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New publication
(released 01/04/2025)

How to implement the
perfect

pharmaceutical policy?
The Guide Book for ensuring
sustainable access to affordable

medicines within five months
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of this introductory talk

* Barriers to policy implementation -
turning them to facilitators

* Prerequisites for policy implementation

» Reasons for lack of data & evaluations

* Learnings

@)
Food for
thought
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Learning from other countries is important, but
be aware of ...

COUNTRY POLICY

CONTEXT DESIGN

\ Strategic basket - peeeeee- {:[}f
S 1 ueq

Case study on generic - -4
substitution as a IET?‘-" —

collaborative bottom-up — -l
pilot initiative in Denmark o
\in the late 80-ties ) 5 ® %

8 =l
the base case (‘'no change’)

Vogler S, Schneider P, Lepuschitz L.: Impact of changes in the methodology of external

Habl C, Vogler S, Leopold C, et al. Referenzpreissysteme in Europa. GOG, price referencing on medicine prices:discrete-event simulation. Cost Effectiveness and
Vienna 2008 (Executive Summary in English) Resource Allocation 2020; 18(51)
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https://ppri.goeg.at/sites/ppri.goeg.at/files/inline-files/EB_RPS_31_3_08_5.pdf
https://ppri.goeg.at/sites/ppri.goeg.at/files/inline-files/RPS_ExSummary_Engl_FINAL_6.pdf
https://ppri.goeg.at/sites/ppri.goeg.at/files/inline-files/Vogler_et_al_Simulation_Impact_EPR_CERA_2020.pdf
https://ppri.goeg.at/sites/ppri.goeg.at/files/inline-files/Vogler_et_al_Simulation_Impact_EPR_CERA_2020.pdf
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that hinder(successful policy implementation|

Strategy

& policy Good practice example
of adalimumab switch in DK

(90% ada. use switched within 3 weeks)

lllllll

|dentify and actively address
these barriers (as far as possible)

Health
system/
organi-

sation

Data & Tum th?m
evidence into facilitators!

Recommendations of Danish Medicines
Council

Multi-
sectoral/
global

Stake-
holders

Jensen TB et al. Shift From Adalimumab Originator to Biosimilars in Denmark. JAMA 2020;180(6):902-903
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https://jamanetwork.com/journals/jamainternalmedicine/fullarticle/2763410
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Policy implementation should be well prepared

Stake- Commu- Imple-
SWOT nication pt
analysis holder strategy/ .men a-

analysis olan tion plan
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Policy implementation should be based on evidence &
should be monitored and evaluated (and published)

"What is the best
pricing policy?”

Based on a SLR:

Q [ ] [ ] [ ] [ ] [ ]
A with limited findings
-
Y/ //
4 ///j‘/ 1. External reference pricing 7.  Promoting the use of quality-assured
generic and biosimilar medicines
ANG HEALTH PRODLCTS 2. Internal reference pricing

8. Pooled procurement
3. Value-based pricing
9. Cost-plus pricing for setting the price Conditional recommendation

WHO guideline on country . . . .
pharmaceutical pricing policies 4. Mark-up regulation across the of pharmaceutical products against the policy
pharmaceutical supply and distribution
chain 10. Tax exemptions or tax reductions for

Conditional recommendations

pharmaceutical products for the policy

5. Promoting price transparency

6. Tendering and negotiation

coherence, specificity, clear purpose,

‘ . v -
@) stin transparency, integrated framework, -
. . v -

relevance, compliance, collaboration v —

https://apps.who.int/iris/bitstream/handle/10665/335692/978924001187
8-eng.pdf?sequence=1&isAllowed
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https://apps.who.int/iris/bitstream/handle/10665/335692/9789240011878-eng.pdf?sequence=1&isAllowed
https://apps.who.int/iris/bitstream/handle/10665/335692/9789240011878-eng.pdf?sequence=1&isAllowed

Why is there lack of
data & evidence?

HOW TO IMPROVE THE BELGIAN PROCESS
FOR MANAGED ENTRY AGREEMENTS? AN ANALYSIS OF THE
BELGIAN AND INTERNATIONAL EXPERIENCE

Confidentiality

https://kce.fgov.be/sites/default/files/atoms/files/KCE 288 Imp

1.3 A difficult process due to data confidentiality and threat
of legal proceedings

KCE's main priority was to evaluate the existing conventions to provide well-
considered advice to the policy makers to improve their policy. The analysis
was nevertheless limited by the confidential character of the appendices of
the conventions, encompassing the precise outcome of the negotiation
process (for instance the exact amounts or percentages of discounts, budget
caps, etc.). KCE committed from the beginning of this project to respect the
confidential nature of the conventions (with anonymous aggregated
reporting and with a final check by the RIZIV — INAMI to verify the respect
of the confidentiality and the validity of all observations and statements).

AN

This was nevertheless not approved by the representatives of the
pharmaceutical industry. Even after having invited them to participate in the
study as external stakeholders, in full transparency, Pharma.be, a Belgian
organisation representing part of the (non-generic) pharmaceutical industry,
threatened to take legal action against KCE if the study was continued. We

base
our analysis on public information only. Details on the compensation
mechanisms available in the appendices of these conventions could not be
used (neither directly, nor indirectly).

rove Belgian process managed entry agreements Report.pdf

Figure 9.3. Annual average growth in retail and hospital and other
2011-21 (or nearest years)
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1. Includes medical non-durables.
Source: OECD Health Stafistics 2023.
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https://www.oecd.org/en/publications/health-at-a-

in real terms,

Public funding for R&D?

&
&
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Measures to manage and mitigate medicine shortages in 38 countries

glance-2023 7a7afb35-en/full-report/pharmaceutical-

Survey with national public authorities for pharmaceuticals

expenditure_a58c1da0.html

: Medici hort :
No perceived need eriane shoriages

, « Multi-factorial problem
for evaluation is acknowledged
(no capacity)? « But narrative of low

generic prices
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o*,. 33 European countries, Australia, Brazil, Canada, Israel and Saudi Arabia

Commonly applied governmental policy measures in 2023

cor N /05t 0bigator r6parting

mainly publicly accessible registers
Stockpiling by suppliers [ NG Newly introduced in some countries after 2021
R Additionally, national reserves (relevant during COVID-19 pandemic)

Imposed on critical medicines (e.g., COVID-19 related
during the pandemic; antibiotics in winter 2022/2023

<
Financial sancions | iy for toreporng

- - also for non-compliance to stocking and supply requirements

l I : o higher prices; systematically increased in 2022/2023

Reporting to re

To facilitate import, sale and supply of altematives
(e.g., patient information leaflet in different language)

Regulatory mechanism

Financial incentive

l_
Mot sakehoider coordinaton N  To ©<Plore nonase specic, long e soltons

38

number of countries -
Vogler S. Tackling medicine shortages during and after the COVID-19 pandemic. Compilation of 7
governmental policy measures and developments in 38 countries. Health Policy. 2024(143): 105030



https://kce.fgov.be/sites/default/files/atoms/files/KCE_288_Improve_Belgian_process_managed_entry_agreements_Report.pdf
https://kce.fgov.be/sites/default/files/atoms/files/KCE_288_Improve_Belgian_process_managed_entry_agreements_Report.pdf
https://www.oecd.org/en/publications/health-at-a-glance-2023_7a7afb35-en/full-report/pharmaceutical-expenditure_a58c1da0.html
https://www.oecd.org/en/publications/health-at-a-glance-2023_7a7afb35-en/full-report/pharmaceutical-expenditure_a58c1da0.html
https://www.oecd.org/en/publications/health-at-a-glance-2023_7a7afb35-en/full-report/pharmaceutical-expenditure_a58c1da0.html
https://doi.org/10.1016/j.healthpol.2024.105030
https://doi.org/10.1016/j.healthpol.2024.105030

Learnings

How to develop
and implement
a national drug policy

Second edition

https://www.who.int/publications/i/item/924154547X
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Preparation

Introduction of

policy
(after potential pilot)

AN

Evaluation

Adaption of policy


https://www.who.int/publications/i/item/924154547X

— Thank you for your atten
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EXPERTISE

SERVICES

PROCURE Project: Key Outcomes of
Delphi on Successful Public Procurement

Experts from the Pharmacoeconomics
Department are contributing to the
European project PROCURE, which aims
to improve efficiency and resilience of
public procurement in the healthcare
sector in the EU. The project has recently
successfully implemented the Delphi
methodology to.

More

PUBLICATIONS GLOSSARY

ASCERTAIN: Progress in developing new
models for improving access to
innovative health technologies

The Horizon Europe-funded ASCERTAIN
project aims to develop new pricing, cost-
effectiveness, and reimbursement models
that balance incentives for developing
new and effective health technologies
with sustainable patient access. A key
component of the project is the
development of.

More

RU MEMBERS

O biosimilars.

Launch of the AUGMENT Biosimilars
Knowledge Hub

The Pharmacoeconomics Department
leads the AUGMENT Consortium who
was commissioned by the European
Health and Digital Executive Agency
(HaDEA) to conduct the project “Capacity
building to support the uptake of
biosimilars in a multistakeholder
approach”. A stakeholder network for.

More
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