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Progress towards
the Sustainable
Development
Goals

What are the Sustainable Development Goals?

In September, 2015, the United Nations General Assembly established the Sustainable Development
Goals (SDGs) to replace the Millennium Development Goals, which expired in 2015. The SDGs specify
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The universal goals  targets indicators

leading up to 2030
Lancet To allow for easier comparison, an indexed score has been created for each health-related
20 1 6 indicatog, with the worst observed value in the period 1990-2015 rated as zero, and the best
as 1004,
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2015 Snapshot

Highest, median, and lowest SDG index scores for 2015




Some countries had considerably lower SDG index scores than
their Socio-demographic Index alone would have predicted:

Q Position when ranked by SDG index score
(orcludlng external factors eq disaster and war) wOrst pefforming indlcators @
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HEALTH IS A HUMAN RIGHT

_ .I . \ g db ! E _
FAMILY SKILLED BIRTH ANTENATAL WACCINES ANTI-RETROVIRAL TUBERCULODSIS INSECTICIDE-
PLANNING ATTENDANTS VISITS TREATMENT TREATMENT TREATED BED NETS

THAT 400 MILLION ARE WAITING FOR

SOURCE: WORLD HEALTH ORGANIZATION / WORLD BANK GROUP (2015]

UNIVERSAL HEALTH
HHEALTHFORALL COVERAGE NOW UHCDAY.ORG

Goal:

All people receive the health services they need

without suffering financial hardship
eXY, World Health
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Non-communicable diseases

Non-communicable diseases cause over 60% of deaths
Treating NCDs could bankrupt health systems

Cardiovascular diseases
Cancer

Other chronic diseases
Diabetes

Chronic respiratory illnesses
Other conditions *

@ Injuries

SOURCE: WEF & HARVARD SCHOOL OF PUBLIC HEALTH

* OTHER CONDITIONS COMPRISES COMMUNICABLE DISEASES, MATERNAL AND
PATERNAL CONDITIONS, AND NUTRITIONAL DEFICIENCIES.

l'eSI|IenCG www.resiliencewillis.com © 2014 Willis Limited
World Health
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Non-communicable diseases

I Time to postpone the inevitable
Probability of dying from a non-communicable disease between the ages of 30 and 70, 2008, %

W Over 35%

B 25-35%

B 20-24%
15-19%
Less than 15%
Not applicable

Source; WHO

77X World Health
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Increasing access to medical

products

1. Rational
selection .

3, Sustainable
financing

——( ACCESS

37

2, Affordable
prices

A

4. Reliable
health and

supply

systems
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% 22,000 Types of medical devices

** 5,000,000 different products commercially available*

= Diagnostic imaging

= Laboratory and pathology equipment
= |mplantable medical devices

= All medical equipment for patient care
= Single use devices ( I1V)

Improving access to

safe, effective and

= Personal protective equipment

innovative quality

medical devices.

=  Prosthesis and orthesis

= Quality assurance

Research

= Radiation protection At
Training

Maintenance

= Solutions and reagents

= Surgical instruments
= Sterilization equipment....

*WHO GLOBAL MODEL REGULATORY
FRAMEWORK
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WHO Resolution
..promoting equitable access to quality, safe,
efficacious and affordable medical products

SIXTY-SEVENTH WORLD HEALTH ASSEMBLY WHA67.20

Agenda item 15.6 24 May 2014

Regulatory system strengthening for
medical products

The Scty-seventh World Health Assembly,
Having considered the report on regulatory system strengthening; '
Welcoming the efforts of the Director-General, and recognizing the pivotal role that WHO plays

in supporting countries in strengthening their regulatory systems of medical products for human 1]5&,1
and in promoting equitable access to quality, safe, efficacious, and atfordable medical products;

7 World Health
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2017 A year of change

* Not only the long awaited EU Regulations but
also, some major changes at WHO

New DG New ADG, HIS
\ /TN

| . ; \
wr | - \
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Dr Margaret Chan
Director-General
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Changes in HIS

* Durector, *
Essential Medicines and ' ¥
Health Products (EMP)

— Dr Suzanne Hill

* Head,

Regulation of Medicines
and Other Health
Technologies (RHT)

— Dr Emer Cooke

World Health
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Policy, Access and Use

* Based on GHTF/IMDREF principles and concepts
l_ developed in the AHWP Playbook

WHO Global Model
* Two step approach

regulatory framework for — Basic level controls and enforcement

medical devices * Legal framework
tochadiog IVDs * Market oversight
* Reporting system

— Expanded level controls and enforcement

* regulatory controls depending on the priorities of the
*# &‘;‘3‘,’“’25322 country
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Policy, Access and Use

@M!ﬂm Health technology management of medical devices

WHO technical specifications of necnatal resuscitation devices
2016

WHO technical specifications for oxygen concentrators

WHO Technical e
specifications of Neonatal 2015 Rapid Guidance on the Decommissioning of Ebola Care Facilities
2015

Resuscitatiop Devices

Manual for Procurement of Diagnestics and Related Laboratory Items and
Equipment
2013

Medical equipment maintenance programme overview
201

MNeeds Assessment for Medical Devices
201

Procurement Process Resource Guide
2011

Medical Device Donations: Consideration for Solicitation and Provision
201

Introduction to Medical Equipment Inventory Management
201

Computerized Maintenance Management System
201

Maintenance Manual for Laboratory Equipmentstem
2008

Vorld Health
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Innovation

* Priority Assistive Devices List

Access LMIC Need

1in10 3% 2 billion

has access to assistive technology of the population in need has population will need assistive technology

access to hearing aids by 2050
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§% The NEW ENGLAND
et=>5) JOURNAL of MEDICINE

Innovation e —
GOALS: represent tests
that should be reasonably « clarify priorities for
available for people who T K
policymakers

need them, regardless of .
the setting * encourage setting common

* facilitate group purchasing tgecgetlilrslgregardmg laboratory
to reduce costs

* 1nspire development of .
logistical solutions for * OUTCOME: paving the way
laboratory testing in toward improved health care
resource-poor settings delivery and ultimately

better patient outcomes

hm\ World Health
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Innovation

Towards improving access to medical
devices through local production

Phase Il

Report of a case study in four sub-Saharan countries

i \
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Regulation — Norms and
Standards

— WHO Expert WHO
s bmowcs | Committee on Collaborating
Biological Centers
—— Standardization
(ECBS)
GOAL

* development of internationally recognized norms, standards and
ouidelines, including biological reference material

 WHO Manual for the establishment of Secondary Standards

, World Health
%Y Organization

\
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http://whqlibdoc.who.int/hq/2011/WHO_IVB_11.03_eng.pdf?ua=1

Regulatory system strengthening

GOAL: Assessments of national regulatory systems

* Reviews aim at strengthening national regulatory and control capacity
through an assessment of the situation, the identification of specific needs,
and the provision of appropriate technical support and training.

* review the existing legal framework, regulations and control activities with
regard to medicinal products and medical devices 1n order to assess the
national regulatory capacity against a set of predefined parameters;

* 1n collaboration with national officials, identify gaps and develop strategies
to address these gaps;

* identify specific areas and activities for WHQO' s technical input.

World Health
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Regulation - Prequalification

Vision: good-quality health products for everyone.

Mission: to ensure timely availability of quality-assured health
products for the prevention, diagnosis and treatment of priority
diseases, through the assessment of the quality, safety and
efficacy/performance of these products, with a focus on their
suitability for use 1n resource-limited settings.

' World Health
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Regulation - Prequalification

PQDx Scope
« HIV (RDTs, NAT qual and quant)
« HCV (RDTs, EIAs, NAT)
* Malaria RDTS

* (G6PD deticiency IVDs

* HBsAg RDTs

* CD4 POC IVDs
HPV POC IVDs

& -~ ,'\'-’;".

2N, World H
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PQ: Training to Regulators and
Industry

* China

* India

* South Africa (Early infant diagnosis)
* Russia

StAL i e _ a i
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PQ Harmonisation and Capacity
Building Activities

 [IMDRF
— MC (Observer status)
— MDSAP
— GRRP
— Adverse Event Terminology
— Common Data Elements

* AHWP

— (General support
— Request for assistance with WHO guidance

, World Health
99 Organization
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PQ Harmonisation and Capacity
Building Activities
* Pan African Harmonisation Working Party
— General support

ALADDIV

— Training at general meeting

* AIDS 2016/ ASLM 2016
— HIV self testing etc

* IS0

— [SO 20916: In vitro diagnostic medical devices —
Clinical performance studies using specimens from
human subjects — Good study practices

, World Health
99 Organization
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PQ Guidance

The Prequalification Team — Diagnostics is developing a Technical Guidance Series
for manufacturers interested in WHO prequalification of their VD and will assist
manufacturers in meeting prequalification requirements. It should be read in
conjunction with relevant,international and national standards and guidance.

TGS 1 | Standards applicable to the WHO Prequalification of in
vitro diagnostics

TGS 2 | Establishing stahili TalT lagnostics for the WHO | Comment
Fmcation *Wﬁed

TGS 3 | Principles of performance studies Comment
period cl

http://www.who.int/diagnostics_laboratory/guidance/en/

7 sm\ World Health
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PQ Guidance

The Prequalification Team — Diagnostics have prepared sample product dossiers
based on a fictiious VD to provide manufacturers with an example of the type of
information that may be included in a product dossier submitted to WHO
Prequalification.

Sample Product Dossier fora CD4 WD

Sample Product Dossier for an VD intended for HIV self-testing | Comment period

7/ closed

sample Product Dossier for a Qualitative Nucleic Acid Testto Comment period
detect HV-1 and HNV-2 closed

sample Product Dossier for a Quantitative Nucleic Acid Test to NEW

fedact HIV-1 RNA

21t AHWP Cebu 2016




PQ Guidance

The Prequalification Team Diagnostics is develnpmg a TEEhF‘IIEEl Specification
Series for manufatturer ; heir in vitro dlagnﬂstH:

medical device .
criteria topaget PO requirements.

51 TEEhnic._:aI specifications for WHO prequalification of Comment peri@\

HI' rapid diagnostic tests for professional use andfor | closed
self-testing )

5% 2 | Technical specifications for WHO prequalification of NEW
"D medical devices to identify Glucose-6-phosphate
dehydrogenase (GEFPD) activity

&
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PQ Guidance

Part 1 Establishing analytical performance Technical Specifications for WHO Prequalification of M1V Rapid Diagnostic Tests TE5-1
Aspect | Testing requirements | Comments References
Precision of measurement
Repeatability, Bath repeatability ['.!.Iil:hirh—:nndilinn'] and reproducibility 1. E.g. within- or betwesn-run, dot, -day, -operatar, -site, ebe. CLS) EPOS-AT [ 1]
repraducibility | [between-condition'} estimated using paneks of at least: 2. Precision must be determined for each pathogen and/far 150 13612-2002 [4]
= 1 analyte-negative specimen analyte for which detection is claimed {e.g. MI¥-1 Group M or
= 1 ks rea:til.rilllr FH:EiI:i'-I'E 5F|¢|:ir|1g-|-| |:r|¢ar FI-1 El'l:llp O antibody, HIV-2 Il'llihl:ll:"l', HIw=-1 Fl.lﬂ- anﬁg:n,
azsay cut-aff] etc., as appropriate). Similarly for IVDs that indude a daim
= 1 medium reactivity positive for detection of HI'V Ag, appropriate specimens must be
incleded in the precision testing panel.
Each panel member tested: 3. ideally, the testing panel should be compesed of natural {i.e.
. . undiluted) specimens. ‘Where this is not feasible, stock
= in five replicates, B
ing 3 different ot specimens that are to be diluted should represent a range of
® ming 3 different ok, . . stages of infection {antibody maturation) in order to take into
“  dwer 5 diyt o meikrily consgiiy account the limitatians of mimicking low VD reactivity with a
with rjlm: rlrl-tI:!In that :Ia'l.ld[altl:rnilng high avidity specimen.
. ::ﬁf:at ::LEL:I: T 4. IWDs which indude whole blood 2= a spedmen type must
nE inclede evidence of precsion in at keast spiked whole blood
spedimens (negative whole blood spiked with high-titre
The effect of operator-to-operator variation on VD positive plasmay/serum specimens).
puiiCurTiciaruroh B it ok md"d.Ed ek (R T prar Ty rtiariiees 5. The testing paned should be the same for all operators, lots
[see also Comment B). Testing should be done: A
= by persormel represesttiitie of expetted 6. Master lats should be composed of different batches of
end users , comprising subjects not trained critical companents.
. ';ﬂ“’_‘“:d"f“"’ o 7. Results must be statistically analysed by ANOVA to identify
d izolate the ned exbent of i .
s igoaly those materialiprovides] Bith the and i SOUrCES 2 ﬂ.l'l'\l-'-lﬂl'lml:ﬂ
WO | IFL). Iabelt and other instructional B The effect of operator-to-operator variation on VD
malETigT:} : performance is also to be considered as a hiuman factor when
) designing robustness (flex) studies (see page 15].
Users should be selected based on a pre-determined and
cantextually appropriate level of education, literacy and
auxiliary skills that will challenge the usability of the WD and
reflect the diversity of intended users and operational
settings.




WHO post-market surveillance of
[VDs

Any class of IVD

\J v
Proactive :
PMS Reactive PMS
|
v v
Lot verification testing _ Evaluation of EQA/QC data
\Z v
Pre-distribution Post-distribution v

Complaint
| Possible Field Safety
\ Corrective Action
Courtesy of A Sands.

Possible issuance of Field Safety Notice

N__
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Blueprint
'

List 1: Crimean Congo
haemorrhagic fever, Ebola
virus disease and Marburg,
Lassa fever, MERS and SARS
coronavirus diseases, Nipah
and Rift Valley fever.

* List 2: chikungunya, severe
fever with thrombocytopaenia
syndrome, and Zika virus

The R&D Blueprint is a global strategy and
preparedness plan to ensure that targeted R&D can
strengthen the emergency response by bringing

medical technologies to patients during epidemics.

hm\ World Health
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PHEIC Zika Virus

Target product profile
; [VD landscape analysis
I ) 2 88 * Emergency use assessment

to cause hundreds of deaths and cost billions

o § and listing procedure

CREATING A GLOBAL STRATEG'\;}:'\T,’; R < Development of ZIKV
Epidemic W ORERe  biological reference material

Preparedness Regulatory pathways
* Biobanking

Ebola broke out of its rural seclusion and
into West African cities in a matter of weeks.

The Middle East Respiratory Syndrome
(MERS) virus spread to 26 countries in three
y

¢7ZBRY, World Health
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PHEIC: Zika virus EUAL

oo | gzt @ * step 1: review of the manufacturer’ s

QOMS documentation;

* step 2: review of the documentary
evidence of safety and performance,
including labelling and product
performance specifications, and
associated verification and validation
studies;

* step 3: performance evaluation of
limited scope to verify critical
analytical and clinical performance
characteristics.

Instructions for Submission Requirements:
In Vitro Diagnostics (IVDs) Detecting Antibodies to Zika Virus

Emergency Use Assessment and Listing of IVDs

7 ' World Health
Organization
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Tiher nead adaswicas They Nnesed diagnoshcs swclr as
zwoh as gluocosae P20 Srredar ana mESrrrTogQuIreSirT
mraefors, dialyses arna hests ard freatrmartt swch as
IS DTS raairoffrera oy

Abowt 659 % of alVl cancer /
Jdegffls occwurraedd
Tow— ara maaiaie—-mocorThs Camncer accowrmtaed for 7.8 myallfior

™ OO iEs. dearhs (Grownd 14 2% of all deaths)

p?ﬂp-ﬁﬂ W'\-r__'.l'.r'.l'-d'l.-t-'rﬂﬂ Pave i 2077,
Eveary day, T wWeoTTee?
aie o prevantable causes

Eacty yaar, 6.<F mvilliorm related fo pregnancy amd
Abowr 285 myillion chuldirer wnder the age cFrildbirtf.
eonls are wisoalify ofF ffve aie wordahwiais.
Frrrpaired weorifohaaais
Fo mmrillion ars Bilied.
J””"’

They necd dewnices THew naad Jdewncaes Swelt as

Swefl a8 ensaes, cilean dalnrere kfs, Swotnorr

snaellen charts amag macivnes, CRPAF machines and

o el T o sSCoDes. Smangarcy Swgical SquuiTharTt.

Medical dewvices should be available to everyone. Evaernywhara.
But where thoy are most neaodaed, they are loast available.

T fowr— arhd rmnaddie-ncormie Cownines 24 lowr—rcorme cowrttres oo ot Rhave a
g ot even have at leasd an average sSngle compuwhad formograpfny. (OT) per
ofF 7 adisfrct hospoital per 7 OO0 OO0k T OO0 OO0 infrabitants ana 8 owt of 7321
arhrabriants. counines hawve no CT scanmnaers af ail.

Low- anmnd middle-income countries face significant challenges such as:
L aritend Ananceal resownces naporoprafe gonabhons

Lack Of avadabis afoermatorn Fragmenfed health senwces
Shorfage of Bvomedical Smngimssrs

T@XY World Health
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How to say ‘thank you’ in 28 languages
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