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Goal 3. Good health and well being
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Global health problems
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Hypertension -

Selecting affordable, effective, Technologies to tackle NCDs

WHO work under development
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5 billion people lack access to safe and % organization
affordable surgery

Lancet commission on Global Surgery
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Emergency and essential surgical care

Five billion people lack access to safe and affordable surgery
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Figure 1. Proportion of the population without access to safe,

https://www.who.int/surgery/en/ and http://media.wix.com/ugd/346076_713dd3f8bb594739810d84c1928ef61a.pdf Lancet commission : "
affordable surgery and anaesthesia by region

In 2015, The Lancet Commission on Global Surgery produced a report —
Global Surgery 2030 — which outlines five key approaches for improving
universal access to safe and affordable surgical and anaesthesia care.
Review the report overview below and leam more about other key
findings, too.

Global Surgery 2030: Report Overview [

The Lancet Commission on Global Surgery [3



https://www.who.int/surgery/en/
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Pneumonia

Number 1 killer
for less then 5
years old.

EXECUTIVE SUMMARY

Ending Preventable Child
Deaths from Pneumonia
and Diarrhoea by 2025

The integrated Global Action Plan

for Pneumonia and Diarrhoea (GAPPD)
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Patient Safety

Magnitude

4 out of 10

Up to 4 out of 10 patients are harmed in
primary and ambulatory care settings

Incidence

134 million

134 million adverse events occur each
year in hospitals in LMICs, contributing
to 2.6 million deaths annually due to
unsafe care
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Speak up
for patient
safety!

No one should be

harmed in health care
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WHO has developed guidance
for you on medical devices




To ensure improved access of
safe, quality medical devices

Regulations

Management

N
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* Industry and Academics: |=/ —

Research and development o ( )

should be based on needs E /.) I'.\
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» Health Technology Assessment < -*.
* Lists of MD for reimbursement or procurement Common
elements

- _In-dossier

* Regulation process of medical devices

* Lists of approved MD for marketing in country.

» 1. Needs Assessment 2.Selection 3. Incorporation: (procurement,

donations, loan...)

« Installation, inventories, training, maintenance, operations

» Safe use, operating costs and clinical effectiveness
« Post market surveillance and adverse event report
« Decommissioning, Replacement
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National regulatory authorities in the

governments decide which medical

devices can enter
(WHAG67.20)

© WHO Global Model Regulatory
Framework for Medical Devices
including in vitro diagnostic
medical devices

WHO Medical device technical series
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the local market

Legal framework for medical devices

**status as of July 2016

@ “Yes

O No

¢ Data not available

@ Not applicable 0 2'500 5000 7500 10"
e ——

- Data not available
- Countries with no regulations
- Countries with regulations
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Human Resources (@) b et
(Biomedical Engineers)
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Countries with at least one BME professional
association by WHO region
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HUMAN RESOURCES B MR
FOR MEDICAL DEVICES | EUR
The role of biomedical : aﬁff

engineers

WHO Medical device technical series

Source: Doto was reported in suraeys lounched by WHO from 200%—2015.
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WHO Technical
specifications of Neonatal
Resuscitation Devices

Oxygen delivery
systems
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Devices for
screening and
treatment of

precancerous

lesions




WHO has been selecting and publishing:
Priority Medical Devices (PMD) and essential in
vitro diagnostics (EDL)
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2015, 2017, 2018, 2019 .....
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First WHO Model List
of Essential In Vitro
Diagnostics

The selection and use
of essential in vitro
diagnostics
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End 2019: Priority Medical devices for () o
Cardiac, StrOke and diabetes Y3 Organization

Treatment Rehabilitation

Palliative care and §

Prevention Diagnosis/
End of life care
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—=aill Digital health support interventions
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L) cardiac, renal, S i Specialized WHO list of priority
E functional , vision, SPECiHIiIEd Surgical Hehabilita‘[ion medical devices for
T neurclogical, . i cardiovascular diseases
g imaging, and other invasive B0 ediedt ovive soanbont sorivs

laboratory interventions
> Other Diggnostic: Surgical and other
@ cardiac, vision, : . . .
£ P invasive interventions
]
e (Eroci
T= Clinical Non-surgical Rehabilitation
a : ;
s @ Laboratory interventions
m
2 .
8 INg
b

Emergency

interventions

Basic Rehabilitation -

o

EEE General basic Clinical XS0

Ec

£8% In vitro continuous
a
" Assessment

diagnostics




End 2019:

Decommissioning of Medical Devices
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DECOMMISSIONING
MEDICAL DEVICES

WHO MEDICAL DEVICE TECHNICAL SERIES

Disinvestment
decision

Decommission

Eliminate l Reuse

S
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Decontaminate

Refurbish

Disposal
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| ~ Reprocess | ~ Upgrade

Sell

j Trade-in

Re-assign

internally
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Nomenclature of medical

devices.




WHO working on an international nomenclature of medical devices
iIncluding IVDs for use by regulators, procurers, supply and use.
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Discussion on Nomenclature of Medical Devices

145th session of the Executive Board
May 2018

Watch live

Session takes place at WHO, on 29-30 May 2019

EXECUTIVE BOARD EB145/3
145th session 30 April 2019
Provisional agenda item 5.1

Standardization of medical devices nomenclature
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International classification, coding and nomenclature ] = — _———

of medical devices

P 51 ox 1928725228
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Report by the Director-General Program

Wednesday, 29 May 2019
09:00 Executive Board session

Developing and adapting a global standard for naming medical devices is
a perfect example of WHQO's core normative standard-setting work

Tedros Adhanom Ghebreyesus



Standardization of medical devices
nomenclature, the way forward

Nomenclature to support all process : from development to use
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“The goal is to have an international classification, coding and nomenclature for
medical devices that would be available to all Member States and that would
support: patient safety, access to medical devices for universal health coverage,
guality of health care and achievement of Sustainable Development Goal 3
(Ensure healthy lives and promote well-being for all at all ages)”

Executive Board EB145/3. Report by Director General .

Regulation SUDP'é/,ensglrtyh care

Academia Selectll?sr;,sNatlonal e
Industry CMMS...

Procurement Patients/ persons



http://apps.who.int/gb/ebwha/pdf_files/EB145/B145_3-en.pdf?ua=1

umlng pl"ll’lCIpIES 1016
international nomenclature of
Medical Devices,

developed by WHO 2018 for
consultation
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Governance

By WHO secretariat to
Member states

Defined mechanism for
stakeholder feedback

Reference group of experts
to review new

submissions/updates/

For public consultation,

allowing public feedback.

Links to other WHO
international
nomenclatures

Characteristics

Transparent methodology to
assign new terminology

Defined mechanism for
updates

Hierarchical nomenclature
with various levels of
granularity as needed by
product user

Classification, name and
code generated for

multiple levels

Supports translations

Access of Information

A referenced for all stakeholders
Free — a global public good
Compatible with UDI
Downloadable

Easy to search

API for exchange of information to
other systems

Compatible with other international
classifications



Using ontology platform which is use
y ICD11 in WHO. Possibilities:

https://icd.who.int/browse11/l-m/en#/http%3a%2{%2fid.who.int%2ficd%2fentity%2f1032688129
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ons, synonyms, exclusions, description, codes

~ Medical Devices
P XD7QL5 Medical Equipment

w XD23H7 Surgical Instruments

- XD8JTT Blades €« C @ icdwhointioe Vena
XD8VY0 Blade, Hoitgrewe malleable @ whOiwanet [ Esvertsl Medcnes.

XDo4aAs Blade, Tablet cutter, stainless

Mortsity sed Mo x [}

# BQo @ :

steel
XD8PG2 Blades and handles, scalpel
» 05 Endocrine. nutrtionsl or metabolic dise: ug & -
XD4112  Blade. scalpel 10. handle 3. s x ol &l %
06 Mental bensaoursl or newrodeveiopmentsl
sterile, single use X :‘;i"’“f S Cerebrovascular diseases
XD75W9 Blade, scalpel 11, handle 3, ey wolkn douders.
) : ~ 08 Disea: e merveus zystem #
sterile. single use v Mosustat ddodesy 08 Diseases of the nervous system
XD2J98 Blade, scalpel 15, handle 3. * 2A00 Parkinsoniem .
e » 8401 Choreiform disorders - | co-0:0-60 o)
sterile, single use » 8A02 Dystonic disorders Description
XD3GGS  Blade, scalpel, 20, handle 4, Kt Thi s group of brain dysfunctions relted 1o dsease of the blood vessels supplying the brain, Ths inchxdes “stroke’, which inchudes the following anstes - . inracerebral haemorrhage: Subarachnoid haemorrhage:
- . s g e cerabral ischemic stroke. and Stroke not known f ischaemic or haemorThagic.
sterile, single use jsorders associates with tremor
» 8A0S Tic disorders .
XD2W09 Blade, scalpel, 2, handle 4, ol Inclusions.
yocionic disorders
: o Cerstrovascular Gisease with mention of hypectension

sterile, single use BAO7 Certain specified movement disceder

XD1RT2 Handle, scalpel number 3 “ Exclusions
XD27K4 Handle, scalpel, number 4 a0y o Intracranial injury (NA

Diagnostic Devices)
XD82U5 Laboratory Supplies (non In-Vitro
Diagnostic Supplies)

P xD3wWPs Implantables

XD51M7  Handle, scalpel, number 7 sA0z ent disorce: Coded Elsewhere
» Disorders with neurocsgnit + 353 maer o Asymptomatc stencs of intracranial or extracranial artery (2
XD1sUuz2  Handle, large. scalpel. number 7 feature « Asymptomatic ocdusion of intracranial or extracranial artery
» Multipie sclerosis or other white matter disorders
- » Epi or seiure All Index Terms
XD2G88 Scalpel number 4 with blade Koteoes or seisbees
» Headache disorders There are no index terms 3ss0Ciated with this entity
XD5LC5  Scalpel number 7 with blade » Corsbrovascuiar Szasser
» XD6MQi Surgical scissors :i’nmkm«dd\sﬁlﬂysem’m-ngne:m)u
» XDiBJ8  Dilators and probes » Disonders of nerve rook. pess o peripheral fives
» XD7JB1  Speculum » Diseases of neuromuscular junction or muscle
® Cerebral paisy
P XD23W0 Basins/bowls » Nutritional or toxic disarders of the nervous system
¥ XDOWKS5 Clamps and Clips * Disorders of cerebrospinal fuid pressure or flow
» Drsorders of autonomic nervous system
F XxXD70Y9 Retractors »
» XD5Kx4 Needle holder »
> XD3677 Medical Software :
P XD9HD1 Laboratory Equipment (hon In-Vitro » A



https://icd.who.int/browse11/l-m/en#/http%3a%2f%2fid.who.int%2ficd%2fentity%2f1032688129

Governance of the nomenclature

systems

Most of these receive input from the organization itself and it is not public comment.

Complies with WHO concept note:

Global public good, freely available, to all
stakeholders

Transparent process code assignation, addition or
removal

Have organizational and review structures in place
to ensure that all stakeholders (in particular
experts, regulators, procurers and users) from
different regions are able to regularly (at least
annually) provide feedback.

Downloadable for all CMMS systems, other
international systems.

Universal Global Medical United Nations Systematized
Medical Device Device Global Product  Standard Nomenclature
Nomenclature Classifiation Products and of Medicine- CND EUROPE
Nomenclature . . .
System (GMDN) (GPC) Services Code Clinical Terms
(UMDNS) (UNSPSC)  (SNOMED CT)
ECRI Institute GMDN Agency Gséffi'c"eba' GS1 US SNOMED EMDN
X X X X X v



World Health

WHO process as requested by EB @)
mem berS: Y Organization

* Develop comparative analysis of different nomenclatures

* Develop a circular letter
* Invite to a missions briefing in WHO
* Do country web based consultation November

 Analyze results of consultation
* Provide results in report to EB
* To be discussed in EB




Timeline proposal
on technical input

WHO/ EU collaboration >
Consultants to review 7,000 CND

F— Bulk upload or
ICMD terms to the
» WHO ICMD
platform
WHO does analysis and country |CMD‘jés live on
consultation to reportto EB the ICD-11 platform
for e EDL and
EU Decision to MEDEVIS for
use CND to EUDABIED
develop EU EU to map CND to GMDN M

nomenclature
Dissemination of the

Presentation at IMDRF Teleconference with NGOs, WHO collaborating first version
centres (CC) and other stakeholders
Presentation at 4t Global 13 May ‘ )
Forum on Medical Devices, WHO-EU meetin . Continuous
India 12 Apr 144t Executive Board session >Presentat|on at IMDRF maintenance with
13 Dec 29 May reference group

2018 2020



Defining assessment
protocols for medical @vg%r;g“gaeggn
devices in digital health —

 Wearables
 all that use ICT

« Systems under digital
health

+ Surgical Ana|09 or Dlgl_tal + Clinical decision
instruments mechanic Medical support systems
. Ic\j/leovsi,;[::;ngle use m ed | Cal d evices . gé)\flti\(/:v:re as medical
« Implantable devices + Personalized
prothesis medicine
* CADx
Digital health . Al

systems with
no clinical or
patient

. Surveilance Interface
e Education

e Public health
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Goal: to ensure population coverage with appropriate medical
devices
universal health coverage, including financial risk protection, access
to quality essential health-care services .
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{ cost sharing ”ﬁ”dﬂ Eftﬂe costs @
: and fees Other covered
services
e 4
Extend to ant pooled func
non-covered
Services:
which services N
A AR Population: wha is covered? are covered? 1

+ 44444

Modified from , Health systems financing: the path to universal coverage. Executive summary, The World Health Report,
+ + WHOJIERIWHRI0.1, 2010



Remember a patient is at the end .
of all our activities, they deserve our: & owmiaton

Technical
knowledge

Passion

Transparency

Hard work

Collaboration
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www.who.int/medical_devices
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1211 Geneva
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