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UN specialized agency for
health

194 Member States
800+ Collaborating Centers

7000 public health experts

including doctors,
pharmacists, nurses,
epidemiologists, scientists,
managers, administrators

147 country offices
6 regional offices,

1 headquarters

[ | Atrican Region
] Region of the Americas

[ south-East Asia Region
[ European Region

7R\ World Health
<% Organization

|| Eastern Mediterranean Region
[ | western Pacific Region
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Constitution of the World Health Organization:

Mandate _____ JActvites

- The objective of WHO is the - Technical support to countries
attainment by all peoples of the on health related issues

highest possible level of health . Monitor and assess global

- WHO's prime function is to act as health trends hand-in-hand with
the directing and coordinating national and regional agencies
authority on international health

- Set universal norms and
standards to facilitate delivery
and reduce errors

work



ENSURE HEALTHY LIVES AND
PROMOTE WELL-BEING FOR ALL AT ALL AGES

UNIVERSAL HEALTH COVERAGE 4
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All people and communities can use the health
services they need, of sufficient quality to be
effective, without exposure to financial
hardship

« 3.8 achieve universal health coverage (UHC), including
financial risk protection, access to quality essential health
care services, and access to safe, effective, quality, and
affordable essential medicines and vaccines for all

3.8.1

3.8.2

Coverage of essential health services (defined as the average
coverage of essential services based on tracer interventions
that include reproductive, maternal, newborn and child
health, infectious diseases, non-communicable diseases and
service capacity and access, among the general and the most
disadvantaged population)

Proportion of population with large household expenditures
on health as a share of total household expenditure or
income

3.B.1
3.B.2

Proportion of the population with access to affordable
medicines and vaccines on a sustainable basis

Total net official development assistance to medical research
and basic health sectors
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The three dimensions of UHC °

Universal coverage of needed

services and financial protection Costs: what do
people have to
pay out-of-
\ Include pocket?
Reduce user charges : other
services
Extend to Pooled funds , Serw.ces:
which services
non-covered
g ennnnnnnnnannnnnnnanns are covered and
at what quality?

—
Population: who is covered?

Lancet Commission estimated US$77.4-$151.9 billion ($13-$25 per capita) to
finance basic package of 201 essential medicines



“Health is a human right.
No one should get sick or
die just because they are
poor, or because they
cannot access the services
they need.” — Dr Tedros

Essentials of Universal Health Coverage

Health Service delivery

financing for and safety

universal

coverage

Health Essential

workforce medicines and
health products

Health systems
governance

Health statistics
and information
systems

"Together for a healthier
world"

Dr Tedros Adhanom
Ghebreyesus

Vision

| envision a world in which everyone can live healthy, productive lives, regardiess of who they are or
where they live. | believe the global commitment to sustainable development — enshrined in the
Sustainable Development Goals - offers a unique opportunity to address the social, economic and
political determinants of health and improve the health and wellbeing of people everywhere

Achieving this vision will require a strong, effective WHO that is able to meet emerging challenges and
achieve the hesith cbjectives of the Sustainable Development Goals. We need a3 WHO — fit for the 21st
century — that belongs to all, equally. We need a WHO that is efficiently managed, adequately
resourced and results driven, with a strong focus on transparency, accountability and value for money.
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WHO Global Program of Work 2019-2023

Strategic
priorities

Strategic
shifts

Organizational

shifts
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Promote health — keep the world safe — serve the vulnerable

Health coverage — 1 billion more people with health coverage
Health emergencies — 1 billion more people made safer
Health priorities — 1 billion lives improved

Step up global
leadership —
diplomacy and
advocacy;
gender, equity
and rights;
multisectoral
action; finance

_’

Drive impact in every country — differentiated
approach based on capacity and vulnerability

pul

- policy ™ ":rechnicai““~\x."'
dialogue . support M assistance / . delivery - to
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»""-)Strategilf el

" service

Mature health system

Fragile health system

Focus global
public goods on
impact —
normative
guidance and
agreements,
data,
innovation

*

*

*

* *

*

= Measure impact to be accountable and manage for results

= Reshape operating model to drive country, regional and global impacts
= Transform partnerships, communications and financing to resource the strategic priorities
=  Build critical processes and tools to optimize organizational performance
=  Foster culture change to ensure a seamless, high-performing WHO
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Contributing to impact at country level
194 WHO Member States

Mature Maturing Vulnerable Extreme
Health System Health System Health System Vulnerability

4. Service

Delivery
partner

3. Technical assistance

partner
I .

2. Strategic Supporter
8 |
1. Policy Dialogue partner

WHO Modalities
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All countries share problems in universal access to
medicines

- Inadequate financing to ensure universal

access to essential medicines
Private health expenditure as a percentage of

- Inefficiencies in procurement and managing total pharmaceutical expenditure in
' WHO E Region, 2013
supply chains uropean Region

- Limited pricing policies/negotiating REGION '
capacity to get lowest possible prices for » |
quality products |

|
|
|

umnIc

- Substandard quality medicines due to limited - |
regulatory capacity and enforcement 7 | |

|

Lc
|
0% 20% 40% 60% 30% 100%

- Wide-spread inappropriate prescribing and
use - leading to drug resistance and
. N PUBLIC EXPENDITURE AS %% OF PHARMACEUTICAL EXFENDITURE
SUbOptlmaI health outcomes PRIVATE EXPENDITURE AS % OF PHARM ACEUTICAL EXPENDITURE

- Out of pocket spend is up to 80-90% of total
-Jhatmaceutical spend in some countries )
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Medicines are the main driver of
catastrophic spending among poor households

Stronger protection Weaker protection
100% I lIIIII II--—I.- I [ |
80% I I I
® [npatient care
60%

m Diagnostic tests
Dental care
Qutpatient care
gdical products
gdicines

Catastrophic OOPs (%)
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WHO Barcelona Office for Health Systems Strengthening



Ensuring access to medicines and health products
requires efficient regulation, policies and

regulation in all steps of the value chain
S
D " y r
0 IDispensing
‘ Prescribing
y I

Procuremen

t and supply
Selection,
\ y pricing and
Marketing reimburseme
VY 4 registration nt

Manufacturing

#20RN World Health
¢ Organization
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R&D and
innovation

Legislation, regulation, governance, monitoring, follow up throughout the
product life cycle
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Quality assured
medical product at
affordable prices

Efficient regulation
and rational
selection and use

Sustainable

Reliable health and : )
financing

supply systems



HORIZON SCANNING

World Health
Organization
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Prequalification,

registration, market | Pharmaceuticals Product is :
authorization and aHe evee reviewed for Strategic

licensing listing procurement

HTA occurs for
addition to
publicly funded
health benefit
package
Supply chain

Price Service delivery
negotiation Reimbursement

Clinical guidelines and

affordability

developed for all
management

technologies entering
market




Spectrum of need for priority setting..

V Or tlon

and decision making by income level

N

Need is higher
where resources
are limited

Strong health system
Integrated -care

Middle and high Universal health coverage
income countries with

medium coverage High coverage of
_ _ Prevention, Diagnostic, Treatment,
Package of interventions Rehabilitation, Palliative care,

on prevention, Home care

promotion, and some on  \edicines, Devices, interventions

treatment and i
rehabilitation. For all: children, Adolescents

Mothers and Ageing population
Managing “innovation”.

‘ Low income countries

with low coverage

Primary health care
interventions

Essential medicines
package,

Essential interventions

. , mainly for MDG
Fragile states -
Vaccination package

Basic packages Prevention and some

Emergency kits treatment.

Disaster planning Define which ones to add.
and to whom.



WHO Access priorities

1. Provide leadership on ATM policies

2. Setting product quality norms,
standards, and their implementation

3. Providing technical support and
building institutional capacity on
health product regulation and ATM
policies

4. Articulating ethical and evidence
based policy options

5. Shaping markets through PQ
6. Monitoring and evaluation of ATM
including enhancing data systems

T izati
\{® Organization
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Developing policy options
to promote access to
medicines and health

products

Establishing stronger
national pharmaceutical
systems and capacity

Responding to evolving
health product needs
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SEVENTY-SECOND WORLD HEALTH ASSEMBLY AT2117
Provisional agenda item 11.7 4 April 2019

Access to medicines and vaccines

Report by the Director-General

1. The Executive Board, at its 144th session in January 2019, noted an earlier version of this report.’
The draft road map has been revised and a new Appendix 2 has been added to indicate the linkage
between the Thirteenth General Programme of Work, 2019-2023 and the activities, actions, deliverables
and milestones set out in the road map. The milestones have been updated to reflect the global goods
planning process, and information has been added on the Organization’s mandate with regard to the
actions required by the road map and on the distribution of road map activities across the programme
budget. The revised draft also reflects issues raised by the Executive Board relating to providing health
products for primary health care, monitoring access, optimizing the use of biosimilars, addressing the
challenges faced by small island States, and supporting countries transitioning from donor funding.*
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UNITED NATIONS SECRETARY-GENERAL'S
HIGH-LEVEL PANEL ON
ACCESS TO MEDICINES

W\, New Health Technologies
Pt

ING ACCESS, VALUE AN SUSTAINARILITY

@) OECD

PRICING FORUM

Activity: Evidence-based selection and fair and affordable pricing

Action — Support processes for evidence-based selection, including health technology assessment

and their implementation’

Deliverables

VACCINGS.

Mormative guidance for the selection of essential health products and the use of these in the development of
national selection processes, including model lists for essential medicines, diagnostics, medical devices and

Capacity development for evidence-based selection and priority-setting using various tools, including health
technology assessment in collaboration with relevant partners.

Information and knowledge exchange through global and regional platforms to support country decision-making
processes on evidence-based selection and health technology assessment of essential health products.

10/28/2019

17
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Transparency Resolution

l. URGES Member States in accordance with their national and regional legal frameworks and
contexts:

(1) to take appropriate measures to publicly share information on the net prices® of health
products;

{(2) to take the necessary steps, as approprate, to support dissemination and enhanced
availability of, and access to, aggregated results data and, 1f already publicly available or
voluntanly provided, costs from human subject climical trials regardless of outcomes or whether
the results will support an application for marketing approval, while ensuring patient
confidentiality;

(3) to work collaboratively to improve the reporting of information by suppliers on registered
health products, such as reports on sales revenues, prices, units sold, marketing costs, and
subsidies and incentives;

(4) to facilitate improved public reporting of patent status information and the marketing
approval status of health products;

(3) to improve national capacities, including through international cooperation and open and
collaborative research and development and production of health products, especially n
developing countries and low- and muddle-income countnies (LMICs), including health products
for the diseases that primanly affect them, as well as for product selection, cost-effective
procurement, quality assurance, and supply chain management;

http://apps.who.int/gb/ebwha/pdf _files/WHA72/A72_R8-en.pdf
28/10/2019 | Title of the

Nnracantatinn



http://apps.who.int/gb/ebwha/pdf_files/WHA72/A72_R8-en.pdf

TECHNICAL REPORT (@) bttt

Pricing of cancer medicines and its impacts

A comprehensive technical report for the World Health Assembly Resolution 70.12 Operative paragraph 2.9 on
pricing approaches and their impacts on availability and affordability of medicines for the prevention and
treatment of cancer
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Strengthening Improving Improving collaboration d,mam? :i?ie Realigning
pricing policies efﬁciency transparency aross-sacior & S mncentives
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1 Sharing information on medicine prices
and techrical assessments

Harmonizing reguiatory requirements for
bicsimitar medicines to ensure safety and
quality, and to promote competition
Streamlining cross-border regulatory
requirements and supply management of
medicines in shortage
Pooling subnatianal, national and regional
resources for joint negotiation and
procurement
Using voluntary license agreements where
passible and applying \WTO TRIPS
flexibilties for patented medicines where

appropriate
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Guideline development group comprising external experts

Systematic review team: The Utrecht WHO Collaborating Centre
for Pharmaceutical Policy and Regulation

W H O G U I D E |_| N E WHO Steering Group comprising personnel from the technical

O N C 0 U N -l— R Y unit and members from WHO departments and regional offices
whose work deals directly with the topic of the guideline.

PHARMACEUTICAL

External review group [To be established]

PRICING POLICIES

w

| EE e ahunt i Te s La U6 n LR T T T

.1 Regulation of mark-ups in the pharmaceutical supply and distribution chain..............

5.2 Tax exemptions/reductions for pharmaceutical products.........oooi
5.3 Application of cost-plus pricing formulae for pharmaceutical price setting ..................
54 Use of external reference Priciig.. ... ..ot e
5.5 Promotion of the use of generic MediCines..........o.o e

5.6 Use of health technology assessment

Guideline use and adaptation — key principles and general considerations

6.1 Key principles for policy planning and implementation

6.2 Owverarching considerations for policy selection

6.3 Health system and pharmaceutical sector considerations for policy implementation....

Research priorities and guideline update


http://www.who.int/medicines/areas/access/PublicNotice-of-GDG-membership.pdf?ua=1

G2RxYN World Health

Examples of requests from Member ™~
{8 Organization
States |

Investment case for HTA

Political economy, advocacy, governance
How to set up HTA “institution”

|dentifying and co-ordination of stakeholders
Horizon Scanning

National Essential lists

Defining “benefit package” linking health products and money
Global vs. local evidence (decisions, lists)

- Affordability and budget impact
Disinvestment

Pricing and procurement technical assistance
Norms and standards on procurement
Market shaping



HTP Activity — Access (examples)
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* Implementation of National Lists of Essential Medicines and Diagnostics, Priority
Medical Devices and Assistive Technology

» Appropriate Institutionalisation of Health Technology Assessment

 Facilitate a package of pricing and reimbursement policies to prioritize and sustain
access and reduce OOPP for monopoly as well as competitive (generic) situations

« Facilitate voluntary country collaboration

« Horizon scanning, HTA, PPRI network, Fair Pricing initiative (WHO HQ)
» Develop strategic procurement

» Collaboration initiatives (Nordic Forum, BeNeLuxA)

« Enhancing the role of community pharmacists

« WHO Euro workshops
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HTP Activity- Regulation (examples)

= Developing evidence - assessments of regulatory systems worldwide (more than
50 NMRAs assessed in all 6 regions) (Benchmarking)

= Providing direct technical support (capacity building, tools and guidance) to
regions and countries based on their Institutional Development Plans.

= Stimulating/initiating collaboration regulators from various countries on
regulatory activities. Promoting and facilitating communication among
national/regional regulatory systems using ICDRA, specific network meetings
(e.g. WHO Annual Pharmacovigilance Centres meetings, and International
Regulatory Cooperation for Herbal Medicines, etc.).

= Promoting regulatory collaboration and harmonization, regulatory convergence
and work sharing.
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WHO

20, Avenue Appia
1211 Geneva

Switzerland
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