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1 Ten case studies

France

Context

France’s health system is mainly based on a social health insurance (SHI) system. The SHI
system offers coverage to the whole population based on residence through various compulsory
schemes. The main fund (Caisse Nationale d’Assurance Maladie des Travailleurs Salariés
(CNAMTYS)) covers 92% of the population; the agricultural fund covers another 7%. Other small
funds (specific to certain professional categories) cover the remaining 1%. Coverage by the SHI
is complemented by a system of private health insurance arrangements, which became
compulsory under certain employment conditions in 2016 (OECD, 2021jy). Nearly all the
population (95 %) has complementary health insurance, mainly to cover co-payments and to
attain better coverage for medical goods and services poorly covered by the SHI, such as dental
and optical care. In 2015, the French parliament adopted a law that aimed to increase the
universality of health coverage and the uniformity of protection across sickness funds. In 2019,
public and private compulsory health insurance schemes funded 83.7 % of all health spending
in France — higher than the OECD average of 74% (European Observatory on Health Systems
and Policies, 20212).

Coverage and pricing

Pricing and reimbursement decisions are the responsibility of three institutions: the Ministry of
Solidarity and Health which hosts the Economic Committee for Health Care Products (CEPS);
the National Union of Health Insurance Funds (UNCAM); and the High Authority of Health
(Haute Autorité de Santé, HAS). Decisions on reimbursement and pricing are informed by
clinical and economic evaluations undertaken by two committees that are part of HAS - the
Transparency Committee (TC) and the Economic Evaluation and Public Health Committee
(Parlement francais, 20193)). Clinical evaluation is mandatory for all medicines reimbursed by
SHI while a health economic assessment is only performed for products claimed to be
innovative and associated with a potentially significant impact on health spending (Haute
Autorité de Santé, 2019p)).

Reimbursement lists exist for both outpatient medicines and hospital medicines. The decision
for inclusion into the outpatient reimbursement list is taken by the National Union of Health
Insurance Funds (UNCAM), based on the value score (SMR) of the clinical evaluation by HAS.
The final decision for inclusion in the reimbursement list is taken by the Ministry of Solidarity
and Health (Rahman, 2019s;; Impact HTA, 2019; Vogler, 20207).

For certain innovative and expensive medicines, a derogation mechanism exists, known as the
liste en sus’, which allows reimbursement despite the high costs (Ministére de la Santé et de
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la Prévention, 2022jg)). This list can include medicines such as immunotherapies and cancer
therapies.

Principles of assessment

The clinical evaluation assigns two ratings to each medicine: a first rating reflecting the ‘medical
value’ of the medicine (Service médical rendu, SMR), impacting the reimbursement rate; and a
second rating reflecting the ‘improvement in medical value’ (Amélioration du service médical
rendu), affecting the medicine price (i.e. whether to assign a price premium or requiring a
discount) (Impact HTA, 2019(; Haute Autorité de Santé, 20219;). From 2009 through 2016, the
TC evaluated on average 85 new medications per year. On average, only 1.4 were ranked
ASMR I; 3.3 were ranked ASMR II; and 8 were ranked ASMR Ill. Most had low added value: 22
were ranked ASMR IV and 51 were ranked ASMR V (Rodwin, 2019u0). The economic
assessment results in an estimated incremental cost-effectiveness ratio (ICER) and often a
budget impact analysis to estimate the annual financial impact of the adoption of a medicine
(Impact HTA, 2019e;; Haute Autorité de Santé, 2021[q).

France sets its reimbursement rate based on the “absolute clinical value of the medicine”. SMR
rating is qualified as major or important, moderate, weak or insufficient and takes into account
a number of factors, namely: the severity of the condition to be treated; whether the product is
of public interest and performing a preventive, curative, or symptomatic function; as well as its
effectiveness and adverse effects, and the existence of therapeutic alternatives (Haute Autorité
de Santé, 2021(9).

Pricing mechanisms

Reimbursed medicines: budget caps, price-volume agreements and rebates,
value-based pricing, external reference pricing and internal reference pricing

Prices of medicines in the reimbursement list are regulated. The parliament enacts annual laws
that cap companies’ turnover on reimbursed medicines and introduce clawbacks after the
threshold is surpassed. Manufacturers may have to repay 50% to 70% of their above-the-cap
sales revenue in the form of rebates (up to 10% of revenues).

Prices are set in accordance with the added therapeutic value (i.e. value-based pricing) using
the ASMR rating. The CEPS may negotiate with manufacturers two prices: a list price, which
may reflect a price premium for higher ASMR ratings, and a confidential discount paid as a
rebate to the Central Agency for Social Security Organisations (ACOSS). Industry observers
report secret discounts ranging from 10 to more than 50 percent of the list price (Rodwin,
2021p11;; CEPS, 2021112)). Medicines with ASMR scores | through 1l (i.e., with major or important
or moderate scores and certain medicines within ASMR |V i.e. minor score) are assigned a
higher price than the lowest-priced comparator (price premium) (Impact HTA, 2019). Since
2003, CEPS grants such medicines a list price in France consistent with four reference price
countries (i.e. external reference pricing) - the UK, Germany, Italy and Spain — aiming for a
negotiated price near the lowest-priced country. For medicines with ASMR IV, CEPS sets prices
no higher than the least costly comparator. Prices of ASMR V (i.e., no added therapeutic value)
medicines are set 5 to 10% below the price of their lowest-priced comparator (Parlement
francais, 202213)). The CEPS can negotiate market entry agreements such as price-volume
agreements, rebates or performance-based models for certain medicines. It may review existing
agreements negotiated with manufacturers if new marketing authorisations for new indications
come into effect (Rodwin, 202111)).
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Medicines are clustered by molecule and reimbursed at the same amount (i.e. internal
reference pricing?). Additionally, prices of reimbursable generics and biosimilar medicines are
set based on the price of the originator or reference medicines (minus a discount), with different
reduction rates per sector (outpatient/inpatient) and medicine. Moreover, originator and
reference medicines have to lower their prices when generic or biosimilar medicines enter the
market (Vogler, 20207).

Non-reimbursed medicines: free pricing and managed entry agreements

There is free pricing for non-reimbursed outpatient medicines and hospital medicines not
included in the reimbursement list. Hospitals negotiate prices directly with manufacturers for
low-cost medicines that are funded through prospective payment (i.e. using the Diagnosis
Related Groups (DRG) system) so the discounts on these are fully captured by the hospitals.
However, since SHI reimburses high-cost medicines separately from hospital treatment,
hospitals and SHI share equal discounts negotiated on these drugs (Rodwin, 201914).

Moreover, CEPS often negotiates managed entry agreements (MEA) with manufacturers to
contract the payment schedule to be conditional on clinical outcomes, resulting in refunds to the
Social Security in case the medicines do not produce the contracted clinical results (Parlement
francais, 2022(13)). Recent proposals for outcomes-based agreements with instalment payments
for ATMPs are presented in the new Social Security Bill 2023 (see Box 1.1) to regulate
expenditure on certain products. Price cuts are expected to save €900 million in 2023, with a
further €200 million of projected savings from safeguard clauses that require paybacks if
spending limits are breached (Ministére des Finances, 2022/1s)).

Pricing in the supply chain

Wholesalers and community pharmacies are remunerated through a regressive mark-up
scheme for dispensing reimbursable medicines (i.e. wholesaler mark-up: capped linear mark-
up to 6.86% of the manufacturer price, with a minimum of 0.30€ and a maximum of 30.03€;
pharmacists’ remuneration: paid based on a mixed system with a calculated fee of 1.02€ per
medicine dispensed (+ 0.51€ per complex prescription)) (European Observatory on Health
Systems and Policies, 2015u¢)). The mark-up scheme for pharmacies provides incentives to
dispense generics, and there are specific remuneration provisions for supplying three-month
packs. Reimbursable medicines are charged a value-added tax of 2.1% compared to 10% for
non-reimbursable medicines. There are discounts for both wholesalers and pharmacists.
Commercial discounts given by wholesalers to community pharmacies are capped at 40% for
reimbursed generic medicines and non-generics and at 2.5% for reimbursed non-generic
medicines (Vogler, 20207)).

Patient co-payments

In France, cost-sharing levels are determined based on demonstrated benefit. Depending on
their SMR rating, outpatient reimbursable medicines are reimbursed at 65%, 30% or 15% for
high-value, moderate value and low-value medicines, respectively; medicines for certain life-
threatening conditions and chronic diseases are always fully reimbursed. Patients must pay a

1 The practice of using the price(s) of identical medicines (ATC 5 level) or similar products (ATC 4 level)
or therapeutically equivalent therapies in a country to derive a benchmark or reference price for the
purposes of setting or negotiating the price or reimbursement of the product in a given country. Generic
and biosimilar price links and reference price systems are variants of internal price referencing
(Pharmaceutical Pricing and Reimbursement Network, 202317g)).
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prescription fee plus the percentage co-payments, which are frequently covered by
complementary health insurance. Hospital medicines are fully covered by SHI (Rahman,
2019(5); Impact HTA, 2019je;; Vogler, 2020;7).

Since January 2020, patients who refuse generic substitution are reimbursed based on the
generic medicine price and no longer on the originator price (Vogler, 20207).

Procurement and tendering

Types of procurement procedures

France uses the following procedures to procure medicines:

Tendering? of off-patent inpatient medicines and medicines in certain therapeutic
classes used in hospitals. Some recent tenders targeted the purchase of vaccines
(hepatitis A and B; tuberculosis; diphtheria; tetanus; pertussis; polio; measles, mumps,
rubella, Japanese encephalitis; yellow fever; influenza, etc.), medicines for the central
nervous system, human polyvalent intravenous immune globulin, and human albumin
(Vogler, Salcher-Konrad and Habimana, 2022117;; TED, 202218)). Tendering is designed
at indication level (data from OECD survey on On-patent Competition, 2022);

Facility-based procurement used by the hospital sector, and joint procurement by
groups of hospitals or facilities in both the inpatient and outpatient sectors at regional
level. Joint procurement and facility-based procurement may be used by the same
institutions but for different products. Hospitals or hospital groups may join a regional or
a national central procurement body depending on the type of medicines required
(Vogler, Salcher-Konrad and Habimana, 202217);

Both single- and multiple-winner awards procedures are applied for tendering.
Multi-winner award procedures are the default for some types of medicines, namely
supply-critical products (Vogler, Salcher-Konrad and Habimana, 2022117)). The
traditional ‘winner takes all' approach has been criticised to lead to shortages and
product withdrawals from the market. To maintain competition and avoid shortages,
France now partly implements a ‘two winners’ approach in national tenders. Recent
examples include tenders for trastuzumab with two suppliers accounting each for 50%
of the total market in France (EFPIA, 202219)); and

Open procedures (meaning any supplier may submit a full tender) for tendering applied
in all forms of hospital procurement, including national, regional, group-based and
facility-level procurement; as well as competitive bidding (Rodwin, 2019147) and dynamic
purchasing systems (DPS)? to allow suppliers to join the system on an ongoing basis
(Vogler, Salcher-Konrad and Habimana, 2022(17)).

Only public hospitals are required by law to acquire medicines through public procurement
procedures. Some hospitals collaborate in joint procurement initiatives by voluntarily joining
centralised procurement bodies. At a national level, two main procurement bodies were
designated as national procurement bodies for medicines in the inpatient sector in 2019: (1) the

2 For definitions on tendering, please see Box 1.2. in the Health Working Paper.

3 Dynamic Purchasing Systems (DPS) allow recurring purchasing from a supplier while allowing new
suppliers to join the system on an ongoing basis (Vogler, Salcher-Konrad and Habimana, 2022[17)).
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Réseau des Acheteurs Hospitaliers (Resah)* and (2) the Union des Hépitaux pour les Achats
(UniHA)®. UNICANCER Achats also serves as a national procurement body, but only for Cancer
Centers. At a regional level, several group purchasing organisations are involved in the
procurement of medicines, including the Groupement de Coopération Sanitaire Achats du
Centre, Agence Générale des Equipements et Produits de Santé (AGEPS), and the
I’Assistance Publique — Hbpitaux de Paris.

Tendering award criteria

According to the EU Directive 2014/24 (European Parliament, 20140), contracts should be
awarded to the most economically advantageous tender (MEAT), using a range of criteria
including price (often the dominant criteria), security of supply (stock levels serve as criterion
for major therapeutic classes), quality of the product (including solubility, packaging,
differentiation in the strengths, unit dose, etc), and environmental criteria in relation to logistics.
Local production can be used as an award criterion for hospital tenders in France to address
the security of supply issues in upcoming tenders (Vogler, Salcher-Konrad and Habimana,
2022[17).

Prescribing and dispensing

In France, demand-side measures, such as prescribing by the International Non-Proprietary
Name (INN), are in place to enhance the uptake of off-patent medicines. In addition, there are
incentives targeted at prescribing doctors and community pharmacies that aim to promote the
uptake of generics.

e Generic_substitution. To enhance the uptake of off-patent medicines, generic
substitution by a pharmacist is allowed in France (this is indicative, not obligatory),
although certain exceptions may apply (Vogler, 2020(7).

e Biosimilar substitution. The French Social Security Financing Bill for 2022 allowed
biosimilar substitution at pharmacy level (Parlement francais, 2021215). In addition, the
prescription of biosimilars rather than originator drugs is incentivised at regional level.
There is also an incentive scheme in place for private doctors to encourage the
prescription of certain biosimilar medicines, however, no national indicator currently
tracks biosimilar prescriptions.

e Prescribing by International Non-Proprietary Name (INN) is mandatory in France
(Vogler, 2020(7)).

e Rational use, pay-for-performance and prescribing monitoring. France’ sickness
funds monitor the prescription behaviour of contract doctors with a view to their
compliance to the prescribing guidelines. Representatives of the health insurance
institutions (Délégués de I'Assurance Maladie) regularly visit prescribing doctors and
discuss their prescription behaviour. As part of performance-based remuneration
(Rémunération sur objectifs de santé publique, ROSP), objectives for rational
prescribing (e.g. thresholds for generic prescribing for certain medicines groups) have

4 Resah is a regional CPB for the metropolitan region of Paris but designated in 2019 by the Direction
Générale de I'Offre des Soins (DGOS) as a national procurer for hospital procurement.

5 UniHA is a regional CPB for the Lyon region but designated in 2019 by Direction Générale de I'Offre des
Soins (DGOS)as a national procurer for hospital procurement.
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been agreed upon, and are linked to financial incentives. Pharmacists are remunerated
on a basis that incentivises generic substitution (Vogler, 20207).

Box 1.1. The French Social Security Financing Bill for 2023

In September 2022, the French Social Security Financing Bill (PLFSS) for 2023 was presented
(Ministére de 'Economie et des Finances, 2022/22).

The proposed PLFSS presents a new funding model for advanced therapy medicinal products (ATMPSs)
- it introduces a derogatory financing mechanism for ATMPs registered on the reimbursement list. A
threshold will be defined by ministerial order to cap the maximum purchase price for the hospital. If the
price charged by the manufacturer exceeds that threshold, the treatment cost will be determined by
agreement or, if no agreement can be reached, by decision of CEPS. This treatment cost will recover
the amount paid by the health care facility and, if applicable, the amount paid by the health insurance
(GD Avocats, 2022123; Ministére de 'Economie et des Finances, 202222)).

Furthermore, the PLFSS proposes outcomes-based agreements with instalment payments for ATMPs.
The funding model entails that if the treatment cost exceeds the amount paid by the health care
institution, additional annual payments will be made by the health insurance. The number, amount and
terms of these payments shall be determined by agreement or, failing that, by decision of CEPS.
However, the payments by the health insurance will be conditioned on the observed effectiveness of
the treatment. The payments must reflect the efficacy data of the medicine, and, in case of treatment
failure, the manufacturer may be obliged to reimburse the health insurer for part of the amounts received
(GD Avocats, 202223; Ministére de 'Economie et des Finances, 202222)).

This new funding model for ATMPs aims to help alleviate the financial burden on health institutions and
allows to share the financial risk with the manufacturer (GD Avocats, 202223; Ministére de 'Economie
et des Finances, 2022/22)).
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Italy

Context

Italy’s National Health Service (Servizio Sanitario Nazionale, SSN) is decentralised and
regionally based. The central government channels general tax revenues for publicly financed
health care, defines the benefits package, and exercises overall stewardship. Each region is
responsible for the organisation and delivery of health services through local health units and
via public and accredited private hospitals. The basic benefits package must be guaranteed
uniformly across the country. Funds are assigned to the regions which are intended to cover
the provision of a minimum of health care services (Essential Care Levels (LEA)) uniformly
guaranteed throughout the country and provided by the government. Regions can enlarge the
benefits package if they have sufficient resources, while regional drug commissions are
responsible for identifying and monitoring access and availability to medicines in hospitals
(Tikkanen et al., 2020p24;; OECD/European Observatory on Health Systems and Policies,
2021 25)).

Coverage and pricing

The SSN covers reimbursement of medicines included in a national positive list (Prontuario
Farmaceutico Nazionale, PFN) after being evaluated by the Italian Medicines Agency (AIFA).
AIFA is responsible for all matters regarding medicines for human use including market
authorisation, pharmacovigilance, monitoring of spending, and pricing and reimbursement of
medicines. AIFA performs health technology assessments (HTA) to support the Technical
Scientific Committee (Commissione Tecnico Scientifica, CTS), in the evaluation of the added
value of medicines and to determine the reimbursement status. The Pricing and
Reimbursement Committee (Comitato Prezzi e Rimborso, CPR) offers technical advisory
support for the price negotiation with manufacturers. A reorganisation of AIFA is set for 2023
(see Box 1.2). Reimbursed medicines are included in PFN either in the reimbursement list ‘class
A’ (medicines for outpatient use) or in the list ‘class H' (medicines for inpatient use). While
medicines for outpatient use are reimbursed per product, medicines used in hospitals are
funded through the diagnosis-related group (DRG) system. Funding on top of these tariffs may
be granted by regions for high-cost drugs, through inclusion on the so-called ‘File F’ list. Each
region has its own ‘File F’ list, resulting in substantial variation between regions regarding the
treatments that are included on these lists. Non-reimbursed medicines are allocated to ‘class
C’ (i.e. a negative reimbursement list) and can be dispensed to citizens with or without a medical
prescription (respectively ‘Class C’ with prescriptions and ‘C’ without obligation of prescription
(C - SOP/OTC)). The price of non-reimbursed medicines is not regulated; it is suggested by the
MAH and monitored by AIFA. (Panteli et al., 201626); Vogler, 2021277). Moreover, Decree No.
158/ 2012 introduced the ‘class C-NN’ including medicines awaiting negotiation, which can be
purchased by public health facilities (Repubblica Italiana, 2012y2g)).

In addition to the national reimbursement list, hospitals have their own hospital pharmaceutical
formulary® to select from. Purchasing of medicines for inpatient use is done by hospitals and
sometimes by regions through tender procedures. Hospital pharmacies are entitled to a 50%
discount on the retail price of ‘class C’' medicines. To further contain costs and enable closer
monitoring, hospital pharmacies became legally authorised to purchase medicines for direct
dispensing to patients for outpatient use (‘distribuzione diretta’) or for dispensing, by community

6 For definitions on formulary management mechanisms, please see Box 1.3. in the Health Working Paper.

© OECD 2023



|13

pharmacies, under specific regional agreements (‘distribuzione per conto’) (AIFA, 2021g).
Additionally, Italy introduced two ‘innovation funds’ in 2017, one for innovative oncology
medicines and one for innovative non-oncology medicines. The funds reimburse innovative
medicines at the regional level under specific conditions, as established by the 2017 Budget
law (No. 232/2016) (Repubblica Italiana, 201630]). Each fund is allocated EUR 500 million to be
available for the regions for 36 months. AIFA identified the criteria for assessing the innovative
status of medicines, with reference to one or more indications (Fortinguerra et al., 201931)).
Only medicines with “full’ innovative status can access the special funds.

Pricing and reimbursement decision-making does not differ between outpatient and inpatient
sectors (Panteli et al., 2016(32;; Vogler, 20215271; Tavella et al., 201433;; Villa et al., 2022;347). For
orphan medicines and other medicines of exceptional relevance for the SSN, there is a fast-
track procedure, which must be completed within 100 days of submission of the reimbursement
application.

Principles of assessment

The decision to grant reimbursement to a medicine is conditional on the joint price and
reimbursement negotiation performed by AIFA with the manufacturer (Law No. 326 of 24
November 2003), in accordance with methods and criteria identified by the Ministerial Decree
of 2 August 2019 (OJ No. 185 of 24 July 2020) and the AIFA guideline for pricing and
reimbursement submissions released in December 2020 (AIFIA, 2020s)). The new Pricing and
Reimbursement Decree replaces the Resolution No. 3/2001 of the Inter-ministerial Committee
for Economic Planning (CIPE), which governed medicine pricing in Italy for 19 years. To support
reimbursement decisions and inform price negotiations, the new Decree requests
manufacturers to demonstrate the added therapeutic value of the product in relation to available
alternatives (or best supportive care in case these are not present). If an added value cannot
be proven, the company is requested to provide further elements of interest, in terms of
economic benefits for the SSN. Moreover, the reimbursement application must also include
information on the launch of a medicine, and its consumption and reimbursement status in other
countries, following the resolution on ‘Improving the transparency of markets for medicines,
vaccines, and other health products’ of the World Health Assembly (Panteli et al., 201632j;
Vogler, 202127;; World Health Assembly, 2019z); AIFIA, 2020(35])

The AIFA guideline further details the type of information required from manufacturers in the
reimbursement application, including the specific cases where cost-effectiveness and budget
impact analyses are formally requested and for which their results are expected to be useful for
setting the price of medicines (Russo et al., 2022377). The price negotiated by AIFA with the
pharmaceutical company represents the maximum sale price for the SSN, which is the same
throughout Italy, and does not include margins for wholesalers and pharmacists, which are
added in the retail channel. In many cases, for on-patent medicines the negotiated price, net of
discounts or other commercial agreements, remains confidential to the public following a non-
disclosure agreement between the parties (Russo et al., 2021zg]). Reimbursement of innovative
medicines under the two ‘innovation funds’ is also assessed by AIFA against three criteria,
namely: unmet therapeutic need, the therapeutic added value of the innovative medicine as well
as the quality of evidence (Xoxi et al., 20223q); Vogler, 202127;; Fortinguerra et al., 20193y)).
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Pricing mechanisms

Reimbursed medicines: national budget caps, paybacks, internal reference
pricing, external reference pricing and managed entry agreements

In Italy, overspending is regulated through national budget caps, which are defined on an
annual basis. The national pharmaceutical expenditure ceiling is stated ex-ante at the national
level by law, corresponding to 14.85% of the National Health Fund (Budget Law No. 178/2020).
Two distinct ceilings are in force for medicines procured and dispensed by community
pharmacies and for those procured by public health facilities (respectively 7% and 7.85% of the
National Health Fund). Exceeding the ceiling results in the application of the payback
procedure. In case the ceiling is exceeded for medicines purchased by public health facilities,
payback is paid equally by manufacturers and regions. Several additional measures have been
introduced to reduce costs and ensure compliance with the budget target, including monitoring
of biosimilars use and expenditure (AIFA, 2022u0]), price renegotiations, AIFA Notes,
Transparency list for generic medicines (see below), regional therapeutic handbooks at local
level consisting of a list of medicines to be used by public entities during patients’ hospitalisation,
and the promotion of tendering (Selletti, Putignano and Tiboni, 202241;; Vogler, 202127)).

Prices of reimbursable medicines are negotiated between AIFA and manufacturers conditional
on the principles of assessment outlined above. Central negotiations, that usually result in a
discount on the list price proposed by the companies, are aimed at setting medicine prices in
line with the added value they bring to patients and guaranteeing the affordability of medicines
for the SSN. The use of other commercial agreements (e.g. Managed Entry Agreements
(MEAS)) is considered an additional negotiation option to grant a positive reimbursement status
and reduce medicine costs from a public payer perspective (Russo et al.,, 2021s2). Other
special regulatory instruments apply for reimbursable medicines covered by the SSN in
outpatient and inpatient sectors, nhamely internal reference pricing, external reference pricing,
and mandatory discounts:

e Internal reference pricing. Reimbursed medicines in ‘class A’ (i.e. medicines for
outpatient use) not covered by a patent are subject to reference pricing (at ATC-5 level)
and the maximum amount reimbursed is equal to the price of the cheapest generic or
biosimilar medicine within a reference cluster of medicines with similar active
substances. The purchase of more expensive equivalent medicines is only possible at
the request of a patient and is subject to additional co-payment. In principle, generics
and biosimilars must be priced at least 20% lower than the originator or reference
medicine (Repubblica Italiana, 2012u437). AIFA publishes a ‘Transparency List’ with the
reference prices for the reimbursement list. Biosimilars are excluded from the
‘Transparency List’, however there are additional rules for tendering of biosimilar
medicines (see below the section ‘procurement and tendering’) (Panteli et al., 201632;;
Vogler, 202127;; Selletti, Putignano and Tiboni, 202241)).

e External reference pricing. AIFA uses data on prices of the same medicine in other
European countries to inform the price and reimbursement negotiation, though there is
no specific formula for determining a benchmark price. Currently, Italy considers 24
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European reference countries: Austria, Belgium, Croatia, Cyprus’®, Czech Republic,
Denmark, Estonia, Greece, Finland, France, Hungary, Iceland, Ireland, Italy, Latvia,
Netherlands, Norway, Poland, Portugal, Romania, Sweden, Slovenia, Slovakia and the
UK (Vogler, 2021 44)).

e Mandatory discounts. Manufacturers are obliged to grant the SSN a cumulative 5% +
5% mandatory manufacturer discount on the ex-factory price of reimbursed medicines
(Vogler, 2021447). The 5% discount is given to the SSN at the time of procurement plus
an additional 5% that the MAH can decide to give either at the procurement or later in
the form of a rebate.

There is also increasing use of managed-entry agreements (MEAS), usually for reimbursable
medicines with high budget impact in outpatient and inpatient sectors. AIFA negotiates with
manufacturers either financial MEAs (such as price-capping, price-volume agreements, cost
sharing, or confidential discounts), performance-based MEAs (such as payment-by-results or
risk-sharing agreements) or ‘appropriateness agreements’ to monitor appropriate prescribing
through AIFA Monitoring Registries (Panteli et al., 2016(32).

Non-reimbursed medicines: free pricing and price caps

There is free pricing for non-reimbursed medicines, however, a price increase is only allowed
every second year and must not exceed the expected inflation rate. To ensure compliance with
these rules, AIFA monitors the prices of non-reimbursed prescription-only medicines, while
manufacturers are obliged to communicate price variations of non-reimbursed non-prescription
medicines to AIFA (Vogler, 2021[44)).

Pricing in supply chain

In the outpatient sector, prices of reimbursable medicines are regulated throughout the supply
chain, with statutory linear mark-ups being applied for wholesalers and community
pharmacies. For reimbursable originator and biosimilar medicines, wholesale linear mark-ups
are set to 3% of the pharmacy retail price while pharmacy linear mark-ups are set with
progressive discounts ranging 11.35—-26.6% of the pharmacy retail price (net of VAT). Mark-ups
for reimbursable on-patent and biosimilar medicines differ from those for reimbursable generic
medicines. Moreover, community pharmacies are requested to grant a statutory discount to the
SSN, based on their location (urban or rural pharmacies) and the annual sales of the pharmacy.
For non-reimbursable medicines, wholesale and pharmacy margins are not regulated (Panteli
et al., 2016(32).

Patient co-payments

Co-payments can vary with condition and income and are set at national and regional level.

" Note by Turkey: the information in this document with reference to “Cyprus” relates to the southern part
of the Island. There is no single authority representing both Turkish and Greek Cypriot people on the
Island. Tirkiye recognizes the Turkish Republic of Northern Cyprus (TRNC). Until a lasting and equitable
solution is found within the context of United Nations, Turkiye shall preserve its position concerning the
‘Cyprus issue’.

8 Note by all the European Union Member States of the OECD and the European Union: The Republic of
Cyprus is recognised by all members of the United Nations with the exception of Turkey. The information
in this document relates to the area under the effective control of the Government of the Republic of
Cyprus.
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Fixed co-payment (generally €2 per item) amounts and exemptions are regionally determined.
Prices of medicines included in the PFN are fully covered by the SSN. However, patients pay a
fixed prescription fee (that varies across regions) for medicines for outpatient use in several
regions. There are exemptions from the prescription fees (e.g. for vulnerable social groups,
pregnant women) but the exemptions differ between the regions. No co-payments are
applicable for medicines in inpatient use (Panteli et al., 20162).

Procurement and tendering

Types of procurement procedures

Italy uses the following procurement procedures:

» Tendering® designed at the therapeutic class level used to obtain discounts based on
the evidence of comparative effectiveness of multiple therapeutic alternatives with
different active substances. AIFA is responsible for therapeutic equivalence
determinations (Selletti, Putignano and Tiboni, 2022j41y);

e Facility-based procurement and joint procurement by groups of hospitals or facilities
used for both hospital and outpatient medicine procedures (Vogler, Salcher-Konrad and
Habimana, 2022;177). Many novel medicines used by inpatients and dispensed to
outpatients at hospitals (e.qg. for hepatitis C and diabetes) are procured by hospitals and
regions. In 2015, medicines procured by health authorities accounted for 33% of the
total pharmaceutical market and 49% of medicines covered by the SSN (Jommi and
Minghetti, 2015us));

e Centralised procurement at the national and regional level used in both outpatient
and hospital sectors. The main route for procuring inpatient medicines is centralised
procurement at regional level. However, facility-based procurement is also used as an
additional route for procurement for hospital medicines (both on- and off-patent);

e Both single- and multiple-winner awards procedures are applied for tendering.
Moreover, since 2017 multi-award procedures are the default for biosimilars used
both in outpatient and hospital sectors if three or more medicines of an active substance
have been marketed. All bidders are granted a defined share (Repubblica Italiana,
2016305, Vogler, Salcher-Konrad and Habimana, 202217);

e Centralised procurement uses open procedures for tendering (off-patent) medicines
through an e-procurement platform using the so-called ‘dynamic purchasing system’
(DPS) methodology (Sistema dinamico di acquisto, Sdapa) as a major procurement
technique. In addition, regions and hospitals also perform their own procurements of
medicines through their own DPS'? systems. The use of DPS in ltaly arrived with the
translation into national law of the EU Procurement Directive (European Parliament,
201420)). The Italian Budget Law 2020 (Repubbilica Italiana, 2019u6))allowed application
of the DPS for the call of single and multi-award open procedures.

e ltaly is involved in the cross-country collaboration ‘Valletta Declaration’, established in
May 2017, which aims to improve access to medicines, through collaboration in HTA
and joint procurement (Vogler et al., 202047)).

9 For definitions on tendering, please see Box 1.2 in the Health Working Paper.

10 Dynamic Purchasing Systems (DPS) allow recurring purchasing from a supplier while allowing new
suppliers to join the system on an ongoing basis (Vogler, Salcher-Konrad and Habimana, 2022[17)).
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At national level, public procurement of medicines by hospitals and regions are supported
centrally by the national procurement body Consip!!, part of the Ministry of Economy and
Finance. Hospitals can call negotiated procedures through the DPS provided by Consip or they
can also join on-going procurement procedures at regional level. At a regional level, public
procurement of medicines for inpatient and outpatient use involves the various regional central
procurement bodies Centrali di Committenza Regionali.

Tendering award criteria

Price is the dominant criterion for awarding tenders in Italy. Moreover, Italy applies criteria
regarding the quality and safety for centralised procurement procedures at the regional level. In
some rare cases the regional body awards tenders which also considered qualitative elements,
such as the number of dosages available and the quality of customer service (Vogler, Salcher-
Konrad and Habimana, 202217)).

Prescribing and dispensing

Italy has implemented a series of mechanisms to encourage the use of certain products over
others, namely:

e Prescribing by International Non-Proprietary Name (INN) recommended.

e Generic substitution, mandating pharmacies to substitute originators with generics
(unless indicated by prescribing doctor or preferred by the patient bearing the cost
difference). Italy also uses prescribing software to monitor price differences to select the
cheapest alternative by default. Between 2005 and 2019, the generics market share in
Italy increased from 7% to 28% in volume, however it remains 20 percentage points
below the EU average, which shows the uptake of generics is constrained by a
pharmacy remuneration system linked to the sales price (OECD/European Observatory
on Health Systems and Policies, 202125)) (Panteli et al., 2016(32)).

e Biosimilar _substitution. Regions have adopted guidelines to encourage the
substitution of reference products with biosimilars where appropriate, however,
biosimilar substitution at pharmacy level is not allowed. Moreover, a physician must
justify the clinical reason why he wants to prescribe a more expensive medicine to
his/her patient (Vogler, 202127;; Caputi et al., 20164g]).

» Hospital formularies®?. Regional ‘therapeutic handbooks’ consist of a list of medicines
to be used by public entities during patients’ hospitalisation. Hospitals develop their own
formularies using several criteria including efficacy, safety and cost-benefit ratio. These
lists are applied at a regional level and may thus differ between regions (Selletti,
Putignano and Tiboni, 202241); Prada et al., 2020pug9;; Vogler, 202127)).

e Prescription targets. Some regional governments and local health authorities define
specified prescribing targets to limit spending (Vogler, 202127;; Caputi et al., 2016s]).

1 Home Consip

12 For definitions on formulary management mechanisms, please see Box 1.3 in the Health Working
Paper.
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Box 1.2. Reorganisation of AIFA to happen in 2023

New legislation introduces the merger of the Technical Scientific Committee (CTS) and the Pricing and
Reimbursement Committee (CPR) into a new Scientific and Economic Commission for Pharmaceuticals
(Commissione Scientifica ed Economica del Farmaco; CSE). The CSE will oversee the current tasks
and responsibilities of both the CTS and CPR but will only have half the number of its current members
(Repubblica Italiana, 2022(s0)).

The reorganisation means that the role of Director General will be terminated, and two new roles will
be established in its place (i.e. the Scientific Director and the Administrative Director). The AIFA’s
President will become the sole legal representative of AIFA (Repubblica Italiana, 2022s0).

The merger of the CTS and CPR into the new CSE will not take place until the terms of the current
committees expire at the end of February 2023. The CSE will have ten members, who will be appointed
within 60 days from the date of entry into force of the legislation (Rodriquez, 202251; Repubblica
Italiana, 2022s50]).

The Board of Directors of AIFA will remain made up of 5 members: the president, two representatives
indicated by the Ministry of Health and two representatives indicated by the State Regions Conference
(Rodriquez, 2022j51;; Repubblica Italiana, 2022(sq)).

The creation of the CSE is expected to help accelerate the evaluation and approval of new medicines
in Italy (AboutPharma, 2022s2;). According to the EFPIA Patients WAIT Survey 2021 (EFPIA, 2022s3)),
the average time from EU marketing authorisation to public reimbursement in Italy is 429 days.
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Germany

Context

Germany has a multi-payer health system that provides nearly universal health coverage.
Health insurance is compulsory, but people with an income above a fixed threshold or belonging
to a particular professional group can opt out of statutory health insurance (SHI) coverage and
take up private health insurance (PHI). In 2019, about 11 % of the population was covered by
PHI; 89 % by SHI. In 2019, SHI covered 82% of the total spending of all licensed prescription
pharmaceuticals in Germany. Currently, there are 103 sickness funds and 41 PHI companies,
with the three largest sickness funds covering more than one-third of the population
(OECD/European Observatory on Health Systems and Policies, 20214)).

Coverage and pricing

All licensed prescription medicines are reimbursed. All medicines entering the market are
reimbursed by sickness funds unless they are excluded by federal law (e.g. over-the-counter
medicines (OTC)) or by a decision of the Federal Joint Committee (Gemeinsamer
Bundesausschuss - G-BA). Unlike many other countries, the basket of pharmaceuticals
reimbursed by SHI in Germany is not defined through a positive list. The decision-making is
decentralised and divided between the federal and state level, as well as self-governance
bodies that are part of G-BA. The federal government defines only the legal framework, while
regulatory details are specified in directives issued by the G-BA. The G-BA is composed of
representatives of associations of sickness funds, physicians, dentists and hospitals, as well as
three independent members (plus patient representatives without voting rights) and takes
decisions on SHI benefits, reimbursement systems and quality assurance (Wenzl and Paris,
201855)).

To support decision-making by the G-BA, the Institute for Quality and Efficiency (IQWiG)
commissions Health Technology Assessments (HTA) and makes recommendations for the in-
or exclusion of health technologies into the SHI benefit basket. The IQWIG is an independent
body in charge of evaluating the quality and efficiency of health services and health products.
The G-BA reserves the right to exclude or limit the reimbursement of products through
guidelines or treatment recommendations. In particular, the G-BA may limit reimbursement for
a drug if its therapeutic effect, medical necessity, or cost-effectiveness cannot be demonstrated,
or if there are more cost-effective treatments with comparable therapeutic effects (Blumel et al.,
202056)).

Principles of assessment

Germany adopted a law reforming the pharmaceutical market
(ArzneimittelmarktNeuordnungsgesetz — AMNOG) in 2011 that rules the principle of free pricing
when medicines are authorised to be marketed but imposes a systematic and formal
assessment of the ‘added therapeutic benefit’ of new medicines to negotiate the price according
to the therapeutic value of the medicine within twelve months after market launch. In 2022,
changes to AMNOG were adopted to make the negotiated reimbursement price effective seven
months after market launch (see Box 1.3).

The ‘added therapeutic benefit’ of each new product is assessed against a standard treatment
(an appropriate comparator) and ranked on a 6-point scale. The top 4 ranks indicate the new
product has major, considerable, or minor added benefit or that added benefit is not
guantifiable. The bottom 2 ranks indicate added benefit is not proven. The rules for the
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assessment of new medicines are defined in § 35a of the Fifth Social Security Code (Flnftes
Sozialgesetzbuch - SGB V) (Deutscher Bundestag, 1988is7)). The ‘added therapeutic benefit’ is
assessed considering improvements in health status, reductions in the duration of the disease,
survival gains, the reduction of side effects, or an improvement in quality of life. The G-BA
requires the highest possible level of evidence and prefers direct comparisons and relevant
endpoints but may be flexible where needed, for example when the company can justify that
evidence based on randomised controlled trials is not available (Blimel et al., 2020¢); WenzI
and Paris, 2018ss)).

The AMNOG process applies to all new patented products introduced to the German market,
except for those with an annual SHI spend of less than 1 million euros (Wenzl and Paris,
2018ss)). For orphan drugs, ‘added therapeutic benefit’ is assumed by virtue of marketing
authorisation without reference to an appropriate comparator provided that the annual SHI
expenditure remains below EUR 30 million. Nonetheless, the G-BA assesses the magnitude of
the additional therapeutic benefit for relevant patient groups to create the basis for price
negotiations. Once the EUR 30 million threshold is exceeded, manufacturers are required to
submit data on additional therapeutic benefits and orphan drugs are evaluated, and prices
renegotiated, in the same manner as for all other drugs. There are no special arrangements for
other expensive drugs, such as those used in oncology. However, the price negotiation process
following G-BA appraisal leaves broad leeway for the negotiating parties to agree on discounts
and rebates or other mechanisms that can lower prices for SHI (Wenzl and Paris, 2018s5). New
AMNOG rules adopted in October 2022 will impose stricter price regulation that strongly impact
pricing and negotiation (Deutscher Bundestag, 2022sg)).

Pricing mechanisms

Pricing mechanisms differ between the hospital and the outpatient sector, and between OTC
and prescription-only pharmaceuticals.

Free pricing and price negotiations for hospital medicines

Prices of medicines used in hospitals are not regulated (free pricing) and are the result of
confidential transactions between manufacturers and hospitals, hospital chains, or group
purchasing organisations. However, the prices negotiated for retail products under the AMNOG
process are the ceiling prices for the purchase of medicines by hospitals since 2017 (Bundestag,
2016(s9)). Moreover, the cost of medicines used by hospitals is included in the payments by
diagnosis-related group (DRG) for the entire treatment episode. In 2019, pharmaceutical
spending covered by SHI and PHI on medicines dispensed in hospitals amounted to 28.1% of
total pharmaceutical spending, while spending on retail covered 18.5% of health spending
(OECD, 2022i60)).

Reference prices, mandatory rebates and statutory prices for outpatient
medicines

Special regulatory instruments apply for prescription drugs covered by SHI benefit packages
and paid by sickness funds, namely reference prices, mandatory rebates and statutory
prices/price freezes:

e Prices are set conditional on the added therapeutic value (i.e. value-based pricing)
For on-patent medicines showing added therapeutic benefit, a reimbursement price is
negotiated between the national association of SHI funds (GKV-SV) and the
manufacturer based on the prices of appropriate comparators both in Germany and
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internationally®® as well as a premium for the additional benefit of the new product if the
additional benefit is major or considerable. If parties cannot reach an agreement, the
reimbursement price is set by arbitration. If no incremental therapeutic benefit is found,
medicines are included in a reference price group subject to a reference price (as
detailed below).

e Internal reference prices. If no incremental therapeutic benefit is found, medicines are
included in a reference price group subject to a reference price (i.e. the maximum
reimbursement amount) (Blimel et al., 2020se¢j; Wenzl and Paris, 2018s57). Once the G-
BA establishes the reference price group, the GKV-SV determines a reference price for
all products in the same reference group. Generally, the reference price is calculated
so that about one-third of the products are available at or below the reference price
(Dietz and Baumann, 2008e1;).

e Mandatory rebates. Pharmaceutical manufacturers and wholesalers are obliged by law
to grant discounts (Herstellerrabatt) to the sickness funds (§130a SGB V) (Deutscher
Bundestag, 1988(s7): some rebates are mandatory for all products covered under SHI
(e.g. the pharmacy rebate of EUR 2.30 per package), others depend on the existence
of contractual agreements (e.g. rebates to an individual sickness fund) or special
product characteristics. For example, manufacturers must grant a 7% discount off ex-
factory price to sickness funds and other PHI on patented pharmaceuticals that are not
clustered in reference price groups (SGB V, § 130a) (Wenzl and Paris, 2018ss);
Deutscher Bundestag, 1988(s7)).

e Price freezes and statutory pricing. Since 2010, a statutory price freeze has been in
place in Germany that prevents pharmaceutical companies from increasing prices of
reimbursable prescription-only drugs that are not subject to fixed prices. Only
adjustments for inflation may be claimed retroactively. This price freeze was formerly
planned to expire on 31 December 2022. However, the German parliament has
accepted the draft for the law on the financial stabilization of the German statutory health
insurance system (‘GKV-FinStG’) in October 2022. This act extends the price freeze
until the end of 2026 and sets forth a new potential exemption from the price freeze for
medicines that receive a new marketing authorisation for either a new indication or a
new patient group and promise an improvement of the medical care (Deutscher
Bundestag, 2022sg)).

Pricing in supply chain

Prices of medicines dispensed in pharmacies are regulated through the Pharmaceutical Price
Ordinance which stipulates fixed mark-ups on manufacturers’ selling prices and thereby
guarantees identical prices for prescription drugs in all German pharmacies. In addition, it
enables manufacturers to determine the ex-wholesaler and the ex-pharmacy price of the

13 Benchmarking against European countries that are selected based on three criteria: (i) they are member
states of the European Economic Area (EEA); (ii) together account for at least 80% of the population of
the EEA (excluding Germany); and (iii) countries perform economically similarly to Germany. The list of
benchmark countries is reviewed annually and revised as necessary; as of 2012, the list includes 15 EU
countries: Austria, Belgium, the Czech Republic, Denmark, Finland, France, Greece, Ireland, Italy, the
Netherlands, Portugal, Sweden, the Slovak Republic, Spain and the United Kingdom. For the purposes of
the negotiation, the pharmaceutical company must provide information on foreign benchmark prices
(Wenzl and Paris, 201862]).

© OECD 2023



22 |

product by setting the ex-factory price. Also, discounts can be negotiated between
manufacturers, wholesalers and pharmacies (Wenzl and Paris, 2018ss;; Panteli et al., 20162¢)).

The sickness funds pay pharmacists for prescription-only medicines a flat-rate payment of EUR
8.35 plus EUR 0.21 for the Pharmacy Emergency Service plus a fixed margin of 3% (from the
manufacturer’s price). Sickness funds receive a discount (Apothekenabschlag) of EUR 1.77 per
dispensed prescription-only drug from the pharmacies if the sickness funds pay the respective
pharmacy within 10 days. Manufacturers can submit new market prices up to twice a month for
products covered by the reference price system. The GKV-SV is required to update the
reference group on a quarterly basis and to update the reimbursement limit at least once a year
(Blumel et al., 2020;s6; Wenzl and Paris, 2018ss)).

Pharmaceutical companies must grant a 7% discount to sickness funds and other health
insurers on on-patent medicines that are not clustered in reference price groups. For outpatient
medicines in the generic form not clustered in reference price groups, a 6% discount applies
plus an additional discount not exceeding 10%. Legislation also prohibits price increases;
in that it requires manufacturers to grant a rebate equalling any price increase versus prices on
1 August 2009. The later regulation, referred to as ‘price moratorium’ was extended through
2022, subject to an adjustment for inflation as of 2018, in the 2017 law strengthening the
pharmaceutical supply (Gesetz zur Starkung der Arzneimittelversorgung — AMVSG) (Wenzl and
Paris, 201862); Deutscher Bundestag, 1988s7)).

Patient co-payments

The 2004 SHI Modernization Act (Deutscher Bundestag, 2004s3))) sets a co-insurance rate of
10% for prescribed drugs (with a minimum co-payment of EUR 5 and a maximum EUR 10 per
prescription). For non-prescription pharmaceuticals, pharmacies can freely determine prices.
Moreover, patients must pay any difference between the market price and the maximum
reimbursement amount for those medicines price referenced. Consequently, in most cases,
manufacturers reduce the market price to the reference price in order to avoid competing
products being preferred (Robinson, Panteli and Ex, 2019s4)). Products that are at least 30%
below the reference price are exempted from co-payments. Compulsory health insurance
(statutory and private) covers 84% of the expenditure for retail medicines and patients pay the
rest through co-insurance payments or consumption of OTC medicines. Hospital medicines are
fully covered by health insurance (Wenzl and Paris, 2018ss)).

Procurement and tendering

Types of procurement procedures

Germany uses the following procedures to procure medicines:

e Most of the tenders!* are organised in two ways: (1) at active substance level
(molecule); and (2) bundle or portfolio contracts, whereby products are grouped and
manufacturers are assessed by the level of rebate offered for that group of products
(Kanavos, Seeley and Vandoros, 2014ps). For example, two sickness funds (the
Deutsche Angestellten Krankenkasse. DAK and the Techniker Krankenkasse, TK) have
used bundle contracts (Kanavos, Seeley and Vandoros, 2014es));

e Tendering applied in the outpatient and hospital sectors. Public hospitals are required
by law to acquire medicines (either off- or on-patent) through public procurement

1 For definitions on tendering, please see Box 1.2. in the Health Working Paper.
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procedures if spending is over a certain threshold (i.e. value net of value-added tax
(VAT) estimated to be equal to or greater than EUR 140 000) in accordance with
European public procurement law (European Parliament and Council of the European
Union, 2014s6)). For higher value contracts, these rules are based on general EU public
procurement rules (Your Europe, 2022p7). For contracts with a value below that
threshold, national budgetary laws are the main source of public procurement rules.
Calls for tendering are mostly, but not only, for generics (Wenzl and Paris, 2018s2);

Facility-based procurement is the main route for procurement of medicines for
hospital use by the hospital sector, but some hospitals cooperate by jointly procuring
via groups of hospitals or facilities. Joint procurement and facility-based procurement
may be used by the same institutions but for different products (Vogler, Salcher-Konrad
and Habimana, 202217);

Use of centralised procurement at the national level used both in the outpatient and
hospital sectors. Use of centralised procurement at the regional level is used only by
the outpatient sector, where not only regional and municipal health authorities
participate, but also not-for-profit associations and regionally operating health
insurances (Vogler, Salcher-Konrad and Habimana, 202217));

Both single- and multiple-winner awards procedures are applied for tendering
designed at active substance level to award a place on the reimbursement list (Vogler,
Salcher-Konrad and Habimana, 202217)); and

‘Open house contracts’ in which sickness funds bid ‘discount contracts’*® in which
interested suppliers agree to grant the requested discount, without any further
negotiations (Vogler, Salcher-Konrad and Habimana, 202217)). ‘Discount contracts’ are
considered tendering procedures according to European jurisprudence (Vogler et al.,
2021g)). This type of procedure concerns mostly generics, but also some branded
drugs. In 2014, while most of the sickness funds sign contracts for generic products,
some of them have ventured into rebate contracts on patent-protected brands, which
accounted for 2.9% of total rebate sales volume. Allgemeine Ortskrankenkassen (AOK)
tenders are held for >90 molecules. These tenders can be regionalized for AOK, one of
the largest sickness funds that accounts for a significant (40%) part of the
pharmaceutical (tender) market (Vogler, Salcher-Konrad and Habimana, 202217)).

At a national level, the following procurement bodies are involved in the public procurement of
medicines in Germany (Vogler, Salcher-Konrad and Habimana, 2022(17)):

The ‘Bundesministerium fur Gesundheit’ (BMG,; Ministry of Health) nationally
responsible for centralised procurement of vaccines for the outpatient sector in case of
a public health emergency;

The ‘Bundesamt fur Ausrustung, Informationstechnik und Nutzung der Bundeswehr’
(BAAINBw; Federal Office of Bundeswehr Equipment, Information, Technology and In-
Service Support) nationally responsible for centralised procurement of medicines used
in the outpatient sector;

15 Tendering is viewed as a cost containment measure for sickness funds to control rising levels of
pharmaceutical expenditure. These procedures work based on the response of manufacturers to an
‘invitation’ to reduce the offered list price by providing a price (rebate) upfront. Although the lowest possible
price is a key factor to win a contract, other factors are also considered for awarding the tender, including
the capacity to deliver a complete range of a product’s portfolio (i.e. the number of product presentations
based on dosage). A large number of companies have contracts generally based on price-volume
agreements.
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e The ‘Bundesinstitut fir Arzneimittel und Medizinprodukte’ (BfArM; Federal Institute for
Medicines and Medical Devices) nationally responsible for coordinating the needs for
both the inpatient and outpatient sectors;

e The ‘Zentrum fir Pandemie-Impfstoffe und —Therapeutika (ZEPAI)' (Center for
Pandemic Vaccines and Therapeutics) is operationally involved in the procurement of
vaccines and therapeutics for both the inpatient and outpatient sector to enhance
pandemic preparedness; and,

e Sickness funds which are involved in the tendering-like system for pricing outpatient
medicines in the outpatient sector.

At a regional level, the following regional centralised procurement bodies are also involved in
public procurement of medicines: first, AGKAMED, which is a group procurement organisation
involved in the public procurement of medicines for member hospitals and rehabilitation clinics
in the hospital sector; and, second, the Dienstleistungs- und Einkaufsgemeinschaft
Kommunaler Krankenhduser eG im Deutschen Stadtetag (GDEKK), which is a group
procurement organisation for district hospitals in the hospital sector (Vogler, Salcher-Konrad
and Habimana, 202217)).

Tendering award criteria

According to the EU Directive 2014/24 (European Parliament, 20142q)), contracts in Germany
are awarded to the most economically advantageous tender (MEAT), using a range of criteria
defined by each contracting authority including price (often the dominant criteria), but also
quality and safety of the product (no further detail about how this is defined), or the best price-
quality ratio. Moreover, the German hospital setting uses, non-systematically, the ‘added
therapeutic value’ as an award criteria for tenders (Vogler, Salcher-Konrad and Habimana,
2022117)).

Prescribing and dispensing

The G-BA issues guidelines on prescribing pharmaceuticals and excludes certain medicines
from SHI coverage for certain indications. Physicians who disregard these guidelines are
informed of the alternative cost-effective treatment options and ultimately held liable for
compensation. Other mechanisms are in place to encourage the use of certain products over
others, ensuring cost containment or efficiency gains through quality assurance, namely (IGES
Institute, 20201e9)):

e Generic_substitution. The aut-idem (‘or the same’) provision introduced in 2002
through the Pharmaceutical Expenditure Limitation Act (Arzneimittelausgaben-
Germany 57 Begrenzungsgesetz (Deutscher Bundestag, 200270) imposes upon
pharmacies the obligation to sell a cheaper generic product of a given active substance.
For each active substance, products with a negotiated discount contract between the
patient’s sickness fund and the manufacturer have priority; should such products not be
available, cheaper options need to be considered, including parallel imports with a price
at least 15% lower than the originator (net of the legally imposed general rebate) (Blimel
et al., 2020;s6); Wenzl and Paris, 201855, Panteli et al., 2016/2¢)).

e Prescribing budgets and target volumes (‘Richtgré8envolumen’) are instruments
used to control the spending limit of prescribers within a given timeframe. Regional
pharmaceutical budgets were replaced by practice-specific target volumes in 2001.
Since then, associations of sickness funds and SHI physicians at state level are
mandated to determine an annual expenditure volume and derive target volumes for
individual practices. Exceeding predefined benchmarks can lead to retrospective
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requests for justification and potential paybacks to sickness funds (Panteli et al.,
201626)). There are quotas to prescribe specific active substances. For example, in the
State of Berlin, 70% of all prescribed SSRIs must either be citalopram or sertraline. The
physicians can prescribe other SSRIs for the remaining 30%. Individual physicians are
sometimes given the incentive to achieve specific quotas. Non-compliant physicians
could face fee reductions and may also have to attend professional training on
prescribing economically (IGES Institute, 2020js9)).

e Prescription guidelines: G-BA can issue guidelines for the prescription of costly
pharmaceuticals and exclude specific pharmaceuticals from GKV coverage for certain
indications. Physicians ignoring these guidelines are informed about therapeutic
alternatives by the GKV funds, and ultimately made liable for compensation. The
Medicinal  Products Directive  (Arzneimittel-Richtlinie/AM-RL  (Gemeinsamer
Bundesausschuss, 2022717)) lays down the general principles for the prescription of
medicines stating that if multiple options are available across therapeutic classes, the
physician must prescribe the most cost-effective alternative.

Box 1.3. New AMNOG rules adopted in 2022

On 20 October 2022, the German Parliament approved new AMNOG rules (‘GKV-FinStG’) that strongly
impact pricing and negotiations (Deutscher Bundestag, 2022sg)), namely:

The price freeze that has been in effect since 2010 has been extended again until the end of
2026 (see above). Additionally, the new rules present a potential new exemption from the price
freeze for medicines that receive a new marketing authorisation for either a new indication or a
new patient group and that promise an improvement of the medical care;

The process for negotiating AMNOG rebates has been modified to give the GKV increased
powers. Medicines that offer minor or non-quantifiable additional benefit are priced in line with
patent-protected comparators. Medicines showing no additional benefit have a lower rebated
price than their comparators if the comparators are patent protected. Medicines with
considerable or major additional benefit are exempt from these guidelines. In addition, a
discount formula is applied to patent-protected comparator therapies that have not yet
undergone a benefit assessment (i.e., launched before 2011);

AMNOG rebates are backdated to take effect from the seventh month after launch (instead of
the previous 12-month free pricing period). The mandatory rebate on patent-protected drugs
outside the reference pricing system is increased from 7% to 12% for one year. A new 20%
discount applies to certain combination therapies (excluding drugs that have major or
considerable additional benefits). Moreover, for the first time, AMNOG rebate negotiations
require volume-related elements, i.e. price-volume agreements or annual prescription volume
caps;

The new rules provide the health insurances with more powers and flexibility during the price
negotiations. In accordance with GKV-FinStG, the reimbursement price negotiations could
consider price-volume components or prescription volume caps;

The mandatory ‘pharmacy discount’ that pharmacies are obliged to pay to the health insurance
funds have been increased from €1.77 to €2.00 per prescription package for a period of two
years;

Under GKV-FIinStG, combination therapies are subject to the new AMNOG rules as well as
subject to a new combination markdown. When the GBA determines the additional benefit of a
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new medicine, it lists the pharmaceuticals that can be used in combination with the new drug.
For all drugs with new active substances that are used in a combination as listed by the GBA,
the health insurance funds receive a markdown payment of 20% of the pharmaceutical
company's sales price. A possible exemption of this mandatory markup payment is foreseen
under the new rules if the actual combination has been subject to an AMNOG benefit
assessment by the GBA and came out at least with a significant benefit;

e The sales threshold at which orphan drugs become subj