurement
performance effectiveness Selection

and quality Ethics Training

Social issues Use

Organizational
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Global Atlas of Medical devices

Country profiles and data in Global Health Observatory

Draft for consultation
Version 9, 5 May 2022

Baseline country survey () o e
: A &%, Organization
on medical devices

Global atlas of

Global atlas of
medical devices

WHO medical devices technical series

Existence an d type of official nomenclature
system for medical devices
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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

In addition, 105 member states use, at least, one nomenclature system with the following types: 18% a
Mationally developed nomenclature system, 9% use the Universal Medical Device Momenclature System
(UMDNS), 8% use the Global Medical Device Nomenclature (GMDN), 5% use more than one system and
15% uses the European Medical Device Momenclature (EMDN) (see Fig. 2).

Nationally
developed
32 (18%)

Mone officially

Global atlas of medical devices 2022

Based (do not have)
an EMDN 81 (45%)
27 (15%)
Based
on GMDN
15 (8%)
Based More than
on UMDNS one system
16 (9%) 9 (5%) n=180

i for med dew {data from the 2020 Country survey and the
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European Medical Device Nomenclature (EMDN)

This webpage displays the most up to date (version 1.1) af the European Medical Device Nomenclature (EMDN). To dawnload the mast up to wersion, please dick on the link below ‘download ful

it
This platfarm iz also 3 submizzion platfarm far any linguistic, syt randation feediick users and the wider healthcars cammunity may wish (o provide.

Flease note that in this updated version of the EMDN, same linguistic and syntax carecians have aready been implemented. In addilion, new terms and descripions for medical device safware
{under Categories J, W and Z) have been rolled out

1. What is the European Medical Device Nomenclature (EMDN)?
Per Article 28 of Regulation (EU) 20° 3

(EMDN} sims at supparting
EUDAMED, where it will be

Medical Device Namendature
x devices in

dacumentatio
dervice descri

Read more

wwnioad EMDN (downlaad full list)

Propose a new translation for an EMDN term description

Salect the EMDN term deacription Cooda Jo1ot

Offical term PACE MAKER IMPIANTASIL!
descriptian in ltallan

Draft tarm IMPLANTABLE PACEMAKERS
gescrption in

English

New propasal for English term descripion
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Health technology Assessment, Health technology
management and lists of priority medical devices

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

Figure 1.1 Density of biomedical engineers per 10 000 population globally (as at January 2016)

#7ZB% World Health
%@ Organization

HUMAN RESOURCES
FOR MEDICAL DEVICES

The role of biomedical

8 Source: Data was collected from three different sources: government offices and ministries of health (through surveys lounched by WHO between 2010-2015); IFMBE; and
engl neers universities offering BME programmes.

WHO Medical device technical series

Countries with at least one BME professional
association by WHO region

u AR
m MR
W ENR
m ER
m SEAR
m WPR

Source: Dato was reparted in surveys loundhed by WHO fram 20092015,



v

L(

Selecting priority medical devices
for national lists
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Priority medical devices

Essential in vitro diagnostics

a |

The selection and use
of essential in vitro
diagnastics

Priority medical devices list for the
COVID-19 response and associated
technical specifications
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Technical specifications
of radiotherapy
equipment for cancer
treatment

s,
N https://www.who.int/health-topics/medical-devices
{43 World Health =) HEALTH https://medevis.who-healthtechnologies.org/
Wy Organization | FORALL


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

Priority Medical Devices
can be used for:

Post surgery/ End-of-life
intensive care care

Rehabilitation

Digital health support interventions

@ B o

al devices

Prevention,
Diagnosis,

TERTIARY (SH)

WHO list of priority me

Rehabilitation,
Palliation.

* Hospitallza-

Level of care*
SECONDARY (DH)
AND TERTIARY

Should be available at
different levels of care.

A

% Rehabllitatlon

PRIMARY (CL, HC)
SECONDARY
AND TERTI

b Palllative care
Pre-hospital emergency care

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



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

2015 2017 2021

@yt 9@ unicef® () toeue @) sy
WHQ list of priority

WHO list of priority medical devices for

medical devices for management of cardiovascular

cancer management diseases and diabetes

Interagency list of priority medical
devices for essential interventions

for reproductive, maternal,
newborn and child health

WHO medical device technical series
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Il. Methodology

ses and diabetes

scular disea
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t of priority medical devices for ma
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The methodology used to select the priority medical devices for cardiovascular diseases and diabetes was
based on the methodology defined by WHO to select the previously published lists of priority medical
devices (30, 37). The process involves a review of clinical guidelines to define interventions and identification
of medical devices required to perform each intervention by level of care. However, there were very few WHO
guidelines available for the management of cardiovascular diseases and diabetes; the methodology therefore
had to be modified accordingly. The following overview presents the milestones and the adaptation of the
methodology throughout the process that led to the present publication.

Figure 12.  Methodology: from disease identification to dissemination of information

VPVv®

= Cardiovascular

Disease areas = Stroke
= Diabetes

Clinical
guidelines

Search and selection
according to the
NEATS Instrument

Priority clinical
interventions

Types of
conditions

ICD-11 codes
Final list of

priority medical
devices

Define
information
for databases Dissemination
and systems*
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Priority medical devices list for the
COVID-19 response and associated

technical specifications

() S

Level of health care

Medical devices used along the care

Tertiary care

Secondary and
tertiary care

Primary,
secondary and
tertiary care

Protection/
prevention

pathway

955 Rehabilitation or

99D  Diagnostic PP Treatment palliation

m&{%% Medical imaging

HE Clinical laboratory

”? In vitro tests @ Home care g Palliative care

\&Y Protective equipment

21



Table 2.1 Interventions by clinical area

Interventions by
WWW

clinical area S [—

assessment assessment

Oxygen saturation Py
assessment

Medical Ultrasound scan

imaging p—

X-ray scan, chest

Clinical Blood gas analysis

SScy RT-PCR test o
Antigen test @

Clinical care Multiparametric
monitering
Oxygen therapy

Airway management
and intubation

Non-invasive
ventilation

Invasive ventilation

Infusion therapy

Intensive care
treatment

Central venous
catheter placement

Gastroenteral feeding
Urine collection
Protective General
NV Sqpe Personal protection
P a

Ny
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Clinical care (continued)

m Medical device generic name Accessories/consumables/single-use devices

Airway management
and intubation

Non-invasive
ventilation

Invasive ventilation

Infusion therapy

treatment

Central venous
rathatar nlaramaont

Fibre optic,
diarmeter 28 mim,
with blades

ar

Video-
Laryngoscope,
with blades and
accessories

Laryngoscope

Continuous positive airway pressure (CPAF), for
adult and paediatric, with accessories

Bilewel positive airway pressure unit (BiPAF), for
adult and paediatric, with accessories

High-flow nasal cannula, with accessories

Ventilator for intensive care unit, for adult and
paediatric with accessories

Ventilator for transport, for adult and paediatric
with accessories

Ventilator for sub-acute care, for adult and
paediatric with accessories

Hectronic drop counter, IV fluids
Infusion pump, with accessories
Bectrocardiograph, portable, with accessories

Suction pump Electrical, with
accessories

Manual
Central venous catheters kit with: finder needle,

ewrinna wira dilatar lidacaina cralnal naadla

Compressible self-refilling ventilation bag for adult, capacity >
1500 miL, with masks {small, medium, large)

Airway, nasopharyngeal, sterile, single use, set with sizes of:
20 Fr, 22 Fr, 24 Fr, 26 Fr, 28 Fr, 30 Fr, 32 Fr, 34 Fr, 36 Fr
Airway, oropharyngeal, Guedel, set with sizes of:

Mo 2 (70 mm), No. 3 (80 mm), Mo 4 (90 mm), No. S (100 mm)
Colourimetric end tidal 0, detector, adult and paediatric,
single use

Cricothyrotomy, set, emergency, 6 mm, sterile, single use
Syringe, Luer slip, 10 mL, sterile, single use

Endotracheal tube Stylet, sterile, single use, sizes:

introducer 10 Fr, 30 to 45 cm and 14 Fr, 30
to 45 cm
Bougie, sterile, single use, sizes:
10 Fr, 60 cm and 15 Fr, 70 cm
Tube, endotracheal No. 2, Mo 2.5, No. 3, No. 3.5, No.

4, Na. 5, without cuff, sterile,
single use

No. 4, No. 5, No. 6, No. 7, No. &,
No. 9, with cuff, sterile, single use

Laryngeal mask airway (LMA), size 2, size 3, size 4, sterile,
single use

Lubricating jelly

Forceps Magill, 24 cm

23



WHO Essential in vitro diagnostic list: 2018, 2019, 2021

Basic test characteristics

Test purpose

Test format

Specimen types

Equipment required The selection and use

Regulatory status of essential in vitro
diagnostics

Global availability

Price per test range

Instrument price range

Ethics, equity and human rights issues

Evidence for clinical usefulness and impact

Evidence for economic impact and/or cost-effectiveness
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Presentation of the EDL 3

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

Health care facilities with clinical Do Not Do
laboratories recommendations

section

Community settings and health
facilities without laboratories

e : Refer to test categories that have
l.a General tests (arranged by Il.a General tests (arranged by been listed for discontinuation
discipline) discipline)
I.b Disease-specific tests Il.b Disease-specific tests
(arranged by disease) (arranged by disease)

Il.c Bloods screening tests

.,

N
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Tools to support countries

* 1.WHO Technical Report Series: The selection and use of essential IVDs
e 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
» 4Technical specifications to support selection and procurement of IVD products (work under development)
The selection and use
of essential in vitro —
diagnostics o Selection of Essential
R ey In Vitro Diagnostics at
S Country Level
: atitis C antibody (A C ) \
= >
@) Sora ety e i ot Bl B sl g m\‘w
¢7RN *
\‘{@V; World _Hea_lth D) HEALTH https://www.who.int/publications/i/item/9789240030923
W&/ Organization | FORALL
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Moving toward electronic databases

WHO lists
of priority

medical
devices

2017

Priority Medical Devices

Information System
Methodology
2010

Abcut MEDEVIS WHO resated topics Privacy policy Gig

MeDevlS
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WHO
Essential
in vitro
diagnostic

WHO Model List of
Essential In Vitro Diagnostics

[Search by name, i
Found 209 recom

nealth condition

aaaaa

Alanine aminotran

Albumin
Alkaline phosphatase (A
Alpha-fetoprotein (AFP

Antibodies to Plasmg

I_fﬁibodies to T. p3
microbial s
wﬂ‘l’j
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Priority medical devices information system MeDevlS

Service delivery platforr Devite type
Type of medical devi Service type
Reusable or s . e

About MEDEVIS WHO related topis Priacy polky Glossary WHO Official page @

Raguiatony Canfcaton
Resabie, of Brgh Ui
Sex

Cofsumatie

N )
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Lancet, blood, safety, sterile (various sizes)

Lancet, safety. 2.0 mm, sterile

Laparoscopic biopsy forceps
Laparoscopic electrosurgical blunt dissector

Laparoscopic grasper

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

28



Search by name, indication or test purpose

@ MeDevIS

( Export device )

Oxygen concentrator

WHO list of priority medical devices Cardiovascular diseases and diabetes
COVID-19

Reproductive, maternal, newborn and child health
Various conditions or disease specific Disease-specific

Particular indications (ICD-11)  RAO1 COVID-19 | &
11 Diseases of the circulatory system ‘ &
12 Diseases of the respiratory system ‘ &

8B20 Stroke not known if ischaemic or &
haemorrhagic

.,

-—
“ https://medevis.who-healthtechnologies.org/devices/COM_321

World Health =) HEALTH
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& medevis.who-healthtechnologies.org/devices/COM_321 aQ & ﬁ) ee»00

Essential Medicines... 0 Meeting is in progr... (&) Privacy error B Medical Devices Do... 9 SLUDO G www.googlecom (99) WHO Academy G Google Account @ Photo - Google Ph... [} (64) Linkedin m Files - Dropbox (&) WHO | Werld Healt... @ SAGEIVD - Welcome

Service delivery platforms 2. Community-based services 5. First referral level (District Hospital)

6. Second referral level and above (Regional or National hospital)

Healthcare unit Emergency care General surgery Inpatient care Intensive care Long-term care

Pre-hospital care Specialized surgery

Type of medical device Medical gas equipment

EMDN related* code(s) 712159004 OXYGEN CONCENTRATORS https://webgate.ec.europa.eu/dyna2/emdn &

GMDN related* code(s) 31321 Mobile/portable oxygen concentrator 12873 Stationary oxygen concentrator el e o ) 5.
© GMDN Agency 2005-2021

https://www.ecri.org/solutions/umdns
© ECRI. All rights reserved

UMDNS related* code(s) 12873 Oxygen Concentrators

UNSPSC related* code(s) 42271702 Oxygen concentrators

https://store.unspsc.org/collections/codeset-downloads @

* The codes shown in this section were observed and retrieved from public databases and complemented with the input of
Nomenclature Agencies. More information &

Capital, reusable or single-use Capital

.,

S
World Health =) HEALTH
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Links to WHO publications, technical specifications and training material

PMD books Interagency list of priority medical devices for essential interventions for reproductive, maternal, newborn and child healtt
L4

WHO list of priority medical devices for cancer management

WHO List of Priority Medical Devices for management of cardiovascular diseases and diabetes [

WHO List of Priority medical devices list for the COVID-19 response and associated technical specifications
WHO general medical devices (%

WHO prioritizing medical devices &

WHO resources

www.who.int/emergencies/diseases/novel-coronavirus-2019/technical-guidance/patient-management -

who.int/publications/i/item/basic-emergency-care-approach-to-the-acutely-ill-and-injured &

h ttps:/iwww.w ho.int/eme rgencycare/systems/en/ | L)

https://www.who.int/publications/i/item/guidelines-for-essential-trauma-care

Madules Basic Delivery room Commaodity 1 Basic Freestanding Emergency Departments (Urgent Care) Commaodity 1
Basic Intensive care Commadity 1 Basic Intensive care Commaodity 1 Basic Obstetrics Commodity 1
Basic Obstetrics Commodity 1 Basic Pediatrics Commodity 1 Basic Pediatrics Commaodity 1

BASIC Sub-acute care Set 2 Basic surgical Units Commodity 1

Kit or set system: flow meter; mask

Training materials https:/fwww.who.int/teams/health-product-policy-and-standards/assistive-and-medical-technology/medical-
devices/management-use/trainings

WHO Tech Specs Technical specification to download ¥

ww.who.int/publications/i/item/WHQ-2019-nCoV-MedDev-T5-02T.V2 #® (CHAPTER 3) and
ww.who.int/publications/ifitem/9789241516914 (¥

https://
https:

W

Quality product standards 1SO 80601-2-69:2014 - Part 2-6%:1EC 60601-1;2012 - Part 1I1EC 60601-1-2:2014 - Part 1-2IEC 60601-1-6:2013 - Part 1-6IEC

ENENT 1 9017 Dark 1 2IEF ENENT 1 03012 1€ 124283002 1€M 140713007

31



MEDEVIS, PHC: cross sectorial, community and general outpatient.

WHO MeDeviS Essential in vitro Diagnostics (EDL) MeDevPACKs ICD-11  UHCC

ﬁg‘;’;ﬁg:?ﬁ N\ = D EVI S Search by name, indication or test purpose

Service delivery platform: 1. Cross-sect... Service delivery platform: 2. Communit... Service delivery platform: 4. General ou...

clear

Blood administration set, sterile
WHO list of priority medical devices

Blood glucose meter
Service type

Life course Blood glucose meter, continuous monitoring

Sex

Blood ketone meter

Service delivery platform

1. Cross-sectoral services (161) B|00d pl"ESSUFE measurement dEViC'E

2. Community services (78)
(7 3. Pre-hospital smergancy services (176} Blood pressure measurement device, automated, non-invasive

4. General outpatient services and outreach
(511)

Body belt, wheelchair

Body Mass Index (BMI) calculator

‘@
\S74
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e-EDL electronic platform

i
g_ﬁ; g;rﬁir;gﬁm Search by name/indication jo.

8o back to list Indication - HIV infection ICD11 code: 1C62.Z

Table of content Combined HIV antibody/p24 antigen (antiHIV/p24 Ag)

Facility level: 1.No laboratory

Summary of evidence and Expert Committee
recommendations

Assay formats ROT

Status history First added in 2018

Purpose type Diagnosis

Purpose For the diagnosis of HIV infection: adults, adolescents, children and infants = 18 months of age

Specimen types Capillary whole blood, Venous whole blood

WHO prequalified or Public reports of WHO prequalified IVDs http:fwww.who.int/diagnostics_laboratory/evaluations/pg-list/hiv-

recommended .

products rdts/public_report

WHO supporting Guidelines on HIV self-testing and partner notification (2016) https:/appswhe.int/iris/handle/10665/251655;

documents \
Consclidated guidelines on HIV testing services (July 2015) https://apps.who.int/iristhandle/10665/179870; WHO
implementation tool for pre-exposure prophylaxis (PrEP) of HIV infection, module 10 for testing providers (2017)
http:/wwwhoint/hivipub/prep/prep-implementation-tool; Consolidated guidelines on HIV testing services (2015)
https:fapps.who.int/iris/fhandle/10665/179870

Summary of evidence and Expert Committee recommendations

The selection of the disease specific diagnostics tests for the EDL tock into account the relevant priority diseases for the WHO such as HIV infection,
tuberculosis, malaria, viral hepatitis B and C, syphilis and HPV infection. For these diseases there are WHO guidelines and technical reports,

includina recommendations for the aporopriate IVDs. These documents are the result of sianificant evidence review and formed the basis for the



e-EDL: No laboratory settings

MeDevlS eEDL MeDevPACKs

o )
g}.@‘} World Health WHOQ Model List of

) Organization  Essential In Vitro Diagnostics Search by name, indication or test purpose jo —

Found 36 recommmendations for 31 in vitro diagnostics

FILTERS
Glucose v
Disease/health condition
Group A Streptococcus antigen v
Setting
¥ 1.No laboratory (36) HIV 1/2 antibody (anti-HIV Ab) v
B 2. Laboratory (159) HIV qualitative nucleic acid test v
Haemoglobin (Hb) v
Haemoglobin Alc (HbAIlc) v
Hepatitis B e antigen (HBeAg) v
Hepatitis B surface antigen (HBsAg) v
Hepatitis C antibody (Anti-HCV Ab) v

g’@ World Health
W% Organization "
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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

Country: National committee Health facilities. Final users

Review of evidence,
guidelines, types of medical
devices for interventions

WHO
EDL PMD

. . \
Specialized
care, 3
level
Expert input,
Public consultation

National lists
prioritized

2nd level

Recommendations by
SAGE IVD / STAG MEDEV

Primary
care

Local needs:

Publication of list and epidemiology,

resources,

update e-EDL, MEDEVIS, i
committee

UHCC, ICD

35
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Other complementary lists:
Priority assistive products

2017: 50 types

A e .
(&) or ety Priority /issistive Products List

N A 1
\{ Y
&Y Organization

-~
Alarm signallers with Closed captioning ﬂ\:. (C,
light/sound/vibration displays :
Audioplayers with S
DAISY capability 2 Club foot braces - &

Braille displays E Communication
(note takers) = boards/books/cards =

Communication
software

Braille writing
equipment/braillers

Crutches, axillary/

Canes/sticks T )| elbow

Chairs for shower/ Deatblind -
bath/toilet y‘. communicators -




ICD-11 for Mortality and Morbidity Statistics (version : 02/2022)

Links with other et T Y - coding To

CAT0.7 Air conditioner or humidifier lung

ventilation pneumonitis =S| who.int/icd/entity/81201813
p a O r I I I S MD11.Y¥ Other specified abnormalities of breathing

inadequate ventilation ve care ventilator:
° XD6e0Z6 Transportable ventilators
I e I ‘ D - 1 1 MD11.7 Hyperventilation E
(] [ ’ )
MD11.5 Dyspnoea ment and related accessc

Dyspnoea hyperventilation

°
KB29.Y Other specified chronic respiratory disease originating in the perinatal period
Ventilator lung in newborn

PKZ1.0 Ventilation associated with injury or harm in therapeutic use

XD51T0 Hand-operated ventilation balloons

d i S e a S e S’ h e a It h XD35M4 Intensive care ventilators

MD42 Results of function studies of the respiratory system
Reduced ventilatory capacity

° °
CO n d It I O n S QB41 Dependence on respirator
L] dependence on respiratory ventilator
XE7KA Ventilation problem in device environment
KB2D Respiratory failure of newborn
inadequate pulmonary ventilation of newborn

KB2Z Respiratory disorders specific to the perinatal or neonatal period, unspecified
abnormal pulmonary ventilation of newborn NOS

XDSAFD Ventilation filters, antibacterial and antiviral, moisturizer

XDOU91 Laryngoscopes

XD3J¥1  Videolaryngoscopes

XD7ECE8  Continuous positive airway pressure
units (CPAP)

XDB0Z6  Transportable ventilators

XD35M4 Intensive care ventilators

XD4KUZ  Portable multi-parameter patient
moniters

XDe6D8  Pulse Oximeters

XDeay1 Infusion Pumps

b I XD80Z7  Medical/medicinal gas systems and

7

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

Compendium of new
and emerging health
technologies

. 3 7wl
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https://www.who.int/activities/accelerating-impact-for-innovations-for-health

WHO assessment of

innovative health . . 9 11. 16
i Innovative Description Verification Health .
tech n0|0g|es for The Health functionality and Technology I";‘:g::t::l

Technology and image validation Assessment

Compendium

2 12. 14
It requires the input of all STAG Health problem S. 10. Engineering ST 17.
. addressed and Operating Regulatory evaluation in Local
MEDEV working groups. target steps status low resource and production

opulation ) challenges
S settings 9

1. Revision and detailed feedback

of the material for the call by 3 6. 15

the Innovation working group. Clinical Developers Engineering &
S assessment and claims of technology

The material includes the WHO guidance technology management

submission form and list of benefits

requirements.

2. Consolidation of the material by USZ;M
the STAG MEDEV. environment

NV 8.

\ Technology
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Methodology

The overall evaluation and selection process is shown in Figure 1. The stages include innovation
submissions to an open call, initial screening, varied assessments, selection, and scoring.

Figure 1. Overall evaluation process

. Follow-up with Selection
SUE‘IHI’}‘?:S?SEQM innovators for 1. Ranking
additional 2. Consultations

open call mfortratmn

compendium of
innovative health
technologies for
low-resource
settings

v v v

Screening Assessments Assigning
1. Expert panel scores
2. WHO specifications
comparison
3. Regulatory
4. Technology evidence
5. Health technology and
enginearing management
N
p A Y
g@v World Health =) HEALTH
\i\ ®9¥ Organization | FORALL



Assessment H 8 @

Hegulatﬂw Froceed : L N Mot acceptabla
assessment d
Technology evidence
assessment - risk/ High Medil Low
benefit ratio
Technology evidence High . Lo
assessment - Impact . '
Wb Innavation
Innovation :o: aspact in the
- QOrmain
Summary:
Mot
Transferability Fully transferable

transferable

Evidence

faccording to GRADE) High e Lo
lechnology evidence Recammanded Recommend Mot
assessment ' T Wit utior recommandead
High appropriate Low :
Health technnlngy -|; |::.Jr_r,_1._1| 3 R -m-.r a-p.[jz-ru “ |
. . ness for priataness for o lal;
and engineering low-resource - . [ow-resaurce Applicabla
management - wresource
N
7 N S
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P2Z14N0J0d ‘DAIMPPE |

WD e ! Faaks g tor [ [ Piscbereft  Impact
Example of a - o S =
- « [ Bleach additive, colourized B Medical 8
—
Colllpendlulll ? !.:tlIl'.'i'..::Eﬂl“"u Sinton of Armerics
q._l_' Primary fugtion | Peseeniion ° Safety 6 This substance reduces the use of toxic (chlorine basad)
page = Bl | Dt bachraiogy material. The product helps inform citizens about how
A Commarsal nformaton to correctly use disinfection matenals, thus reducing
P e Economy ¥ 87 - ' -
= f:.,'::._-;‘__ o, b . . contamination and improving safety. It is an additive and
't ik of unit distritated €000 G0 00 - therefore does not require extra infrastructure. It can be
:;EI ey Prcsd I (oD, ﬂfw“ _' _’ dled by tr d |
B e st el Highiignt o Licuid Blsscty tional handled by trained pecple.
FmEh probern addresed i
- el i B0 of oftosl maieoes in Feadtowe arsing L e L LEﬂEI' A
[ g B p D 0 ) e U My S 2 o el D ko, ool Tl ] b . Wi W i [
[ ol s oo (T O T, sl E e EF ] i il BN B A ] Tl (0K o Ll
Pl il o o~ TSRSl ST, DORT i ] I eS0T C el L. I g L0000 1 Wi gl ! Social * q
= s bl T DT ] WA . D D, AT CDALRCT Pl s S O i Pl iy m SUMMEar
?; R L T g PR Y
- Poocdiort demrriphion @ Ethical .* .q f o @ Technolog
;‘r Thek 2 ] [ i ok o oF Dl paescer DU PTpee, LRy el Tr Efill:lll'l]l’ readiness IE'“& 9
SHE creviriget of IETeres MRAL T EahiEL raaktima ket T B il e W .
-55; SakcOy wha ulra.'H"I'r“-_\.l':hl'.'.rHrﬂl'lrh'l:‘:H.r T r:r e bt icn '.-::-:ﬁr- #y Green E“‘_’E“E’E' T’Ed"?':"bgf
g!?l’ T o e e . t ' Environ- * :EH:EDId&I‘;E‘bD evidence Recommended
L [FE——— _— i ik Hr ment G E) assessment
15*{ ol ik e
H1 Pt cetuih
‘irE L g - L
ih3! o mon Fng | Svad prieens (et negashl e iagil H 4
i Health technology and engineering management
EEF;  Pamrwain maw e :u:—,mm
] - Appropn : Apprope Target setting:
Sl = : Domains
Gl WHOASSESSMENT Deman S— === pubiic and home settings
1]
Eﬁ': 5 5 L . Ease of Ehi i
ks | WHO specification comparison 5) Durability A maintenance The: purpos of this product & o
;Ei;r 2 et of report e W e BARE T PSS BT for aid in infection prevention. It uses a
ek B ‘ ; I s infrastructure . patented colorized bleach additive that
i[E ¥ R I @ Sl requirements combines with standard bleach and
!EF E egulat m-.ui assessment :’rﬁ'—iﬂwem " to thus enables real-time visualization of
B g Loy pact ‘-", Local access i N L
i!’i‘-: Ty T —+ s P AR O SRy BT ChpRCTAL i g::t‘ltii B sales support suriaces WI"E.'-rE the disinfectant was
o — coimes . already applied. The user combines
%:EE‘E E Affordability to technical @ the color additive to the bleach and
t:t i support chlzrine disinfectant. The product has
OFwpE inearing helf life of o2 d d
ppils Eng s Local access to a shelf life of up to 2 years and does
:EE- i mimamiration I training not require any additional resources
i minimiza .
iiiﬂ Cultural I to The manufacturer provided study
and 5““:':ilmr spare parts outcomes demonstrating that surface
I aa coverage is improved. However, there
N ‘ Environmen- | Local [S9Y s no evidence that cleaning efficienc
’_ #  tal conditions u production ) N na v
improves when using the product.
' A Y I —_— I neatinne of -—
|
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Propose:
The Call in June, evaluations Sept-Oct, publication December 2023

Figure 3. Step-by-step process description

December January February March
2020 2021 2021 2021

Sl B Bcodi o o call of proposals snd
O TT 1T potential evidence request by & Bosrd
WHO d‘mhm |

Evaluation of
evidence

Process in 2021

N )

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

. X . Albania Bangladesh Canada
Biomedical Materials Health
Engineering Engineering Economics
Health Health o
Medicine
technology Technology
and Surgery
Assessment Management Kenya Lebanon Malaysia
Global Publicll , . o .
Health ublic Folicy CETETTEYY Rwanda Saudi Arabia
M

Regula.ltlon Marketing
medical

; devices
devices

: United
United
Kingdom States. of
Advisory groups America
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https://www.who.int/groups

09/05/2023

Working together with biomedical engineers to

solve local, regional and global health problemst

|
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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

(1) https://apps.who.int/gb/ebwha/pdf files/WHA75/A75_11Add1-en.pdf

N V2
7N ~
¢7ZRY, World Health HEALTH ;
&3 Organization | 2 FORALL




WHO needs your expertise to
ensure medical devices are safe,
effective, appropriate, accessible,
available and affordable by all
that need them
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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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Important links references

* Medical devices WHO website

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

* MEDEVIS

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

* Nomenclature

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

* Invitro diagnostics WHO website

* https://www.who.int/health-topics/in-vitro-diagnostics#tab=tab 1

e eEDL

e https://edl.who-healthtechnologies.org/

| Title of the presentation 51


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/

