. Y N\, WHO Collaborating Centre
G esun d h e ” \‘\fl l}',/ for Pharmaceutical Pricing
- . \3%1/ and Reimbursement Policies
& Osterreich GmbH

Collaborating with WHO to improve
affordable access of quality-assured medicines

GOG Colloquium
organised by the WHO Collaborating Centre for Pharmaceutical Pricing and
Reimbursement Policies

Pharmacoeconomics Department, Austrian National Public Health Institute
(Gesundheit Osterreich GmbH / GOG)

GOG Colloquium NS

1 September 2026 \\\\\\\\\\\\\\\\\\\

-::.BX\\



Welcome

By Sabine Vogler

N\

=



AN

‘ About WHO, its mandates, and partners and the role of WHO CCs

\
‘ WHO CC Pharmaceutical Pricing and Reimbursement Policies
|

‘ WHO work on pharmaceuticals, including recommendations on biosimilars

|
‘ WHO CC work on biosimilar policies
[

‘ Discussion
‘ Outlook and closing
V4

Gesundheit 778\, WHO Collaborating Centre . . . . . . ..
“ Osterreich GmbH \{fi Tk,'/for Pharmaceutical Pricing GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 3
= and Reimbursement Policies

i



AN

Housekeeping rules

’ x Please mute your microphone when you are not speaking.
b )

Please use the “raise your hand function” if you have questions. Q&A and
discussion will be at the end of the presentations.

Please also use the chat function for additional information or if you have a
question. The facilitator will either read the question afterwards or give you
the floor for stating your question (turn microphone on). Please state your
name and country first.
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About WHO, its
mandates, and partners
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The United Nations System

PRINCIPAL SUBSIDIARY ORGANS
ORGANS
Intergovernmental and Funds and Programmes?’ Research and Training Other Entities
Expert Bodies UNDP Unit=d Nations Development UNIDIR United Nations Institute for ITC Intemational Trade Centre
- Disarmament Commission Pragramme Dizarmzament Research (UNSWTOD)
GEMERAL + Human Rights Council * UNCDF United Nations UNITAR United Nations Institute for UNCTAD"® United Nations Conference
ASSEMBLY i Capital Development Fund Tmnng. and Iteﬂ__aearch onTl:de and Developn.'lent _
- Jaint Inspection Unit (JIU]) UNV United Nations Volunteers UNSSC United Nations System Staff UNH_(:R Ofﬁceluf_the United Nations
. United Nations Commission an UNEP*® United Nations Environment College High Commissioner for Refugees
ol Ta Programme UNU United Mations University UNOPS! United Mations Office for
i i 5 Project Services
. : ittee: UNFPA United Mations Population Fund
ein Commitiees UN-HABITAT® United Nations Human UNRWA' United Nations Relief
* Standing committees and and Warks Agency for Palestine
2d hec bodies Settlements Programme - ¥
B - . Refugees in the Near East
UNICEF United Nations Children’s Fund T aar T Entity
- n ations Enti
WFP Woarld Food Programme (UN/FAD) for Gender Equality and the
SECURITY Empowerment of Women
COUNCIL
SUBSIDIARY ORGANS = Counter-Terrorism Committee +  Military Staff Committee Standing committees and
= International Residual Machanism + Peacekeeping operations and special ad hoc bodies
for Criminal Tribunals pelitical missions » Sanctions Committees
ECONOMIC COMMISSIONS AND OTHER SUBSIDIARY ORGANS
AND SOCIAL
COUNCIL Functional Commissions Regional Commissions® Other Bodies® Research and Training
+ Crime Prevention and Criminal ECA Ecanomic Commission far Africa +  Committee for Development Palicy UNICRI United Nations Interregional
Justice ECE Economic Commission for Europe Committee of Experts on Public IR ST s Pl
» Marcotic Drugs ECLAC Economic Commission for Administration Institute . .
+ Population and Development Latin America and the Caribbean + Committee on Non-Governmental UNRISD United Nations Research
- Science and Technolagy for ESCAP Economic and Social Organizations Institute for Social Development
Development Commission for Asia and the Pacific Permanent Farum on Indigenous
» Social Development ESCWA Economic and Social Issues
SECRETARIAT . Statistics Commission for Western Asia UNAIDS Joint United Nations Programme
- Status of Women 2 HIW"“PS .
= United Nations Forum on Forasts R NE"OH’; Group of
Experts on Geographical Names
UNGGIM Committee of Experts on
Global Geospatial Information
Management
DEPARTMENTS AND OFFICES”
INTERNATIONAL
COURT OF E0S6 Executive Office of the DFO Department of Peace Operations D0SA Office for Duter Space Affairs UNDG United Nations Office at Geneva
Secretary-General DPPA Department of Folitical and 0SAA Office of the Special Adviser on Africa  UN-OHRLLS Office of the High
DCO Developmant Coordination Office Peacebuilding Affairs SREG/CAAC Office of the Special Representative for the Least
DESA Department of Economic and DSS Department of Safety and Security Representative of the Secretary- Dmlop_ed Cnunm.es, Landlocked
Social Affairs OCHA Office for the Coordination of General for Children and Armed Conflict Fz‘:’g'“g Ic"‘_’ ““;;s:“d Small
DGACM Department for General AL TR LT SREG/SVC Office of the Special sien 5 Ve OF_"ng ates o
Assembly and Conference OCT Office of Counter-Terrorism Representative of the Secretary-General ~ UNON United Nations Office at Nairobi
Management ODA Office for Disarmament Affairs on Sexual Violence in Conflict UNOP?United Nations Office for
L . = Partnerships
DGC Department of Global ODET Office for Digital and Emerging SREG/VAC Office of the Special X . X
;w:‘:ﬁf‘sﬂ IF Com:'l snications Technalogies Representative of the Secretary- UNOV United Nations Office at Vienna

OHCHR Office of the United Nations

General on Violence Against Children

UN YOUTH United Nations Youth Office

Building
Our Future
Together

RELATED ORGANIZATIONS?

CTBTO Preparatory Commission
Preparatory Commission for the Comprehensive
Muclear-Test-Ban Treaty Organization

1AEA" International Atomic Energy Agency

ICC International Criminal Court

10M? Intarnational Organization for Migration

ISA International Seabed Autharity

ITLOSE International Tribunal for the Law of the Sea

OPCW Organization for the Prohibition of Chemical Weapons

WT 0" World Trade Organization

I HLPF®
High-level Political
Forum on Sustainable

[ Peacebuilding
Commission

DMSPC Department of Management UNDRR United Nations Office for Disaster

Development

SPECIALIZED AGENCIES™?

FAD Food and Agriculture Organization of the United Nations

ICAD International Civil Aviation Organization

IFAD International Fund for Agricuktural Development

ILO International Labour Organization

IMF International Monetary Fund

IMQ International Maritime Organization

ITU International Telecommunication Union

UNESCO Unitad Mations Educational, Scientific and Cultural
Orgenization

UNIDO Unitad Mations Industrial Development Grganization

UN TOURISM World Tourism Organization

UPU Universal Postal Union

WHO is a specialized agencies
within the UN system

WHO World Health Organization
WMO World Meteorological Organization
WORLD BANK GROUP®

* IBRD International Bank for Reconstruction
and Development
IDA International Development Association

IFC International Finance Corporation

Notes:
1 Member of the United Mations System Chief Executives Board for

Coordination {CEB).

2 The United Mations Office for Partnerships is the focal point vis-a-vis the

United Nations Foundation, Inc.

3 These organizations are separste and independent from the United

Mations. They have been brought into relationship with the United Mations
through relationship agreements.

4 The Trusteeship Council suspended operations on 1 Movemnber 1994, as

Palau, the last United Nations Trust Territary, became independent on
1 October 1994,

5 Intemational Centre for Semlement of Investment Disputes {ICSID) and

Multilateral Investment Guarantee Agency (MIGA) are not specialized
agencies in accordance with Articles 57 and 63 of the Charter, but are part
of the World Bank Group.

These organizations are separate
and independent from the
United Nations. They have been
brought into relationship with
the United Nations through
relationship agreements.

High Commissioner for Human Rights

Source:

Strategy, Policy and Compliance

e . - 0108 Office of Internal iaht Services Risk Reduction & The secretariats of these organs are part of the United Nations Secretariat.
epartmant of Operationa LI 1 Ui - 7 The Secretariat also incledes the following offices: the Ethics Office. ) .
5 UNODC' United Mations Office on Drugs g . .// / /
Support L LT T b AT and Crime United MNations Ombudsman and Mediation Services, and the Office of https . d Iglta | I | bra ry- un.o rg reco rd 40798

Administration of Justice.

& For a complete list of ECOSOC subsidiary organs see un.org/ecosoc.

9 HLFF was established by the General Assembly. Mestings of HLPF are
zeparately convened under the auspices of the General Assembly and of
the Economic and Social Council.

29?In=en&v=pdf 3

This Chart is intended to provide & graphical reflection of the functional organization of the United Nations system and is for informational purposes only. The relevant rules of the organization concerned
should be consulted in order to establish the legal status, functions and reparting lines of each entity shown in this Chart. The Chart doss notinclude all offices or entities of the United Mations system.
Published by the Uinited Nations Department of Global Communications. 25-00005 — March 2025 & 2025 United Netions. All rights reserved wordwide.



WHO Basic Documents include WHO Constitution, the Agreements with other
Intergovernmental Organizations, rules & procedures, among other documents

The objective of the World Health Organization shall be the attainment by all peoples of
the highest possible level of health.

* Health is a state of complete physical, mental and social well-being and not merely the absence of
disease or infirmity.

* The enjoyment of the highest attainable standard of health is one of the fundamental rights of
e every human being without distinction of race, religion, political belief, economic or social
orty-ninth edition

2020 condition.

* The health of all peoples is fundamental to the attainment of peace and security and is dependent
upon the fullest co-operation of individuals and States.

* The achievement of any State in the promotion and protection of health is of value to all.

* Unequal development in different countries in the promotion of health and control of disease,
especially communicable disease, is a common danger.

© WHO

, Source: https://iris.who.int/handle/10665/339554
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https://iris.who.int/handle/10665/339554

(a) to act as the directing and co-ordinating authority on international health work;

(b) to establish and maintain effective collaboration with the United Nations, specialized agencies, governmental health administrations, professional
groups and such other organizations as may be deemed appropriate;

W H O B a S I C (c) in strengthening health services;

D O C u m e nts (d) to furnish appropriate and, in emergencies, necessary aid upon the request or acceptance of Governments;
. (e) to in providing, upon the request of the United Nations, health services and facilities to special groups, such as the peoples of trust
deSC Il bes territories;
(f) to establish and maintain such administrative and technical services as may be required, including ;
W H O (g) to stimulate and advance work to ;
fu n Ct i O n S (h) to promote, in co-operation with other specialized agencies where necessary, the ;
(i) to promote, in co-operation with other specialized agencies where necessary, the improvement of nutrition, housing, sanitation, recreation, economic or
working conditions and other aspects of ;
* Coordinate and (j) to promote co-operation among scientific and professional groups which contribute to the advancement of health;
promote (k) to propose conventions, agreements and regulations, and make recommendations with respect to international health matters and to perform such

duties as may be assigned thereby to the Organization and are consistent with its objective;

collaboration

. () to promote and to foster the ability to live harmoniously in a changing total environment;
d nd .COOpe ration (m) to foster activities in the field of , especially those affecting the harmony of human relations;
* Settlng norms (n) to promote and conduct research in the field of health;
and standards (0) to promote improved standards of teaching and training in the health, medical and related professions;
* Provide technical (p) to study and report on, in co-operation with other specialized agencies where necessary, administrative and social techniques affecting public health
assista nce and medical care from preventive and curative points of view, including hospital services and social security;

. BUlIdlng Capacity (q) to provide information, counsel and assistance in the field of health;
(r) to assist in developing an informed public opinion among all peoples on matters of health;
(s) to establish and revise as necessary , of causes of death and of public health practices;

(t) to diagnostic procedures as necessary;

Z e develop, establish and promote international standards with respect to food, biological, pharmaceutical and similar
“

A roducts;
’!P \y, World Health ) = Source: WHO 10
> M : ; l (v) generally to take all necessary action to attain the objective of the Organization ouree:
NS4 Organization
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WHO partners with various stakeholders at global, regional and
country levels to meet SDG goals and triple billion targets

y ,@\\l) 6 WHO regional offices
"ﬁ@‘/g 149 WHO offices in

countries, territories and areas
Other UN agencies //ZiX\
UNICEF, UNAIDS, UNFPA, t“g‘{”
H®

World Bank,
GFATM,UNITAID

== @overnment ministries
@ of health & their
authorities

Drug regulatory
agencies, national
procurement centres,
insurers

Non-government
organizations " 800+ WHO collaborating centers
MSF, BMGF, St Jude, %, Academic institutions
MSH, HAI, etc Government agencies

Private sector
IGPA, IFPMA, FIP, etc.

© WHO



Achieving UHC requires people having access to safe, effective,
quality, and affordable essential medicines and vaccines

2016- 2030

GOODHEALTH
ANDWELL BEING

e

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
Source:
https://sdgs.un.org/goals

/SUSTAINABLE ¥ WHo Triple vilion” ), <

DEVELOPMENT

GOALS

goals

2019- 2023

1 billion more people
enjoying better health and

1 billion more people well-being

better protected from
health emergencies

Healthier
populations

Universal
health coverage

© WHO

1 billion more people benefitting from
universal health coverage

A Global Health Strategy
for 2025-2028

advancing equity and resilience
in a turbulent world

World Health
Organization



https://sdgs.un.org/goals
https://sdgs.un.org/goals

Universal Health Coverage: breath, depth and scope of progress

* Provide all people with access
to needed health services
(including prevention,
promotion, treatment and

S

rehabilitation) of sufficient g

quality to be effective 2

e Ensure that the use of these E

services does expose the i
users to

.,
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About WHOCC and its role

A WHOCC is an institution designated by the WHO he functions of the WHO collaborating centres are diverse
Director-General
To form part of an international collaborative network set up * collection, collation and dissemination of information
by WHO in support of its programme at the country, - standardization of terminology and nomenclature, of technology, of
intercountry, regional, interregional and global levels. diagnostic, therapeutic and prophylactic substances, and of methods

. . . . and procedures
WHO collaborating centres is to provide strategic support to

the Organization to meet two main needs: * development and application of appropriate technology

_ * provision of reference substances and other services
* Implementing WHO's mandated work and programme S )
* participation in collaborative research developed under the

objectives . . . : .
Organization's leadership, including the planning, conduct, monitoring
* Developing and strengthening institutional capacity in and evaluation of research, as well as promotion of the application of
countries and regions the results of research

* training, including research training

* coordination of activities carried out by several institutions on a given
subject.

S Ny
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WHO Collaborating Centre for Drug Statistics Methodology based at
the Norwegian Institute of Public Health

ATC/DDD Index 2026

« WHO'’s Anatomical Therapeutic Chemical (ATC)
classification system and Defined Daily Dose
(DDD)

* The purpose of the ATC/DDD system is to serve as a tool for drug

utilization monitoring and research in order to improve
quality of drug use. One component of this is the presentation and
comparison of drug consumption statistics at international and other
levels.

Source: https://atcddd.fhi.no/atc ddd index/

.,
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ATC/DDD Index 2026

A searchable version of the complete ATC index with DDDs is available below. The search options enable
you to find ATC codes and DDDs for substance name and/or ATC levels. In your search result you may
choose to show or hide the text from the Guidelines for ATC classification and DDD assignment linked to
the ATC level. The text in the Guidelines will give information related to the background for the ATC and
DDD assignment.

Search query

ATC code or name Search
containing query

ATC code

s All ATC levels are searchable.
* A search will result in showing the exact substance/level and all ATC levels above (up to 1st ATC
level).

A ALIMENTARY TRACT AND METABOLISM

B BLOOD AND BLOOD FORMING ORGANS

C CARDIOVASCULAR SYSTEM

D DERMATOLOGICALS

G GENITO URINARY SYSTEM AND SEX HORMONES

H SYSTEMIC HORMONAL PREPARATIONS, EXCL. SEX HORMONES AND INSULINS
J ANTIINFECTIVES FOR SYSTEMIC USE

L ANTINEOPLASTIC AND IMMUNOMODULATING AGENTS

M MUSCULO-SKELETAL SYSTEM

N NERVOUS SYSTEM

P ANTIPARASITIC PRODUCTS, INSECTICIDES AND REPELLENTS
R RESPIRATORY SYSTEM

S SENSORY ORGANS

V VARIOUS

15
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GISRS

GLOBAL INFLUENZA
SURVEILLANCE &

. RESPONSE SYSTEM

GISRS has been established since 1952

global mechanism of surveillance,
preparedness and response for
seasonal, pandemic and zoonotic
influenza;

global platform for monitoring
influenza epidemiology and disease

global alert for novel influenza
viruses and other respiratory
pathogens

.,

N
@ World Health ( : 35 HEALTH
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National Influenza Centres

WHO Collaborating Centres for
Reference and Research on
Influenza

WHO Collaborating Centres for
capacity strengthening of GISRS

WHO H5 Reference Laboratories

WHO Essential Regulatory
Laboratories (ERLs)

Virus sharing

GISRS 70th Anniversary

To support influenza surveillance and vaccine
response:

Seven WHOCCs in Melbourne Australia, Beijing
China, Tokyo Japan, London UK, Georgia USA,
Memphis USA, Novosibirsk region in Russian
Federation

(and four Essential Regulatory Laboratories)

To support capacity development and the
implementation of quality systems to
strengthen laboratory and surveillance
capacities at national and regional levels:
Two WHOCCs in SAR Hong Kong China, and
Dakar Senegal

Source: https://www.who.int/initiatives/global-influenza-
surveillance-and-response-system



WHO Collaborating Centres for Pharmaceutical Policy

WHO CC for Governance, Transparency
and Accountability in the Pharmaceutical
Sector, University of Toronto, Canada

WHO CC in Pharmaceutical Policy,
Boston School of Public Health, USA

WHO CC for Pharmaceutical Policies,
Fiocruz, Rio de Janeiro, Brazil

s,
Ny
gy World Health =) HEALTH
/¢ Organization [ FORALL

WHO CC for Research and Training in the
Patient Perspective on Medicines Use,
University of Copenhagen, Denmark

WHO CC for Pharmaceutical Policy and
Regulation, Utrecht University Kingdom
of the Netherlands

WHO CC for Pharmaceutical Pricing and
Reimbursement Policies, Austrian National
Public Health Institute, Vienna, Austria

WHO CC for Pharmaceutical Policy and
Evidence Based Practice, University of
Kwazulu-Natal, Durban, South Africa

17



WHO CC Pharmaceutical Pricing and
Reimbursement Policies

Activities & collaboration with WHO



AN

WHO Collaborating Centre for Pharmaceutical
Pricing and Reimbursement Policies @ GOG

First designation Redesignated
as a WHO CC for another 4 years

4

July July July July July
2010 2014 2018 2022 2026

Long-term
collaboration

with WHO
Gesundheit 7ZBR\, WHO Collaborating Centre .
h‘ Osterreich Gmbi \‘\71 E/for Pharmaceu tical Pricing GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 19
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WHO Collaborating Centre for Pharmaceutical

Pricing and Reimbursement Policies @ GOG
PPRI Network
public authorities working on pricing @
and reimbursement for medicines and ~ EEB!&:?&
- medical devices from 50 countries R
PPRI
© PPRI
WHO Euro

WHO (HQ & Euro) involved in the PPRI network and PPRI Advisory Board member

(associate partner)

>First designatior> > Redesignated >
as a WHO CC for another 4 years
July July July July July
2010 2014 2018 2022 2026

Gesundheit 4 WHO Collaborating Centre B
‘ { E/for Pharmaceutical Pricing GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 20

Long-term
collaboration
with WHO
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WHO CC for Pharmaceutical Pricing and Reimbursement Policies
Our Terms of Reference

Refine
Provide methodological
scientific advice framework to
and technical measure,
assistance to compare and
WHO and its MS analyse data
nd policies

Promote market
transparency for
medicines and other
health products through
information sharing

& Osterreich cmbH W

: 4 N\, WHO Collaborating Centre B ] o
r \ Gesundheit \V@ for Pharmaceutical Pricing GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 21
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WHO CC for Pharmaceutical Pricing and Reimbursement Policies

Examples of previous activities

23 World Health
Organization

e EUTOPE

-

Pharmaceutical pricing

How to improve affordability and reimbursement

through a reform in Kyrgyzstan
national medicine policy

P rOVI d e Hanne Bak Pedersen, WHO
Guillaume Dedet, WHO
M £ M Hans Hogerzeil, WHO Itant
scientific advice < e e O St

and technical
assistance to
WHO and its MS

Monday, 29 August 2016 - Friday, 2 September 2016
Vienna, Austria

PROGRAMME

oo . 7By, WHO Collaborating Centre
Gesundheit Osterreich \Qg LA‘;wmm(gumew,.w;

GmbH * and Reimbursement Policies

Workshop on
Pharmaceutical pricing regulation
in Kyrgyzstan

Agenda

‘ Gesundheit 7B\, WHO Collaborating Centre .
a Osterreich Gt \{i ,‘\,’/for Pharmaceutical Pricing GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 22
__D
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WHO CC for Pharmaceutical Pricing and Reimbursement Policies

Surveying & reporting policies

PAYER POLICIES TO SUPPORT
INNOVATION AND ACCESS
TO MEDICINES IN THE WHO

g

\
S0©

]
3

s

CROSS-COUNTRY
COLLABORATIONS

to improve access to medicines and
vaccines in the WHO European Region

Fig. 7.2 | Co-payments for a ane-month or episode treatment as a proportion of the monthly minimum wage for
defined patient groups in countries of the financial burden analysis, September 2017

Amlodipine

E I f I t I I t I
Refine
Analysing data ethodol glcal
y g EUROPEAN REGION
and licies framework to
I measure,
(a) sofosbuvir pri
it . compare and
awith 23% rebate no rebate swith 23% rebate no rebate
m"; b — S a na Iyse d ata
United Sates ISR $64 000 534000
Swf;m: 55525%3 s7‘5222.5577 ° °
ot BENE s Evamm— o nd pOIICIeS
Span BOYAOVEE $55.723 $62,170
soi— T S 50357
e 85 $56,342
vy TR 557 7% $55.355
New Zeand. ISR [y
icond. ECHHU 351502 TN $51545
France $40.451
Jspan SR R
Austnz BEERIVENEE $54306 BRI 54017
[ $48912
Nethornds BNRUSN 350552 346,465 0%
Lienbouy ENFA 54357 [
Carode BNEVHH 340724 S 340500 o%
Finkand BEEESEON $54,051 $43373 2%
Unted Kngdom SERENIE 550,358 543228
S 5050 SR 50505
[ e B 3500
Sweden BSERVRE 351 221 $9727
ey $54.73 $36483
Brazil $6,875 $9.708
Eqypt | $9%2 3117
Mongolia | $900 $2604
53 $1861

lyengar S, Tay-Teo K, Vogler S, Beyer P, Wiktor S, De
Joncheere K, Hill S. : Prices, Costs, and Affordability of
New Medicines for Hepatitis C in 30 Countries: An
Economic Analysis. PLoS Med, 2016,13: 5

‘ Gesundheit N\, WHO Collaborating Centre
o Y/ for Pharmaceutical Pricing

¥
\
& Osterreich cmbH \i
\&%” and Reimbursement Policies

Hates

+ Amlodipine: no data av
correspone to ane mor
« Where
this me

El

Patients on fow income
M High spenders on medicines

G

Germany (LP

M Standard co-payment
Unemployed people

e available, the medi

0 co-payment is charged.

g

]

W ketied people.

g

Sweden () —

Greece (LPG) mm—
PG} B

H

United Kingdom (LPG)

for Albania (0), Hungary (0) and Kyrayzstan (O);co-payment calculated for one pack because ths pack 520

icines are not displayed i the figures. If the country i included but no bar i shown n the figures,

https://www.who.int/europe/publications/i/item/9789289053365

GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026

Comparing policies

PHARMACEUTICAL PRICING
AND REIMBURSEMENT SYSTEMS
IN EASTERN EUROPE AND
CENTRAL ASIA

Fsesenf
2NN

https://iris.who.int/items/1cbc40b2-

' @, Warld Health
%) Organization
e Earope

MEDICINES
REIMBURSEMENT
POLICIES IN EUROPE

8acc-4abc-ae58-ea714785e012

https://www.who.int/europe/publi

cations/i/item/9789289053365
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https://www.who.int/europe/publications/i/item/9789289053365
https://journals.plos.org/plosmedicine/article%3Fid%3D10.1371/journal.pmed.1002032
https://journals.plos.org/plosmedicine/article%3Fid%3D10.1371/journal.pmed.1002032
https://journals.plos.org/plosmedicine/article%3Fid%3D10.1371/journal.pmed.1002032
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Examples of previous activities

Oﬁh‘:ﬁg"‘_‘f‘ Fig. 8. Overview of mapping access to data in 48 countries
Volume &
sales
List prices
ACCESS TO INFORMATION IN
MARKETS FOR MEDICINES IN
THE WHO EUROPEAN REGION Cost inputs Patent status Marketing
WEDICNES ITITIVE TECHNIGAL REPORT authorization

0SLO MEDICINES /E TECHNICAL REPOS R+D costs
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WHO work on
pharmaceutical pricing
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HPS’s work supports the entire technology value chain to
strengthen health system

Legislation, regulation, governance, monitoring
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R&D and Manufacturing ™ Marketing Selection, Procurement Prescribing Dispensing Use
innovation registration pricing & and supply

reimbursement

Examples of major work programs

*  Regulatory system strengthening

Technical and *  Prequalification of medicines (including biosimilars), vaccines, diagnostics, vector control products
normative work +  Local production and industry supports

* Regulation and safety e.g. pharmacovigilance, falsified & substandard products
Country support * Essential Medicines List, Essential Diagnostics List, Priority assistive products

* International nonproprietary names
* Technical Standards and Specifications

Convening role *  Drugs of Dependence

*  Pricing and affordability
*  Supply chain management, including shortages




To make access to established and novel essential

medicines affordable, secretariat work has been broadly
conceived based on WHOQ'’s core functions:

. present robust evidence to inform policy and guidance
: build country capacity in managing pharmaceutical pricing

: facilitate policy discussion across all stakeholders
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1. Normative guidance: Presenting robust evidence to inform policy

Thought leadership based on a thorough review of Policy Guideline on country
evidence on the pricing of and access to cancer medicines, pharmaceutical pricing policies developed
and insulin products according to WHO's high standards and

processes
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Left behind in pain

/////
ACCESS TO MEDICINES
AND HEALTH PRODUCTS

X Extent and causes of global variations in access to morphine for medical use
Keeping the 100-year-old and actions to improve safe access

promise: making insulin
access universal

WHO guideline on country
pharmaceutical pricing policies
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2. Country support: build country capacity in managing pharmaceutical pricing

Direct country support
to develop and implement
pharmaceutical pricing
policies

Learning through e-Learning
course and case studies

Ten Plain language summaries to

explain technical content in simpler layman
terms

WHO e-Learning course on
pharmaceutical pricing policies

Mark-up regulation across the

o What is the policy?

Amaricupis an addiional charge applied o the price of

This self-paced introductory course builds foundational knowledge of the economic

pharmaceuﬁcal supply and distribution chain A g THINGS TO CONSIDER principles underpinning medicine pricing. Learn about government policies that

spdprfun ot ':;,'Z’Z;T::;Z::::Z promote affordable access to medicines and financial sustainability, guided by .
WHO Guideline on Country Pharmaceutical Pricing Policies retal pl WHO recommendations. Real-world examples and hypothetical scenarios bring ([ ] I a n Z a n I a
A plain language summary. = e concepts to life.

appropriataly. such as to analyzs prics data, aseses
the sffeots on the apprapriats use of medicines, and
aciust policy o that the financial health of the aupply

e Why is the policy implemented?

Ghana

2upply chain.

¥ Satting lower mari-upa for highar-prioad madicines can
ancourags mora usa of lowsr-pricad maclcines such a3
gensrica.

Main points.
B I mark-up reguiation, govemments spacdy how much
supplera can add to the cost of medicines along tha

HIGHLIGHTS

For policymakers
responsible for
promoting affordable

fea.
costand profit expactations.

How is the policy implemented?

the use
products that ars not coverad by the mark-up
roguiatons?

Do we understand or have a pracess {0 assess the.
impacta of mark-up regulation on the incoma of

Afied

Mark-up regulation sets dear rulesto reduce differences chain can be maintained?
in price for the sare product slong thesupply chain. = Do we have a process, information tschnaley. Y
, for analyzing
st sysom, androre s il e
i sk prces, sles and e Moduie 1: Supply and Demand Create Market Scenario and case study-based learning ! World ,Hea_lth
i caniets mppcora R ot O AT T D ot e Organization
ik d to ———

Gainaba ing of how markets
funclion).

Medule 2: When Markets Fall Shert
Explore why govemments regulate mesicine prioes.

illustrate specific concepts.

Section recaps: summary of key concepis atthe
end of cach madule to reinforce keaming

e Tunisia

Pros o 5
access to health atany pointalong the supplychain teg. mark up at TP Medule 3: Country Policies on Medicine Pricing i 2
= sk requiaton aeures tat pice alomg g cottony e vl Asutors snd et phanscy e e 0 Knowledge checks & reflection auzes o
(o Ao = T, e P leve sditionofdspansing fee o fee for mesting throughout the course help guide kiamers’ progress
3 PRI pricing, and cost-plus pricing. .
tranaparent, hertypes
= Pradictabie prices improve sxpenditr managament. controlp o = |

= Carsfully dasignad mark-up reguiation can improve
opanding sficiency bscauas i can maximiza ho oupply.
of low-pricsd procucts to achiave tha sama haaith
utzomes uith tha sams amount of monay.

Cons

= Producis may becoms unavaiable if mari-up fevels do
ot mast suppier” cost and proft axpaciations.

B Moritoring pricse and enforsing mark-up regulations
requirs high-Jevel skills and resources.

= Falus to enforcs tha pofcy san mean faiur to make
prosucts more afiordabl.

WHO supgsts the uss of mark-up ragulation across the

‘upply and distribution chain for macicines nder the

following conditions

B Markcup rogulation should be used in corjunction
it other pricing policiea:

= Markup structurs should bs regrezsive, whers the.
mark.up rata decraanse as the price ncreasse (rather
than a fxed percontags mark-up foral prioes)

WHO suggseto that couniries considr using
Femuneration end merlcup regulation as incentives,
for supplying specic medicines (0.6 generic
medicines. low volums meclcines, rembureable
madicines) or to protect madicing acosss for spacfic
passnts or population groupo (5.0 winerabio proupe.

points longthe supplychain.

How commonly is the policy used?
Many health systems regulatethe cost ofpharmaceutical

aupply chain are they appliad?
What ia the design of the ragrazsive.

hara the markcup rata decraasa:
inersasss rathor than 2 ied percantags mark-up for
all prices)?

pricean

e
2o markup

amaximum mark-up formedicines supplied at prvately
‘owned retailpharmacies; afixed or percentage mark-up
for most stages of distribution;and Fred ormademum
feas or prices, ora combination of beth.

performance incentives, ahould wo consider?

Medule 4: Policy Influences

Examine the impact of promoting quality-assured generics and
biosimiars, tendeing. pooled procursment,transparency, tax
exempions, and inteliectual property management

Module 5: Assessment
Leamers will receive a cerificate of completion.

The course is currently available in English.

This course is open ta all, with particular
relevance for heakth system managers and policy
analysts supporting policymakers 1o promote:
affordable acoess to phammaceuical products

* ad-hoc supports for
other countries
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. : facilitate policy discussion across all stakeholders

Fair Pricing Forums
Hosting the forums and running working group

Forum Discussion Paper
Pricing approaches sensitive to health systems’ ability
to pay and the need for accelerating towards Health

Sustainable Development Goal

icing Forum 2021

World Health
‘Organization

WHO/MHP/HPS/MIA/2021.02

< (-
A ( ./ “This discussion paper does not represent an official position of WHO. Itis 3 tool to explore the views of participants on
- 1 the subject matter. References cited in this document do ti imply
J - preference to others of a similar nature that are not mentioned.

Al reasonable precautions have been taken by WHO to verify the information contained in this discussion paper.
However, th Is being distr any kind, either exprassed o implied. The
respansibility for the interpretation and use of the paper lies with the reader. In no event shall WHO be lable far
damages ansing from its use.
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Webinar series on country pharmaceutical pricing

policies
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WHO recommendations
on biosimilar medicines
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In September 2020, WHO Guideline on country pharmaceutical pricing policies

was published

/ Ten pricing policies
SR 1. External reference pricing
2. Internal reference pricing
WHO guideline on counry 3. Value-based pricing
pharmaceutical pricing policies
4. Mark-up regulation across the

¢ ;ga& World Health
L #.2 Organization

pharmaceutical supply and
distribution chain

Promoting price transparency

Tendering and negotiation

- https://www.who.int/publications/i/item/9789240011878

10.

Promoting the use of quality-
assured generic and biosimilar
medicines

Pooled procurement

Cost-plus pricing for setting the
price of pharmaceutical products

Tax exemptions or tax reductions
for pharmaceutical products
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Promoting the use
of quality-assured
generic and
biosimilar
medicines
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WHO recommends that countries enable early market entry of generic

and biosimilar medicines through legislative and administrative measures,
with a view to encouraging early submission of regulatory applications, allowing
for prompt and effective review, and ensuring these products are safe, efficacious
and quality-assured.

WHO recommends that countries use multiple pricing policies to
achieve low prices for generic and biosimilar medicines that are informed

by the cost of production. These policies may include: internal reference
pricing, mark-up regulation, direct price controls, tendering, promoting price
transparency and lower patient co-payments.

To maximize uptake of generic and biosimilar medicines, WHO recommends that
countries should implement, and enforce as appropriate,
[...] INN prescribing, substitution, incentives, awareness



The EML has listed several biological medicines in recent years:
availability of affordable biosimilars would improve access in LMICs

List of biological medicines on the EML

* Adalimumab, etanercept, Infliximab for
rheumatoid arthritis and autoimmune
inflammatory diseases

* Rituximab for lymphomas and multiple
sclerosis

* Trastuzumab for HER2-positive breast cancer

* Bevacizumab for age-related macular
degeneration

*  Pembrolizumab and nivolumab immune
checkpoint inhibitor for various cancers
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Articles I

Modelling the potential financial impacts of expanding access

)

to immune checkpoint inhibitors as monotherapy for treating "=

advanced non-small cell lung cancer

Kiu Tay Ten™* oo Tropany Manju Sengar? Zeha Azir,* Filfp Mehears Andie e, * Elrsbeth G £ de Vi, and Lorenro gj™
*wodd Health Organization, Geneva, Switreriand

Pfusropean institute of Oncology, IRCCS, Milan, ialy

“Department of Oncology and Haemats Oncalagy, University of Mitana, Milan, iy

"Department of Medical Oncolagy, University Medical Center Groningen, University of Groningen, Graingen, the Nethertands

Summary

Background Aces i immune cherkpoint inhibitors remsins. kmited due 1o costeffectiveness and affordability
. Thie L

line monoterapy for patients aged 40-74 years with advanced unresectable non-small cell hing cancer (NSCLG),

with wildtype EGCFR and >50% of mmour cells with PD-L1 expression.

mmwwﬂmmﬁmm&mnummwwm
assescments. The base cse avsumed treatment raies in countries with acoes o P :I}u“hinmumﬂle

expanded-access scemarios projected coverage increases to 309 in low- 50% in lower-tmidldl B0% in
upper-middle-income (UMICs), and 95% in high-income countries over 10 years.

rm@mnddmuhmmmmmmmdﬁhmuhmnm
receiving PD1/PD-L1 inhibitors in the base cse. Expanding access would increase global treatment covenage 1o
75% by 2040, particularly in middleincome countries. The ket increases would be in UMICs (+100.700) and

the Western Pacific region [+32,400). At an estimaied per-patient Efetime cost of US$37,600-US575,100, iotl
costs could reach US$14,087 milion with fised dosing, or US$9080 million with weight-based dosing. PD-11
testing costs would add <1% o the ol

ion Espanding access to PD1/PD-LY inhibitars for adwnced NSCLC over 1 mmw
without a price
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Universal Healih Coverage Partnership (Awand 745812, the European Union, the Grand Duchy of Luscmbourg, Trish
Mll‘zcwumoflapl the French Ministry for Europe and Foreign Affairs, the United Kingdom's Foreign,

Office, the of Belgium, the Government of Canada, and the Govern-
mﬂcm-.,i and the Increasing Global Equitable Access 1o 1eahth Products & Health Technologies project
{Award 72913, the: Government of Belgium).

Copyright 2025 Warld lealth Organization; oemsee Elevier Lid. This is an open access artick under the OC BY
1GO cense (hip:/ i i w/3.0/igm).

Eeywords: Nonsmall cell hung cnces: Immune checkpoint inhibitor: Acces to medicines: Economics; Fimances

author, Weekd i, A i, 20, 27, Grmera CHAAZH, Switzrland.
Evmail e ki irwb. it K. Tap Texi).
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Biosimilars is an important part of the
overall access strategy to improve
access

* Expanding access to PD1/PD-L1 inhibitors for
advanced NSCLC over 10 years demands
significant funding, making equitable
access in lower-income countries doubtful
without a significant price reduction.

* Policymakers should negotiate lower prices to
ensure cost-effectiveness and affordability,
improve spending efficiency by optimised
dosing and treatment duration, and enhance
health system capacity, including ensuring

appropriate use and introducing
biosimilars.

Source:

https://doi.org/10.1016/j.eclinm.2025.103261
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Biosimilar medicines can be interchanged [zs-

News 19/09/2022

EMA and the Heads of Medicines Agencies (HMA) [2 have issued a joint statement confirming that biosimilar

medicines approved in the European Union (EU) are interchangeable with their reference medicine or with an

equivalent biosimilar.

While interchangeable use of biosimilars is already practiced in many Member States, this joint position
harmonises the EU approach. It brings more clarity for healthcare professionals and thus helps more patients

to have access to biological medicines across the EU.

, https://www.ema.europa.eu/en/news/biosimilar-medicines-can-be-interchanged
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Ch a | |e ngeS Of b | OSi m | I ar Table 8. Approach for interchangeability of biosimilars in each country participating in the survey

u pta kes | N LM |CS Depending on the clinical
Automatically upon evidence provided by the Relying on the decision
Countries approval of the biosimilar biosimilar manufacturer made by prescribers
. Canad Y
WHO survey conducted in 2019-2020 flada e
China Yes
Egypt Yes
Four challenges EU Yes
* unavailable/insufficient reference India Yes
. Indonesia Yes
products in the country;
Jordan Yes
* |ack of resources; Malaysia Yes
bl ith th i £ Republic of Korea Yes
[ ]
pro . ems with the quality o s,.ome Singapore Yes
biosimilars (and even more with Thailand Yes
noninnovator products) Brazil Yes Yes
e ] . ) Ghana Yes Yes
. fjlfflcultles W|tlj1.the practlcg of Zambia Yes Yos
interchangeability and naming of Cuba Yes
biosimilars. Peru Yes
Russia Yes
Iran Yes
Japan Yes

Source: Kang et al. Ann N Y Acad Sci. 2021 doi: 10.1111/nyas.14522.
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Improvements in countries

Establishing policies for Cross country Evidence from countries
SUbStitutionS co"aboration |T Bevacizumab l?_ Rituximab
. . 1227 q DBevacizumab-Ri 1:27_ RIRIE [] Rituximab-R
* Australia: Pharmacists “can * ASEAN health w M vevaciumats fi w B usimab-8
substitute biosimilar brands that are harmonization for x " x ")
‘a’-flagged in consultation with the medicine approval g %1 £ 5
patient, and provided that the uses standardized o o
prescriber has not marked ‘brand technical " |
SUbStitUtion nOt permitted' documentation’ SUCh 0 1-3 46 7-9 10-1213-15 16-18 19-21 22-24 25-27 28-30 31-3334-36 37-39 0 1-3 46 7-9 10-12 13-15 16-18 19-21 22-24 25-27 28-30 31-33 34-36 37-3940-42 43-45
Month Month
« Malaysia: registered biosimilars are as the ASEAN _ —
considered interchangeable for Common Technical e
inti 2 Dossier, to streamline O || W estinmana
prescription purposes by thSICIanS, . ’ 507 | Clinical Benefit, Price, and Uptake for
but automatic pharmacy EEARBRACE=SES = zz Cancer Biosimilars vs Reference Drugs in
substitution is explicitly prohibited across member g0 China: A Systematic Review and Meta-
. £ Analysi
states. ICH practices. S ) nawss
304
20 Source: Luo et al. 2023 JAMA
10 NetwOpen
\ I ’ 1-3 4-6 7-9 10-12 lﬂ-ﬁonlt?.l-ls 19-21 22-24 25-27 28-30
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WHO CC Pharmaceutical Pricing and
Reimbursement Policies

Activities & collaboration with WHO
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— Case study: biosimilar policies

Which policies for pricing, procuring,
funding and enhancing uptake are
in place in the 50 PPRI countries?

How can countries harness the
potential of biosimilar medicines?

A toolkit for policy-makers

PPRI policy
mapping

Vogler S, Panteli D, Busse R. How can countries harness

the potential of biosimilar medicines? A toolkit for policy- Work of

makers. Copenhagen: European Observatory on Health

Systems and Policies, WHO Regional Office for Europe; WHO CC . . .

2026. Licence: CC BY-NC-SA 3.0 IGO o Which poI|C|es have proven to be

effective in enhancing biosimilar
uptake in 32 European countries?

biosimilar
policies

How can the implementation of
biosimilar policies be optimised, based on

European
current practice in 30 European countries? Observatory
Policy Brief @) gpg[ne.nt
2026 iosimilars
h‘ Go:fel:.?SZEiLmbH \{{@ ;Ig}:ghca(:”n?::;:::zgl ICD:PctuLeg GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 40
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O Objectives of the AUGMENT Biosimilars Project

Overall purpose of the project:

To support national authorities in implementing policies and practices that improve
biosimilar competition, as a means to contribute to the accessibility, affordability and
availability of medicines for patients in the EU

1

To generate evidence through a To build capacity on how public
comprehensive analytical study authorities and stakeholders can
on 32 countries implement best practices and

recommendations at national level

Funded by the

m European GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 41
Commission

O biosimilars
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— Qp Study objectives, scope & methods

To map and analyse policies and practices
to improve biosimilar uptake and competition
In European countries

Overall @ 27 EU MS, 4 EFTA countries, UK

objective ﬁ Outpatient & hospital setting

E Biosimilars & biological originators

Legislative & non-legislative;

[ supply- & demand-side policies

Policy What are the current national policies and practices to increase biosimilar uptake and
mapping competition in the 32 studied European countries?

Impact How do biosimilar policies and practices contribute to the availability, affordability
analysis (savings) and accessibility (uptake)?

Barrier What are the barriers to optimising biosimilar policies and practices, and which are
analysis potential facilitators?

Conceptual design

Stakeholder
consultation IQUIA
Quantitative analyses MIDAS ®

aug ment Funded by the
O biosimilars ~ Bl &2 |

GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 42
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Availability of biosimilars improved

Number of biosimilar medicines on the market (sales > 0) in European
countries in 2024 compared to 2012

Larger countries
tend to see higher

81
65
&0
biosimilar ® .,

availability and were Y oas e, L

among the early PRI

adopters while 2 9 20 2
countries with lower
income levels and | | l | 1514 43
smaller market sizes I I I
generally show more I | | | I 1 | | | n in I |

,.r} '@' &P 5‘9@&%

limited biosimilar «:a 3
xx:""

"“f ‘9?' "
&

Q.
G "b

availability

m2012 m2024

Source: AUGMENT Authors’ analysis, based on IQVIA MIDAS® sales data for Q1/2008-Q2/2024 reflecting estimates of real-world
activity. Copyright IQVIA. All rights reserved.
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__ O, Contributions of biosimilars to affordability

Price (proxy) development —
example for infliximab products in Austria (left) and France (right)

Country Maolecule Country Maolecule

Austria W INFLIXIMAB A France W INFLIXIMAB A
Price level development Price level development
Product ©°b_1 @b_2 @b_3 @b_4 @R Product & b_1 @b2 @b 3 @b 4 @R

100% 100%

Prce_index
Price_index

50% 50%,

20 40
Quarter index Quarter index

=R R R R R R N R

20 40

Note: R: reference product; b_1, b_2, etc.: biosimilar products
Source: AUGMENT Authors’ analysis, based on IQVIA MIDAS® sales data for Q1/2008-Q2/2024 reflecting estimates of real-world activity. Copyright IQVIA. All rights reserved.
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Contributions of biosimilars to affordability

o Total estimated savings from biosimilar competition across all biological
substances studied in European countries, in billion Euro, 2009-2024

Year Savings

2009 o 626.800 lotal savings (€)
2010 18.447.030 o

2011 39.863.429

2012 62.025.807
2013 101.338.986
2014 167.199.052

12bn

Note: Data for 2024 is preliminary.
Data for Estonia, Greece and
Luxembourg reflect only the
outpatient (community) sector and
do not include the inpatient
(hospital) sector. No data from
IQVIA MIDAS® were available for
Cyprus, Denmark, Iceland,
Liechtenstein and Malta.

10bn

2015 | 341.843.434

2016 | 830446499

2017 | 1.275.470.884

2018 | 2.086.145216 &,

2019 | 3.738.652.695

2020 | 5.599.035.051

2021 | 7.393.400.551

2022 | 11.067.179.716 2

2023 | 11.974.834.543 . I
2024 | 13.654.652.387 oo =

2010 2015 2020

Source: AUGMENT Authors'’
analysis, based on IQVIA MIDAS®
sales data for Q1/2008-Q2/2024
reflecting estimates of real-world
activity. Copyright IQVIA. All
rights reserved.
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O Variation in biosimilar uptake

Biosimilar market share in sales (% of total market) in European countries, 2024

70%
60%
50%
40%
30%
20%
10%

0%

augment

57%

3% 52% 5205 529
45% 44% 43%
I l . . . 41% 39% 39% 389 37% 3

Eight countries have
biosimilar market share of
40% or more.
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37%
35% 3305 3904

>
c
©
=
V
O

0,
30% §29% 27% 26%

23% 22% 22%

Hungary |
czechia | IEGEN
Switzerland || EGB
Portugal |Gz
Slovakia [|IEGN
Bulgaria |

@© © © 8 © E % ©
— — c — —
-4: c O c B E c S
> = O — — ot D
< g o L cqé) O w

= £

(b}

=

19% 18%

0
c
O
>

<

w

10% 10%

Greece

Luxembourg

Source: AUGMENT Authors' analysis, based on IQVIA MIDAS® sales data for Q1/2008-Q2/2024
reflecting estimates of real-world activity. Copyright IQVIA. All rights reserved.
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Herfindahl-Hirschman index across timeline of biosimilar
competition, 2024, 27 European countries

10.000
Matalizumab
9.000 ® Insulin aspart
Eculizumab Insulin lispro
8.000 @
Ranibizumab tnsulin al
nsulin glargine
7.000 -
Tocilizumab ® o
6.000 Recent
molecules
S0 Foll [ph
ollitropin alpha
Enoxaparin TOH P
4.000 Epoetins
Etanercept @ Early molecules
3.000 Trastuzumab s ° o
Rituximakb ® Filgrastim .
2.000 Bevacizumab - -
Pegfilgrastim
. Somatropin
Teriparatide _ Infliximakb
1.000 Adalimumab
0
0 2 4 G 8 10 12 14 16 18 20
Years with biosimilar competition (according to data, max 18 since 2007)
Funded by the
augment y

Note: Data for 2024 is preliminary. This
analysis (s based on all study countries
(with available data). Data for Estonia,
Greece and Luxembourg reflect only the
outpatient (community) sector and do not
include the inpatient (hospital) sector. No
data from IQVIA MIDAS® were available
for Cyprus, Denmark, Iceland, Liechtenstein
and Malta.

Substances as defined in the scope of the
study, excluding those without competition

Source: AUGMENT Authors’ analysis,
based on IQVIA MIDAS® sales data for
Q1/2008-Q2/2024 reflecting estimates of
real-world activity. Copyright IQVIA. All
rights reserved.

. o . European GOG Colloquium: | Collaborating with WHO to improve affordable access to quality-assured medicines, 1 Sept. 2026 47
O biosimilars E&l  Eroeen,



AN

Variation between

Biosimilar uptake takes time

Time to market defined as time, expressed as average time
needed for biosimilars to reach the market after EMA authorisation

— QOp

average years of time to market of biosimilar products

(only products authorised starting with 1 January 2008)

biological substances &
countries

0,0 0,5 1,0 1,5 2,0 2,5 3,0 3,5 4,5
GERMANY I 0,50 F e 8 s 4
Uk I 0,05 - g e = 5 % = 3 z
! 2 < ¥ - z g 3 £ = g 2 P
spaIN I 1,11 Eiii;iiviyig,gigiielee . 1
ALY I 1,30 5§38d8hbzgz38:8¢5¢ 556838533533 %8%;¢
POLAND _ 1 34 ADALMUMAB 098 098 134 127 113 183 127 084 066 3,38 169 160 122 199 123 209 409 160 131 182 1,18 127 1,14 097 196 1,14 154 127 409 066
I BEVACIZUMAB 103 163 1,79 1,18 1,04 469 128 132 1,01 262 149 130 135 218 037 149 154 1,21 134 215 1,31 193 143 071 1,56 134 469 037
sweDeN N .41 ECULIZUMAB 063 038 03 045 038 0630038 063 088 036 063 108 058 060 108 032
AUsTRIA I 1.43 ENOXAPARIN SODIUM 2,24 326 376 351 038 123 681 503 | 503 376 224 048 315 338 681 046
PORTLGAL _ 1 48 ETANERCEPT 118 164 349 181 194 257 215 D,BB- 422 400 283 093 298 298 1,66 244 055 245 219 359 283 067 029 2.19- 2,03 217 422 016
r FILGRASTIM 068 3,57 205 327 161|768 102 584 1,68 1,80 1,19 2,57 093 447 282 745 1,78 347 158 1,17 1,29 1,18 157 093 076 1,08 043 236 161 768 043
CZECH REPUBUC _ 1:50 FOLUTROPIN ALFA 437 221 222 247 2,08 221 386 196 1,20 488 259 564 221 234 234 259 044 209 196 3,23 462 247 1,70 386 525 183 279 234 564 044
crROATIA I 1 INFLXIMAS 152 203073 146/ 083 408 228 196 095848 127 075 146 126 176808 156 095 133 084 067 228 146 171 276 120 210 146 948 067
SLOVAK[A _ 1 56 INSULIN GLARGINE 349 0,70 3,24 4,00 527 0,70 121 121 248 070 230 184 527 070
N NATALIZUMAB 045 0,70 045 0,70 0,70 0,70 0,70 0558 0,70 070 019
FRANCE I ! PEGFILGRASTIM 115 155 140 101 09 185 127 072 096 282 180 130028 206/ 053 066 066 093 090 101 066 1,04 191 028 112 101 282 028
roOMANIA T 1,71 RANIBIZUMAB 1,58 057 057 057 257 097 129 133 133 057 057 082 093 057 129 168 157 1,10 097 257 057
BELG]UM _ 1 ?f—, RITUXIMAB 103 203 217 1,07 1,75 1,73 124 099/031 191 1,66 090 298 222 - 268 149 260 160 1,19 073 1,15 1,77[039 149 155 298 022
= TERIPARATIDE 3,06 471 3,06 281 673 344 239 196 546 268 433 222/ 699 293 293 433 3,18 370 268 294 177 3,19 230 2,81 344 300 699 177
FINLAND [ .- TOCILIZUMAB 072 047 072 047 047 021 047 072 021 072/ 021 o2 | 021 047 047 048 047 072 021
HUNGARY T .- TRASTUZUMAB 132 1,95 179 084 178 200 089 047 125 151 124 277 210 058 108 149 128 166 222 069 106 245 147 141 277 047
BULGAR]A _ 1 8-—_, TOTAL 1,43 1,72 1,82 1,53 1,50 2,95 1,74 1,61 0,90 4,43 1,75 2,13 1,30 2,57 2,06 3,53 1,92 2,15 1,34 1,48 1,71 1,56 1,85 1,11 1,41 2,09 0,98 1,87 1,72 4,43 0,90
SLOVENIA I .85
AVERAGE ALL I 1,87
NETHERLANDS [ 1 .o- Note: Only biosimilar products with EMA authorisation dates starting in 2008 were included
SWEFZF'E":&“:‘][S A 00% in this analysis.Data for Estonia, Greece and Luxembourg reflect only the outpatient
IRELAND > 13 (community) sector and do not include the inpatient (hospital) sector. No data from IQVIA
NORWAY 2,15 MIDAS® were available for Cyprus, Denmark, Iceland, Liechtenstein and Malta.
LATVIA 2,57
ESTONIA 2,95 , .
LUXEMBOURG 353 Source: AUGMENT Authors’ analysis, based on IQVIA MIDAS® sales data for Q1/2008-
GREECE 4,43 Q2/2024 reflecting estimates of real-world activity. Copyright IQVIA. All rights reserved.
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OO All countries implemented some biosimilar policies \\\\\\\
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Biosimilar price link

External price referencing

Tendering (hospital)

Tendering-like practices (outpatient sector)

Reference price system incl. biosimilars
Horizon scanning

Prescribing by INN for biologicals

Switching among biologicals
Prescribing quotas for doctors

Gain-sharing models

Biosimilar substitution
Source: AUGMENT Market size
(inhabitants 2024)

. Supply-side: Biosimilar policy in place Policy not in place (for biosimilars)
. Demand-side: Biosimilar policy in place No (conclusive) information available
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MARKET SIZE: Average market size in million

AN
Some policies are associated with biosimilar uptake \\\\\\\\

0 Patterns in the impact of policies on biosimilar uptake across European countries

Analysis of
single policies

Market size and biosimilar market share in 2024 for (groups of) countries
having implemented specific supply-side or demand-side policies

45
40 . . .
Gai-sharing models Note: Data for 2024 is preliminary.
35 . L ..
Blue: supply-side biosimilar policies
s 30 Tendering-like practices (outpatient) - dem.apd—szde biosimilar
E © policies
’_§ Prescribing quotas for doctors
§ 25 © Horizon scanning Size of the circles: indicates the
Biosimilar substitution [ [
-0 Switching among biologicals frequency Of[mplementatlon
External price referencing Tendering (hospital)
15 ° @ rererence price system . Biosimilar price link Source: AUGMENT Authors’
analysis, based on IQVIA MIDAS ®
10 Prescribing by INN for biologicals sales qata fo.r Q1/2008_Q2/2024
reflecting estimates of real-world
5 activity. Copyright IQVIA.

32%

O biosimilars

33%

All rights reserved.

34% 35% 36% 37% 38% 39%
MARKET SHARE: Average biosimilar market share in sales
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Learnings from the AUGMENT Biosimilars project: \\\\\\\\\\
— 00 Recommended policies to improve biosimilar uptake

Financial Gain-sharing
incentives Prescribing quotas

Tendering
Policy design
is key

Policy mix

Switching by is essential

doctors Changing Anti-trust
- medi- enforce-
Substitution by Sation ment

pharmacists

Horizon Informa- Targeted at

. : patients,
scanning tion :
o prescribers and
on LoE activities dispensers

LoE: Loss of Exclusivity Source: AUGMENT
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O Check out the AUGMENT Biosimilars study

p— §
n%‘ European

= Commission

I

. accompanied by 11 Annexes
Capacity building to Final Study Report
support the uptake of Available for
biosimilars in a Download here
multistakeholder
approach

Capacity building to Capacity building to
support the uptake of support the uptake of
biosimilars in a biosimilars in a
multistakeholder , multistakeholder

AUGMENT Biosimilars
approach A <~z approach

Final Study Report

MENT nilars

O biosimilars gm0 =
m:;;g;g;r M, Knoll V, Habimana K o C‘EJ g I:,ne.nt
.. O biosimilars Annex 7 (country fiches) Annexes 1-6 & 8-11
Download here Download here
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https://op.europa.eu/en/publication-detail/-/publication/06073c84-cff5-11f0-8da2-01aa75ed71a1/language-en
https://data.europa.eu/doi/10.2925/0897789
https://data.europa.eu/doi/10.2925/2261232
https://data.europa.eu/doi/10.2925/2261232
https://data.europa.eu/doi/10.2925/2261232

AN

— Qp Overview of capacity-building activities

Tailored
roadmaps

Workshop Y through the
4 dashboard

2-day workshop with 5 modules
on topics identified in the study

for various
stakeholder groups

for competent authorities T
— Biosimilar
training
itineraries

e Education and information
materials
Jrain-the-trainer”

Study Visits [

» 5 study visits in study
countries (3 days each)

« Total of 30 participants

for competent authorities workshop
il for various stakeholder groups

Funded by the
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— Opportunities to engage?

... engage through our
... find any updates here 999 9

Website O biosimilars KnOWledge Hub

on the EU Health Policy Plattform:

.

O biosimilars

[=]3
[=]

biosimilars.goeg.at Link to the EU HPP
https://biosimilars.goeqg.at/en/participation
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Discussion

Responses to the questions & comments of the audience.
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2026 Fair Pricing
Forum

Self-nomination:
https://events.who.int/nNeKN3
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4
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Organization [

FAIR PRICING FORUM 2026
3-19 November 2026

Virtual forum

NOVEMBER 2026
Monday Tuesday
2 3
Opening plenary
13:00-15:00 (UTC)
9 10
Policy experience #2
07:00-08:30 (UTC)
14:00-15:30 (UTC)
16 17

Policy experience #4
07:00-08:30 (UTQ)
14:00-15:30 (UTC)

Technical deep-dive #4
11:00-12:30 (UTC)

Wednesday
4
Policy experience #1
07:00-08:30 (UTC)
14:00-15:30 (UTC)
!
Technical deep-dive #2
07:00-08:30 (UTC)

14:00-15:30 (UTC)

18

07:00-08:30 (UTC)
Synthesis plenary
13:00-15:00 (UTC)

Thursday
5

Technical deep-dive #1
07:00-08:30 (UTC)

14:00-15:30 (UTC)
12

Policy experience #3
07-00-08:30 (UTC)
14:00-15:30 (UTC)

Technical deep-dive #3
11:00-12:30 (UTC)

19

0700-0830 / 11:00-12:30
UTQ)
Closing plenary
13:00-15:00 (UTC)

Friday

13

20
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it How can countries harness the
on Health SYStemS and POIICIeS potential of biosimilar medicines?
a partnership hosted by WHO

A toolkit for policy-makers

Sabine Vogler
Dimitra Panteli
Reinhard Busse

Webinar
Tuesday 6 October 12:00-13:00 CET .

© Authors
More information and registration available via the link: https://eurohealthobservatory.who.int/news-
room/events/item/2026/10/06/default-calendar/how-can-countries-harness-the-potential-of-biosimilar-
medicines
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Thank you very much for your participation!
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