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Pharmaceutical Strategy for Europe(2020.11)

Medicines - a strong ecosystem at an important crossroads

Good health is central to wellbeing and depends on a multitude of factors including healthy lifestyles and fair

and equitable access to healthcare, a central pillar of the European way of life. Healthcare in turn requires safe,
effective and affordable medicines.

REREUIIE—1>TOFLTHD, BREIBSA TR/, BINOLEBRROFLTHIEBRADAF
TRIERT7ICRZED . ZLOBERAKF. NVATT(CE. BETHRIN D FEMEIED
EEmNIHE,

4 work strands:

1. ensuring access to affordable medicines for patients, and addressing unmet medical needs (in the areas of
antimicrobial resistance and rare diseases, for example)

AT RERMEIR TOERBAD TP ICRZHRL. POXYMTAHIZ-X (BIZEHE MR ANER
DEF) (IS

2. supporting competitiveness, innovation and sustainability of the EU’s pharmaceutical industry and the
development of high quality, safe, effective and greener medicines

EUDRFEEZEDHRSE . St Ftn etz 2kl 8mBTEZE. BN IREREICEBULVEREMOD
AFRZZIE.

3. enhancing crisis preparedness and response mechanisms, diversified and secure supply chains, addressing
medicines shortages

TEADIBREMIEANZXLDFRIE ZERTCRERYT A FI—OBE. EERNEANDHIT.

4. Ensuring a strong EU voice in the world, by promoting a high level of quality, efficacy and safety standards

=/KEQmRE., Bt TEMOREOHLECLD. HFRCHIFBEUDEVFES N OMELR.

Pharmaceutical Strategy for Europe : https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe_en 22
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The U.S. Healthcare Ecosystem: Payers, Providers, Producers

Robert Lawton Burns, Professor of Health Care Management and Co-Director, Vagelos Program in Life Sciences & Management,
The Wharton School, University of Pennsylvania

> AR -IASATh : [EEODE. ZiRkNEIRR.
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The U.S. Healthcare Ecosystem: Payers, Providers,
Producers

Robert Lawton Burns, Professor of Health Care
Management and Co-Director, Vagelos Program in Life

Sciences & Management, The Wharton School, University
of Pennsylvania
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Healthcare Value Chain

Payers Insurers Providers Distributors Suppliers
Government: Health insurers: Hospitals/Systems Wholesalers Pharmaceuticals/
Med!care Hos;?utal Outpatient Care Distributors Elialogics
Medicaid Medical ! Medical Devices
VA/DOD Work Disability Physicians Mail-Order S Eaul

g ; quipment
3 Vision/Dental : Distributors
Eraplayers; Alternative Medical-Surgical
Large Accounts Managed Care: Medicine Group Suppliers
Small Group HMO, PPO, POS Filitsing Homes Purch?smg f
ti I ti
Individuals: High Deductible ?Grgg;fa il .;'e:::;;;:
Premiums Health Plans Pharmacies
C d
Out of Rocket Pharmacy Benefit | | Public Health 0?;;::;1“"5
Philanthropy Managers (PBMs)
Wellness HDHPs Buuthue'i.nediulne DTC
Programs Advertising

Personal
Consumer Health
Engagement Records

Cost Sharing Financial Services

Figure 3-13 + Where Is the Patient in the Healthcare Value Chain? CAM, Complementary and Alternative
Medicine; DOD, Department of Defense; DTC, Direct-to-Consumer; HDHPs, High-Deductible Health Plans; HMO,
Health Maintenance Organization; POS, Point of Service; PPO, Preferred Provider Organization; VA, Veterans
Administration. (Source; Lawton R. Burns, PhD, The Wharton School.)

Robert Lawton Burns : The U.S. Healthcare Ecosystem: Payers, Providers, Producers. McGraw Hill, 2023

Conclerge Service
Hospital Websites

Patient
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Elements of a sustainable healthcare ecosystem

§“...not everyone means the same thing when they speak about ‘sustainable health care’.” [Muzyka et al. 2014]
§ There are various schools of thought but there are also common themes across stakeholders

v [ RlRERERE I (CDVWTEEREE, SEENRIUCEZERL TOBNIF TR
v 27— LB IR T —YEHD

Long-term strategic _ Institutionalization of Institutional
perspectives Disease prevention Quality social and ecological ~accountability and
and innovation and health promotion environmental concerns individual responsibility
» Keeping financial costs * Emphasizing « Defining and tracking * Addressing broader * Prioritizing transparency
under control comprehensive patient- appropriate quality socio-economic and in decision making and
: : centered primary care standards and cultural determinants of driving efficiencies
-Engqtlng (_anabllng and chronic disease performance indicators health . .
policies with long-term management o _ _ * Empowering patients and
perspectives * Facilitating health equity *Addressing enabling them to take
. _ * Fostering a satisfactory and parity environmental ownership of their health
*Advancing effective environment for . contributing factors
therapies and improving healthcare workforce lmEsiing .
services advancements in data e Understanding
infrastructure and digital interdependencies
solutions

v REAFEESERREA IR-23>
v IR TR RIEE

[mm 9o
v =]

v RIBEOAOHIEAL
v RO EELEADEE

Muyzka, D.; Hodgson, G.; Prada G. The Inconvenient Truths about Canadian Health Care. Available online: http://iwww.conferenceboard.ca/cashe/research/2012/incnveneient thruths.aspx
Fischer, M. Fit for the Future? A New Approach in the Debate about What Makes Healthcare Systems Really Sustainable. Sustainability 2015, 7, 294-312. https://doi.org/10.3390/su7010294



http://www.conferenceboard.ca/cashe/research/2012/incnveneient_thruths.aspx

Performance Dimensions

Innovation
IAccess Resilient
> HEERNNVAIISATADRS S
v ERMEDR L : FHaRA INR-23>¢ Sustainability
1 INR=23N\DTIEX Healthcare
Ecosystem -
v HEREHEOFAIEEE Acceptability

v A IR=232FHIERZ AN BTEE - STHAW ] BE Ml Il
vV TEMROIOOY T4 FI—>ERE

Affordability

7 RRNORE S arcness

UL, 63 UEITARTHREFICEDIZIDODIITIRRBW !

FBEMERY (%) Robert Lawton Burns : The U.S. Healthcare Ecosystem: Payers, Providers, Producers. McGraw Hill, 2023 27
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ISPOR SPECIAL INTEREST GROUPS (SIG) FOR BIOSIMILARS

THE EVOLUTION OF BIOSIMILAR MARKETS: KEY ELEMENTS FOR LONG-TERM
SUSTAINABILITY OF THE HEALTHCARE ECOSYSTEM

CONFERENCE/VALUE IN HEALTH INFO
2022-05, ISPOR 2022, Washington, DC, USA

THE EVOLUTION OF BIbSIMILAR MARKETS:
AGENDA

Key elements for long-term sustainability of the
healthcare ecosystem

§ U.S. Perspective (Lockhart)
§ IQVIA Sustainability Framework (Aitken)

§ Multistakeholder Objectives (Vanderpuye-Orgle)

ISPOR 288 Global HEOR Fofifefgee § Patient Advocate’s Perspective (Hyde)

Forum brought to you by the ISPOR Special Interest Group on Biosimilars
17t May 2022

AIM OF TODAY’S FORUM

§ Share insights on the role biosimilar medicines play in supporting }“41955—(:*5’\»177 ¢ Ij :/Zj_-l\o);ﬁl 'ﬁﬂﬁglﬁ

the long-term sustainability of the healthcare ecosystem

§ Reflect on learnings extracted from the use of biosimilars in the U.S. 4 }\“‘f?r:/Ea - (C&%ﬁ%ﬁﬁ% ° ﬁ*ﬁﬁﬁ% < /\“‘f?r:/Ea —ﬁ%@ﬁﬁﬂﬁg'ﬁ
Fo W
§ Identify elements that may undermine the sustainability of off-patent Eﬁ@m@tﬂfﬁﬁd) l/’\}l'

biologic/biosimilar markets

§ Provide a multistakeholder perspective on elements necessary to v E’ﬁ’\d)iﬂjj) FD—)LCE@%UE‘% = AJLZ77917_-A0);§' ‘;I':'EJ‘H‘E'IE
ensure sustainable markets
v BEOVICRILK

https://www.ispor.org/heor-resources/presentations-database/presentation/intl2022-3457/14010










AIM OF TODAY’S FORUM

§ Share insights on the role biosimilar medicines play in supporting the long-term sustainability of the healthcare ecosystem
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§ Provide a multistakeholder perspective on elements necessary to ensure sustainable markets
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THE EVOLUTION OF BIOSIMILAR MARKETS:

Key elements for long-term sustainability of the healthcare ecosystem

ISPOR 2022 Global HEOR Conference

Forum brought to you by the ISPOR Special Interest Group on Biosimilars

17th May 2022
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§ U.S. Perspective (Lockhart)

§ IQVIA Sustainability Framework (Aitken)

§ Multistakeholder Objectives (Vanderpuye-Orgle)

§ Patient Advocate’s Perspective (Hyde)
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Biosimilars and a sustainable healthcare ecosystem

Through lower-priced therapies and more treatment options, Q" Drivers include
biosimilars may result in: § Safety
§ Efficacy
([ ) § Effectiveness
More people treated § Reimbursement
t < § Stakeholder
: Improved patient perceptions
Earlier treatment _ iti
. ) outcomes Cgmpetltlon
- N - Prices
- Market share
Better adherence
. J
Health
. Expanded : Headroom for
Competition A Cost savings TSN system

sustainability
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O

miit&BeR (ligsEs{EiE) Di¥ee (OECD,2009 +)

EERE (FFIE) 2>bO-)

FHTERIZMANDT )T X

v REE vV RIREE. BHNORE

v THEEICR S5 ERMmiE (welfare, public health)

(Value for money) v @ WMRED/NEADBLE

1 JR— 33>

v A IR—=232(C3 9 2 BT

(Multiple Criteria Decision Analysis)

v EHRTED S OISR

OECD Health Policy Studies: Pharmaceutical Pricing Policies in a Global Market
iEshz (BR) : RERTHIHEROEZERBER—I0-/ VUL TEEROMHSFEOLITRHEINZ DN,

BAEESE, 2009
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HEALTHCARE PAYMENT ECOSYSTEM

FRESNBMERITEZDIZHIC,

( ] EEETAVIIS AT A (Healthcare Payment
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(CEDFEODEN S S,
IRNSE.
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https://icer.org/wp-content/uploads/2024/04/Managing-the-Challenges-of-Paying-for-Gene-Therapy-_-ICER-NEWDIGS-White-Paper-2024_ final.pdf 33
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1. Incentives to invest
2. Success in price control

3. Fair shot biosimilars/generics
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NEW PRICING MODELS FOR GENERIC MEDICINES TO ENSURE LONG-
TERM HEALTHY COMPETITIVENESS IN EUROPE (24.06.2022)

1B Implement new pricing models
Points of impact for new pricing models

In total there are eleven new pricing models proposed that can be utilized to promote healthy competitiveness
and enhance economic viability. These models can have different points of impact (price, reimbursement,
excessive spendings, taxes/ subsidies) within the presented pricing framework (product to revenue chain) and

thus produce specific outcomes.

6

1B Implement new pricing models
New pricing models pair-wise comparison (implementation potential)

Experts from five countries (Belgium, Portugal, Spain, Romania and Greece) representing four country archetypes
were asked to assess new pricing policy models* in terms of their perceived effectiveness and feasibility. The
models that scored the highest on feasibility and effectiveness parameter based on new pricing models pairwise
comparison, represent the highest implementation potential in a certain country archetype (A).

European countries were assigned to five country archetypes based on shared similarities in approach to generic
medicines price regulation and restrictiveness of existing policies (see each country archetype characteristics on the
next slide). Countries with free-pricing policies (A1) for generic medicines were not considered.

. . (] . ® - o o o . LI ] o o [
*excluding end-user fee models (cost allocation, hypothecated tax) as they were unequivocally assessed for very low feasibility; automatic indexation, volume for savings and price heaven were assessed
by internal team only.

v BRMNDOZOET(E, EREaastHZHIRKL . =38 ERmEBFRERBOMISND TP ITRAZILKY B8HIC,

F (IO EPZ RMEPAEPS IR R EOBERY — )L e VW TR FEERmOMASZ AR H.
v BEFYEESIE T, J0-)/ W) ITRTFEEEREE  BEINBE T HizHuR. HieRE. REANMEE LR
v EEPERMEHEERTE | DA NEFTEUERCL MBS
v AVIR-5—(litaL DIEEENTE . A)SR—H-LOREIS RIS DIFES)
v BHEMfitEEEETIV (BEMT7YIR) XM EFRICHUTITEDIBIRE (1>7YJR) ZsELTEBNRZE
v ZOM N1 —AR-2EAE BEREERR, RU1— L TA—-E-E> T I8 KE. Y22 J4 —{REEREICDVWTIRET,

Medicine for Europe:https://www.medicinesforeurope.com/wp-content/uploads/2022/06/New-pricing-models-for-generic-medicines.pdf
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1B Implement new pricing models

Points of impact for new pricing models

In total there are eleven new pricing models proposed that can be utilized to promote healthy competitiveness and enhance economic viability. These models can have different points of impact (price, reimbursement, excessive spendings, taxes/ subsidies) within the presented pricing framework (product to revenue chain) and thus produce specific outcomes.
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1B Implement new pricing models

New pricing models pair-wise comparison (implementation potential)

Experts from five countries (Belgium, Portugal, Spain, Romania and Greece) representing four country archetypes were asked to assess new pricing policy models* in terms of their perceived effectiveness and feasibility. The models that scored the highest on feasibility and effectiveness parameter based on new pricing models pairwise comparison, represent the highest implementation potential in a certain country archetype (A).

European countries were assigned to five country archetypes based on shared similarities in approach to generic medicines price regulation and restrictiveness of existing policies (see each country archetype characteristics on the next slide). Countries with free-pricing policies (A1) for generic medicines were not considered.



*excluding end-user fee models (cost allocation, hypothecated tax) as they were unequivocally assessed for very low feasibility; automatic indexation, volume for savings and price heaven were assessed by internal team only.
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AIM PROPOSES TO ESTABLISH INNOVATIVE PAYMENT MODELS FOR
A European Drug Pricing Model for HIGH'COST IN NOVATIVE MEDICIN ES
Fair and Transparent Prices Report of the
for Accessible Pharmaceutical Innovations Expert Panel on effective ways of
investing in Health (EXPH)
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AIM; International Association of Mutual Benefit Societies European Commission

1. AIM Proposes to Establish a European Drug Pricing Model for Fair and Transparent Prices for Accessible Pharmaceutical Innovations.
https://www.aim-mutual.org/wp-content/uploads/2019/12/AlMfairpricingModel. pdf
2. Innovative Payment Models for High-Cost Innovative Medicines. https://health.ec.europa.eu/system/files/2019-11/opinion_innovative medicines _en_0.pdf 38
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Figure 6-15 « Volume and Price Drivers of Growing Costs. ER, Emergency Room; RN, Registered Nurse.

Robert Lawton Burns : The U.S. Healthcare Ecosystem: Payers, Providers, Producers. McGraw Hill, 2023
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