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1. Introduction: Pillars of the medicines reimbursement

The remuneration of medicines reimbursed by compulsory health insurance
(OKP) is based on two pillars :

1. Specialities List (SL): List of medicines reimbursed by compulsory health
insurance and their prices.

2. Individual case reimbursement (Art. 71a-d KVV): The compulsory health
insurance can reimburse a medicine that is not on the SL if no appropriate
alternative therapy exists and a high benefit can be expected.

In Switzerland, the reimbursement of essential medicines is therefore possible
very quickly, even before Swissmedic approval.
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1. Introduction: Pillar 1 = Specialities List (SL)

= Final positive list of reimbursable medicines

= Of the approximately 8,000 medicines authorised by Swissmedic, a good 3,000
are on the SL and are reimbursed by the OKP: www.spezialitaetenliste.ch

= FOPH evaluates efficacy, appropriateness and cost-effectiveness (WZW)
= FOPH evaluates cost-benefit ratio vs. Swissmedic benefit-risk ratio

= The FOPH makes its decision after consulting the Federal Drug Commission
FDC (clinical experts, patients, health insurers, cantons, pharmaceutical
industry)

= Objectives:
= rapid access to reimbursement
= cost-effective and appropriate supply
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1. Introduction: Pillar 2 = Individual case reimbursement

= Swiss solution for rapid access, which is not practiced abroad

= Reimbursement if there is no therapeutic alternative and the product offers
major therapeutic benefit

= Categories of benefit A-D (A-C = reimbursement, D= refusal)
= Joint benefit assessment by insurers (> 95% coverage)

= Price reductions at SL price or price abroad: 30-40% patent-protected, 10-
15% off-patent drugs

= New version KVV/KLV in force since 1 January 2024: The FOPH is closely
monitoring implementation in a working group
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1. Introduction: Processes remuneration of medicines

Submission

LoQ preliminary decision

Swissmedic

Provisional remuneration

market authorisation

|

.. | .
Individual case remuneration I71a-d KVV
l :
< e re—————————————»

FOP-FDC-Process

Specialities list
Regular reimbursement

Review and Decision by Health insurer

« Evaluation by insurer's medical officer

*  20% in-label, 80% off-label

» Pricing: SL price or foreign price minus X %
depending on benefit

* No published list

» Confidential contracts between insurers and
pharmaceutical companies

WZW-Evaluation: FOPH

Involvement of the FDC

only in label (Swissmedic approval)
Pricing: International price comparison /
therapeutic cross-comparison

List of specialities with published prices
Pricing model if require
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1.

Introduction: Pricing

International price comparison with 9 reference countries: Germany,
Denmark, the Netherlands, Great Britain, Austria, France, Belgium, Finland
and Sweden

Therapeutic comparison: Efficacy and costs in relation to other drugs used
to treat the same disease.

= |[nnovation bonus for significant added value (max. 20 %)
= Benefit assessment model with benefit categories

Economic price = average of international price comparison and
therapeutic comparison
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1. Introduction: Conditions and requirements

The FOPH can define conditions and requirements to the admission of medicines
in the SL, such as

= a time limit on the admission: if adaptations regarding efficacy,
appropriateness or cost-effectiveness are to be expected within the time limit.

* the need of the authorisation of appropriate pack sizes and dosages
= pricing models for the reimbursement for high-priced medicines

= [imitations: restriction to certain patients, prescription by specialised
physicians, etc.
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2. Access

Die Vertragspartner und die zustandigen Behdrden achten darauf, dass eine
qualitativ hoch stehende und zweckmassige gesundheitliche Versorgung
zu moglichst gunstigen Kosten erreicht wird (Art. 43 Abs. 6 KVG)

Responsibilities for access to medicines:

= Pharmaceutical industry: supply

= Service providers, patients: demand

= Swissmedic: market authorisation

= FOPH: reimbursement (list of specialities)

= Health insurers: reimbursement (list of specialities and in individual cases)
= FONES: supply of essential goods for Switzerland
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2. Access: W.A.L.T. 2024 - Switzerland no. 4 out of 36 countries
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ime to access

W.A.L.T. 2024 - T

2. Access
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2. Access: Independent research — Vokinger et al. 9/2024

= Switzerland has rapid access to new medicines

Approval Reimbursement
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2. Zugang: Independent research - Report SFAO 2024

= |nits report of 1/2024, the Swiss Federal Audit Office (SFAQ) gives Swissmedic
and the FOPH a very good, internationally competitive attestation.

Idealtypischer Prozessablauf Realtypischer Prozessablauf
Einreichung Swissmedic- Einreichung Swissmedic-
Zulassungsantrag  Vorbescheid Marktzulassung Zulassungsantrag  Vorbescheid Marktzulassung

Zulassungsprozess ‘ SUbMISSIon Gap Zulassungsprozess
Swissmedic Swissmedic
Reimbursement
Verglitungsprozess BAG Verglitungsprozess BAG

Verglitungs- EAK-Empfehlung SL-Aufnahme = Verglitungs- EAK-Empfehlung SL-Aufnahme =
antrag OKP-Vergltung antrag OKP-Verglitung

Submission gap Swissmedic > 200 days, reimbursement gap FOPH 100 days
SFAQ: Delay of > 90% due to high price demands
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2. Access: Rapid reimbursement - New Early Access process

LoQ! Preliminary
decision

Swissmedic

standard process

Early Dialogue 1
FOPH - PC — FOPH-FDC-process

Minus
Early Access process 100 davs
Early Dialogue 2
FOPH-FDC-process Admission specialities list

FOPH -PC/
Reimbursement = Market
authorisation

Admission specialities list

FOPH - SMC
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2. Access: Pricing models

= Price models currently exist for around 150-200 of 3100 SL-medicines
= Confidential pricing models: Threshold value: 25% below international price
= Types of pricing models:

= Volume limits

= Rebates on published price

= Pay for performance models

= Wholesale models
A statutory exception to the FolA (BGO): cost containment package 2
Justification:

= Most European countries are familiar with this system (internationally,
Switzerland is against such pricing models)

= Without price models, medicines would not be available in Switzerland or
Switzerland would pay far too high prices.
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2. Access: Individual case reimbursement - KVV/KLV-revision

= Equal treatment of patients: Standard application OLUTool, joint benefit
assessments

* |ncrease the quality of the benefit assessment: Further development of
OLUTool, expert involvement

= |ncreasing the transparency of the benefit assessment: Reasons for
rejections, expert involvement for rare diseases

= Standardised and rapid pricing: Standardised price intervals, no lengthy
price negotiations

= |ncrease in efficiency - administrative relief due to standardised pricing, joint
benefit assessment

Dienstag, 26. November 2024 Swissmedic Regulatory & Beyond




O

2. Access: Remuneration day 0 - cost containment package 2

Submission preliminary decision market authorjsatio

| Specialities list |

Swissmedic Definitive Reimbursement

_______________________________

Early

Dialogue Provisional Reimbursement

_____________________________

List of temporary reimbursement

BAG-EAK-Prozess

against refusals / price
reductions / refunds

Incentive for rapid SL uptake thanks to provisional
net price- Price and conditions set by FOPH

FDC checks suitability for
reimbursement Day 0
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2. Access: Vital, low-cost medicines

Responsibility of the pharmaceutical industry?

= The research-based pharmaceutical industry has little interest in the distribution of vital,
low-cost therapies: these are being sold off. The focus is on new, highly expensive or
high-cost medicines with maximum profit margins.

= Switzerland: small market with separate approval: few suppliers in the patent-expired
sector despite high prices compared to other countries

Options for the FOPH / FOPH

* |nvolvement of manufacturers, compulsory stocks, warning systems (FOPH)
= Exception of price reductions (FOPH)

=  Uncomplicated reimbursement of imported medicines (KVV-KLV-Revision)

= Adjustments to the list of medicines with a tariff (ALT) (FOPH)

Cost containment package 2: differentiated efficacy, appropriatness and cost-
effectiveness (WZW) review with possible exceptions of price reviews
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3. Costs: Growth 2014-2023

Costs OKP Medicines [Mrd. CHF] Growth costs of medicines vs. other services
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3. Costs per capita: Growth 2014-2023
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3. Costs: Causes of above-average cost growth

= Cost-reducing effect of triennal review decreases

= New medicines:
= High price demands

= Strong price increase: Very high prices after price fixing (international
shop window prices)

= Longer use, combined or sequential use

= Effect of high-cost drugs

= Personalisation, orphanisation (smaller indications — higher prices)
= New indications

= Demographics
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3. Costs: Cost containment measures

Implemented:
= Triennal review
= Measures in the patent-expired area of generics and biosimilars with the
KVV/KLV-revision (approx. CHF 300 million)
= Adjusted price gaps fur generics and biosimilars
* |ncreased cost share for expensive original medicines

= uniform distribution margin for original medicines and generics /
biosimilars

In consultation:
« Strengthening of pricing models
 Introduction of cost sequence models for very high-turnover medicines
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