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Certificato Professionale per la Creazione di una Strategia di Prezzi Sanitari (Italia)

Regulatory Environment For Healthcare Pricing

Regulatory Environment for healthcare pricing in Italy is a complex tapestry of national legislation, regional
authority, European directives, and professional guidelines that together shape how prices are set,
negotiated, reimbursed, and monitored. Understanding the terminology that underpins this environment is
essential for anyone tasked with developing a pricing strategy for health services or pharmaceuticals. The
following exposition provides a comprehensive catalogue of key terms, each explained in depth, illustrated
with practical examples, and linked to the challenges that professionals commonly encounter in the Italian
context.

National Health Service (SSN) — The Servizio Sanitario Nazionale (SSN) is Italy’s publicly funded health
system, established by Law No. 833 Of 1978. It guarantees universal coverage, financing health care through
a combination of general taxation, regional contributions, and specific earmarked taxes. The SSN is the
primary payer for most health services, and its pricing policies are therefore central to any pricing strategy.
For example, a private diagnostic laboratory seeking contracts with the SSN must align its tariff proposals
with the national tariff schedule, while also considering regional variations in reimbursement rates.

Region (Regione) — Italy is divided into 20 regions, each possessing a degree of autonomy in health policy
implementation. Regions are responsible for organizing health services, allocating budgets, and negotiating
contracts with providers. Consequently, price setting can differ significantly from one region to another. A
cardiology clinic in Lombardy may negotiate a different per-procedure fee than a similar clinic in Sicily due
to divergent regional health priorities and budget constraints. This regional heterogeneity demands that
pricing analysts develop adaptable strategies that can be tailored to each jurisdiction.

Ministero della Salute — The Ministry of Health sets national health policy, issues decrees, and oversees the
implementation of European directives within Italy. It also coordinates the national price negotiation
process for pharmaceuticals and high-technology medical devices. When the Ministry issues a new pricing
regulation, all stakeholders must adjust their pricing models to remain compliant. For instance, a change in
the Ministry’s “price-reference framework” for generic drugs may require pharmaceutical firms to revise
their cost-plus calculations across the entire product portfolio.

Agenzia ltaliana del Farmaco (AIFA) — AIFA is the Italian Medicines Agency, the regulatory authority
responsible for the evaluation, pricing, and reimbursement of medicines. It conducts health technology
assessments (HTA), defines price caps, and negotiates price-rebate agreements with manufacturers. AIFA’s
role is pivotal for pharmaceutical pricing: A new oncology drug will undergo a rigorous HTA, after which
AIFA may set a price based on the drug’s therapeutic value, cost-effectiveness, and the budget impact on
the SSN. Companies must therefore be prepared to present robust clinical and economic data to support
their price proposals.

Health Technology Assessment (HTA) — HTA is a systematic evaluation of the medical, economic, social, and
ethical implications of a health technology. In Italy, HTA is performed by AIFA’s technical-scientific
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committees, often in collaboration with regional HTA bodies. The output of an HTA informs price
negotiations, reimbursement decisions, and coverage criteria. For example, an HTA might reveal that a new
implantable cardiac device offers superior outcomes but at a higher cost per quality-adjusted life year
(QALY) compared with existing alternatives. This information will be used to negotiate a price that reflects
the added therapeutic value while staying within the SSN's budgetary limits.

Price-Reference Framework — This framework establishes the methodology for calculating reference prices
for medicines, particularly generics and biosimilars. It typically involves comparing prices across EU member
states, adjusting for purchasing power parity, and applying a discount factor. Manufacturers must monitor
the reference price index closely because a change in the reference price can trigger a mandatory price
reduction, impacting revenue projections. For instance, if the reference price for a generic antihypertensive
drops due to lower prices in neighboring countries, the manufacturer must align its Italian price accordingly.

Reimbursement — Reimbursement refers to the amount that the SSN or regional health authorities will pay
for a health service or product. It can be full (100 % coverage) or partial, depending on the classification of
the service and the patient’'s co-payment obligations. Reimbursement levels are often expressed as a
percentage of the tariff or the manufacturer's list price. A medical device manufacturer may negotiate a
70% reimbursement rate for a new surgical instrument, meaning the SSN will cover 70 % of the agreed price
while the remaining 30 % is borne by the patient or a private insurer.

Cost-Based Pricing — Cost-based pricing involves setting a price by adding a markup to the sum of direct
and indirect costs incurred in producing a service or product. Direct costs include materials, labor, and
consumables; indirect costs encompass overhead, research, development, and administrative expenses. In
the Italian context, cost-based pricing is often used for services that lack a market-based benchmark, such
as certain specialized diagnostic tests. An example: A regional laboratory calculates its total cost per MRI
scan at €350 and applies a 15% markup, resulting in a tariff of €402.50 That will be submitted for SSN
reimbursement.

Value-Based Pricing — Value-based pricing sets the price according to the therapeutic or health-economic
value delivered to patients and the health system. It is increasingly adopted for innovative pharmaceuticals,
especially high-cost therapies such as orphan drugs or advanced biologics. The price is linked to outcomes,
such as survival rates or reduction in hospital admissions. For example, a pharmaceutical company may
propose a price that is contingent upon achieving a predefined reduction in relapse rates for a rare disease,
with rebates applied if the target is not met. This approach aligns incentives between manufacturers and
payers but requires robust data collection and monitoring mechanisms.

Budget Impact Analysis (BIA) — BIA estimates the financial consequences of adopting a new health
technology within a defined budget horizon, typically three to five years. It accounts for changes in drug
acquisition costs, downstream savings (e.G., Fewer hospitalizations), and potential shifts in resource
utilization. In Italy, BIA results are submitted to AIFA and regional health authorities as part of the price
negotiation dossier. A successful BIA may demonstrate that a high-priced oncology drug will result in net
savings due to reduced need for chemotherapy cycles, thereby justifying a higher reimbursement level.

Price Caps — Price caps are regulatory limits that prevent the price of a health product from exceeding a
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predetermined threshold. Caps can be absolute (e.G., €10 Per unit) or relative (e.G., A 5% increase over the
previous year's price). AIFA routinely imposes price caps on pharmaceuticals that have been on the market
for a certain period, to curb inflationary pressures on the SSN budget. Manufacturers must plan for price
reductions when caps are applied, often by improving operational efficiencies or shifting focus to
higher-margin products.

Reference Pricing — Reference pricing establishes a common reimbursement level for a group of
therapeutically equivalent products. The SSN reimburses the reference price, and patients pay the difference
if they choose a more expensive brand. This mechanism encourages competition among manufacturers and
promotes the use of lower-cost alternatives. For instance, several statins may be grouped under a single
reference price; if a patient opts for a premium brand, the out-of-pocket cost is the price difference
between the brand and the reference price.

Co-payment (Ticket) — Co-payment, or “ticket,” is the portion of the cost that patients are required to pay
out-of-pocket. The amount varies according to the type of service, the patient’s income level, and specific
exemptions (e.G., For chronic diseases). Co-payment policies affect demand elasticity and can influence
pricing negotiations. A hospital negotiating a per-admission fee with a regional authority must consider the
co-payment share, as higher patient contributions may reduce the pressure on the SSN to subsidize the full
cost.

Exemption (Esenzione) — Certain categories of patients are exempt from co-payment, often due to low
income, chronic conditions, or age. Exemptions increase the financial burden on the SSN, which can lead to
stricter price controls for services heavily utilized by exempt groups. A pricing analyst must therefore assess
the proportion of exempt patients when forecasting revenue from a particular service line.

Tariff Schedule (Tariffario) — The tariff schedule is a catalog of standardized fees for health services,
published by the Ministry of Health and updated periodically. It serves as the baseline for negotiations
between providers and the SSN. When a private hospital submits a price proposal for a surgical procedure,
it must reference the relevant entry in the tariff schedule, often providing justification for any deviation from
the listed amount. Deviations are scrutinized for compliance with cost-based or value-based pricing
principles.

Negotiated Price (Prezzo Negoziazione) — The negotiated price is the final amount agreed upon between a
provider (or manufacturer) and the payer (SSN or regional authority). It reflects the outcome of discussions
that consider cost structures, therapeutic value, market competition, and budget constraints. Negotiated
prices are typically documented in service contracts or reimbursement agreements. For example, a medical
device company may negotiate a per-unit price of €1,200 for a new cardiac valve with the Lombardy
regional health authority, after presenting a cost-effectiveness analysis that demonstrates a 10 % reduction
in postoperative complications.

Contractual Volume (Volume Contrattuale) — This term denotes the quantity of services or units of a product
that the payer commits to purchase under a contract. Contracts often include minimum volume guarantees
to ensure provider revenue stability, and penalties for under-utilization. A regional health authority may sign
a three-year contract with a diagnostic imaging company for at least 5,000 MRI scans per year, with a price
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reduction clause if the volume exceeds 7,000 scans.

Rebate (Rimborso) — A rebate is a post-sale discount returned by the manufacturer to the payer, usually
conditioned on achieving volume targets, therapeutic outcomes, or price-cap compliance. Rebates are a
common tool for managing the SSN's pharmaceutical budget. For example, a pharmaceutical firm may
agree to a 10 % rebate on a new biologic if the SSN's consumption exceeds 50,000 doses within the first
year.

Discount (Sconto) — Discounts are reductions applied at the point of sale, often used to stimulate market
entry or to meet price-reference requirements. In Italy, discounts may be mandatory for generics and
biosimilars, with the percentage determined by the reference pricing system. A manufacturer launching a
generic antibiotic might be required to apply a 30 % discount relative to the originator’s price to achieve
market acceptance.

Price Transparency — Price transparency refers to the public disclosure of pricing information for health
services and products. The European Union promotes price transparency to enhance competition and
reduce price variability. In Italy, transparency initiatives include publishing tariff schedules, publishing drug
price lists on the Ministry’s website, and requiring manufacturers to submit price justification reports to
AIFA. Transparent pricing facilitates benchmarking and helps providers negotiate more effectively.

Market Access — Market access encompasses the set of activities required to bring a health product to
patients, including regulatory approval, pricing, reimbursement, and distribution. Successful market access
in Italy hinges on navigating the complex interplay between national and regional authorities, meeting HTA
requirements, and aligning pricing proposals with budgetary constraints. A biotech firm seeking market
access for a gene therapy must secure EMA approval, conduct an Italian HTA, negotiate with AIFA, and
obtain regional endorsement for reimbursement.

European Medicines Agency (EMA) — EMA is the EU agency responsible for the scientific evaluation,
supervision, and safety monitoring of medicines. While EMA does not set national prices, its approvals are a
prerequisite for market entry in Italy and other EU countries. The EMA's centralized procedure ensures that
a product meets EU-wide standards, after which national bodies like AIFA determine pricing and
reimbursement. Failure to obtain EMA approval precludes any pricing strategy in Italy.

Decreto Legislativo (Legislative Decree) — Legislative decrees are normative acts that translate EU directives
into ltalian law. They provide the legal framework for health pricing, reimbursement, and procurement. For
instance, Decreto Legislativo No. 219/2006 Implements EU Directive 2001/83/EC on the Community code
relating to medicinal products, establishing the procedures for price setting and price revision.
Understanding the hierarchy of legislative decrees is vital for compliance.

Legge di Bilancio (Budget Law) — The annual Budget Law outlines the fiscal policy and budgetary allocations
for the upcoming year, including health expenditure caps. It can introduce new price caps, modify
co-payment thresholds, or allocate additional funds for specific health programs. Pricing professionals must
monitor the Legge di Bilancio to anticipate shifts in reimbursement levels and to adjust pricing models
accordingly.
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Legge di Stabilita (Stability Law) — The Stability Law focuses on maintaining fiscal equilibrium and often
contains provisions that limit health spending growth. It may impose constraints on price increases for
pharmaceuticals and medical devices. For example, a clause in the Legge di Stabilita might restrict price
escalations for high-cost drugs to a maximum of 2% per annum, compelling manufacturers to manage cost
inflation.

Procurement (Appalto) — Procurement in the health sector involves the acquisition of goods and services by
the SSN or regional authorities through public tenders. Procurement processes are governed by EU public
procurement directives, which emphasize transparency, competition, and non-discrimination. A hospital
seeking to purchase a new MRI scanner must issue a public tender, evaluate bids based on technical
specifications and price, and award the contract to the most economically advantageous offer. Procurement
outcomes directly affect pricing dynamics, as winning bids often set market benchmarks.

Public Tender (Gara d'Appalto) — A public tender is an open invitation for suppliers to submit proposals for
supplying health products or services. Tenders are published on the national procurement portal
(e-procurement) and must comply with EU standards. Successful tendering can secure large volume
contracts, but also imposes strict pricing constraints. A manufacturer that wins a tender for supplying insulin
to a region may have to accept a lower unit price in exchange for guaranteed volume.

Competitive Bidding (Offerta Competitiva) — Competitive bidding is the process by which suppliers submit
price offers in response to a tender, with the lowest compliant bid often prevailing. In Italy, competitive
bidding is common for procurement of consumables, medical devices, and diagnostic services. The process
encourages price reductions but also raises concerns about quality and supplier sustainability.

Price Revision (Revisione del Prezzo) — Price revision mechanisms allow for periodic adjustments of
contracted prices based on inflation, cost changes, or performance outcomes. Revision clauses are typically
embedded in service contracts and can be triggered by an index (e.G., Consumer price index) or by mutual
agreement. A hospital contract may stipulate a 1% annual price increase tied to the national inflation rate,
ensuring that the provider's revenue keeps pace with rising costs.

Inflation Index (Indice di Inflazione) — The inflation index measures the rate at which general price levels
increase over time. In Italy, the consumer price index (CPI) is commonly used for price adjustment clauses.
When inflation rises, providers may request price hikes to preserve profit margins. However, the SSN may
limit inflation-linked adjustments to protect the overall health budget.

Therapeutic Equivalence (Equivalenza Terapeutica) — Therapeutic equivalence indicates that two products
have the same clinical efficacy and safety profile. This concept underlies reference pricing and generic
substitution policies. Demonstrating therapeutic equivalence is essential for gaining market entry for
generics and biosimilars. A generic version of a proton-pump inhibitor must provide evidence of
bioequivalence to the originator, enabling it to be reimbursed at the reference price.

Bioequivalence (Bioequivalenza) — Bioequivalence is a subset of therapeutic equivalence focusing on the
rate and extent of absorption of a generic drug compared to the reference product. Regulatory agencies
require bioequivalence studies to approve generics. Successful bioequivalence data allow manufacturers to
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price their product competitively, often at a lower margin than the originator.

Biosimilar — A biosimilar is a biologic product that is highly similar to an already approved reference
biologic, with no clinically meaningful differences in safety, purity, or potency. In Italy, biosimilars are subject
to a distinct pricing pathway that includes a mandatory discount of at least 30 % compared with the
reference biologic's price, unless justified otherwise. Pricing strategies for biosimilars must account for the
discount requirement and the need to demonstrate cost-effectiveness.

Generic Drug (Farmaco Generico) — A generic drug contains the same active ingredient as a brand-name
product and is marketed after the patent expires. Generics are encouraged by the SSN to reduce
pharmaceutical spending. Generic pricing is often regulated by reference pricing and mandatory discount
levels. A manufacturer launching a generic antihypertensive must price it at least 20 % below the reference
price to achieve reimbursement.

Patent (Brevetto) — A patent grants exclusive rights to a product for a limited period, typically 20years from
filing. Patent protection prevents competition and allows manufacturers to set higher prices. Once a patent
expires, generic competition can enter the market, leading to price reductions. Understanding patent expiry
dates is crucial for forecasting price erosion and planning market entry strategies.

Data Exclusivity (Esclusivita dei Dati) — Data exclusivity prevents generic manufacturers from using clinical
trial data of the originator for a set period, usually eight years in the EU. This provision delays generic entry,
preserving the originator’s price advantage. Pricing analysts must consider data exclusivity timelines when
estimating future price competition.

Orphan Drug (Farmaco Orfano) — Orphan drugs target rare diseases and often receive special incentives,
such as extended market exclusivity and higher reimbursement rates. In Italy, orphan drugs may be
reimbursed at a premium price, reflecting the limited patient population and high development costs.
Pricing strategies for orphan drugs involve negotiating higher prices while justifying the therapeutic value
to AIFA.

Risk-Sharing Agreement (Accordo di Condivisione del Rischio) — Risk-sharing agreements link
reimbursement levels to real-world performance outcomes. They are used to mitigate payer uncertainty
regarding high-cost therapies. For example, a pharmaceutical company may agree to a
payment-by-outcome scheme where the SSN pays only if the drug achieves a predefined reduction in
hospitalization rates. These agreements require robust data collection infrastructure and clear outcome
definitions.

Outcome-Based Contract (Contratto Basato sui Risultati) — Similar to risk-sharing, outcome-based contracts
tie payment to clinical results. They align incentives for both manufacturers and payers, promoting
value-based care. An outcome-based contract for a new diabetes medication might stipulate that the SSN
receives a rebate if patients do not achieve a target HbA1c reduction within six months.

Managed Entry Agreement (MEA) — MEAs are arrangements that allow early market access for high-cost or
innovative therapies, often conditional on further evidence collection. In Italy, MEAs may include price caps,
volume caps, or outcome-based clauses. Manufacturers must plan for post-launch data generation to
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satisfy MEA obligations.

Price-Volume Agreement (Accordo Prezzo-Volume) — This agreement sets a price that varies according to
the volume of product purchased. Higher volumes may trigger larger discounts or rebates. For instance, a
medical device supplier may agree to a lower per-unit price if the regional health authority commits to
purchasing a minimum of 10,000 units per year.

Price-Performance Index (Indice di Prezzo-Performance) — This index measures the relationship between
price and clinical performance, often expressed as cost per QALY. It is used by HTA bodies to assess whether
a price is justified by the health gains. A high price-performance index may indicate that a drug is not
cost-effective, prompting price reductions.

Cost-Effectiveness Threshold (Soglia di Costo-Efficienza) — The threshold represents the maximum
acceptable cost per unit of health gain (e.G., €30,000 Per QALY) that a payer is willing to accept. Italy does
not have an officially published threshold, but AIFA and regional authorities use implicit benchmarks. Pricing
strategies must aim to keep the incremental cost-effectiveness ratio (ICER) below the de-facto threshold to
secure favorable reimbursement.

Incremental Cost-Effectiveness Ratio (ICER) — ICER is the ratio of the difference in costs between a new
intervention and the comparator to the difference in health outcomes. It quantifies the additional cost
required for each additional unit of benefit. A positive ICER that exceeds the cost-effectiveness threshold
may trigger price negotiations or demand evidence of higher efficacy.

Price Transparency Portal (Portale di Trasparenza dei Prezzi) — This online platform provides public access to
price information for drugs, medical devices, and health services. The portal enhances market competition
and allows stakeholders to benchmark prices. Companies can use the portal to monitor competitors’ pricing
and to ensure compliance with transparency obligations.

Discount-Only Reimbursement (Rimborso Solo Sconto) — Under this model, the SSN reimburses only the
discounted price of a product, with the manufacturer absorbing the remainder. This approach is common
for generics, where the reimbursement is tied to the mandatory discount level. Providers must ensure that
the discounted price still covers the cost of delivery.

Price-Regulation Committee (Comitato di Regolazione dei Prezzi) — This committee, often convened at the
regional level, reviews price proposals, evaluates cost structures, and decides on approved tariffs. The
committee’s composition may include health economists, clinicians, and payer representatives. Their
decisions directly affect the final price that providers can charge.

Pharmacy Benefit Manager (PBM) — While more prevalent in the United States, PBMs are emerging in Italy
as intermediaries that manage drug formularies, negotiate discounts, and process reimbursements. PBMs
can influence pricing by aggregating demand across multiple regions, thereby increasing bargaining power
with manufacturers.

Formulary (Formulario) — A formulary is a list of drugs approved for prescription within a health system.
Inclusion on the formulary is essential for reimbursement. Pricing strategies must aim for formulary
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placement, often requiring negotiation of discounts and demonstrating clinical value.

Therapeutic Class (Classe Terapeutica) — Therapeutic classes group drugs with similar mechanisms of action
or clinical uses. Pricing policies may be applied at the class level, such as reference pricing for all statins.
Understanding the dynamics within a therapeutic class helps in forecasting price competition and potential
market share shifts.

Clinical Pathway (Percorso Clinico) — Clinical pathways define standardized care processes for specific
conditions. They influence pricing by specifying which services are reimbursable and at what level. Aligning
pricing proposals with established pathways can facilitate acceptance by payers.

Cost-to-Serve (Costo di Servizio) — Cost-to-serve captures the total cost incurred to deliver a product or
service to the end-user, including logistics, storage, and administration. Accurate cost-to-serve calculations
enable providers to set realistic tariffs that reflect true expenses and avoid under-pricing.

Price Elasticity of Demand (Elasticita Prezzo della Domanda) — This economic concept measures the
responsiveness of demand to price changes. In the health sector, demand for essential services may be
relatively inelastic, while elective procedures are more price-sensitive. Pricing strategies should account for
elasticity to anticipate volume fluctuations following price adjustments.

Volume-Based Incentive (Incentivo Basato sul Volume) — Incentives that reward providers for achieving or
surpassing volume targets. These can be financial bonuses or increased reimbursement rates. Volume-based
incentives are often used to encourage the uptake of preventive services.

Capitation (Capitolazione) — Capitation is a payment model where providers receive a fixed amount per
enrolled patient, regardless of services rendered. While not the predominant model in Italy, capitation is
used in some primary care contracts. Pricing under capitation requires careful estimation of average
utilization and associated costs.

Fee-for-Service (Pagamento a Prestazione) — The traditional payment model where providers are
reimbursed for each service delivered. Most SSN contracts are based on fee-for-service tariffs. Pricing under
this model must ensure that each tariff reflects the cost and appropriate margin for the service.

Bundled Payment (Pagamento Bundled) — A bundled payment combines multiple services into a single
price, encouraging cost-efficiency. In Italy, bundled payments are being piloted for certain surgical episodes.
Pricing a bundle requires aggregating the costs of all included services and negotiating a single tariff with
the payer.

Risk Adjustment (Adeguamento al Rischio) — Risk adjustment modifies payments based on patient
characteristics that affect expected costs, such as age, comorbidities, or disease severity. It ensures that
providers caring for higher-risk populations receive appropriate compensation. Pricing models must
incorporate risk adjustment factors to avoid under-funding.

Reimbursement Code (Codice di Rimborso) — Each reimbursable service or product is assigned a specific
code (e.G., ICD-9-CM, DRG, or tariff code). Accurate coding is essential for claim submission and payment.
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Mis-coding can lead to claim rejections or reduced reimbursement.

Diagnosis-Related Group (DRG system) — The DRG system classifies hospital admissions into groups with
similar clinical characteristics and resource consumption. Italy uses a DRG-based payment model for
inpatient care, where each DRG has an associated tariff. Understanding DRG weighting is critical for
hospitals to negotiate appropriate tariffs and to manage case mix profitability.

International Classification of Diseases (ICD-10-CM) — The ICD-10-CM is a coding system used to classify
diagnoses and procedures. It underpins DRG assignment and reimbursement. Accurate ICD coding ensures
that hospitals receive the correct DRG tariff.

Administrative Cost (Costo Amministrativo) — Administrative costs include expenses related to billing,
compliance, and regulatory reporting. These costs must be factored into the overall price structure to
maintain profitability.

Supply Chain Management (Gestione della Catena di Fornitura) — Effective supply chain management
reduces waste, improves inventory turnover, and can lower acquisition costs. Pricing strategies that
incorporate supply chain efficiencies can achieve competitive pricing without compromising margins.

Market Share (Quota di Mercato) — Market share reflects the proportion of total sales a product or provider
captures within a defined market. Gaining market share may require pricing concessions, promotional
activities, or value-added services.

Price Erosion (Erosione del Prezzo) — Price erosion describes the gradual decline in price due to competition,
patent expiry, or regulatory pressure. Forecasting price erosion is essential for long-term financial planning.

Price Increase (Aumento del Prezzo) — Price increases may be driven by inflation, cost escalation, or strategic
repositioning. In Italy, price increases often require justification and approval by the price-regulation
committee, especially for products already under price caps.

Price Reduction (Riduzione del Prezzo) — Price reductions may be mandated by reference pricing, price caps,
or competitive pressures. Companies must assess the impact of reductions on profit margins and explore
cost-saving measures to offset revenue loss.

Cross-Price Elasticity (Elasticita Incrociata dei Prezzi) — This metric evaluates how the demand for one
product changes in response to price changes of a related product. Understanding cross-price elasticity
helps in bundling decisions and competitive pricing.

Price Differentiation (Differenziazione del Prezzo) — Price differentiation involves setting different prices for
the same product in different markets or segments. In Italy, differentiation may be based on regional
budget constraints, patient volume, or service level agreements.

Tiered Pricing (Prezzo a Tiers) — Tiered pricing offers multiple price points based on volume, patient
characteristics, or service complexity. For example, a diagnostic lab may charge a lower price per test when
the patient orders a panel of five or more tests.
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Volume Discount (Sconto per Volume) — Volume discounts reward purchasers for buying larger quantities. In
health procurement, volume discounts can be a key lever for negotiating favorable terms with suppliers.

Strategic Pricing (Prezzo Strategico) — Strategic pricing aligns price decisions with broader business
objectives, such as market penetration, brand positioning, or profit maximization. It requires an integrated
analysis of cost structures, competitor behavior, and payer expectations.

Pricing Governance (Governance dei Prezzi) — Governance structures define the processes, responsibilities,
and controls for pricing decisions. Effective governance ensures compliance with regulations, alignment
with corporate strategy, and transparency in negotiations.

Regulatory Compliance (Conformita Regolamentare) — Compliance involves adhering to all applicable laws,
decrees, and guidelines governing price setting, disclosure, and reimbursement. Non-compliance can result
in fines, contract termination, or reputational damage.

Audit Trail (Tracciamento di Audit) — An audit trail records all pricing decisions, supporting documentation,
and approvals. Maintaining a robust audit trail is essential for regulatory inspections and internal controls.

Price Benchmarking (Benchmarking dei Prezzi) — Benchmarking compares a product’s price against industry
standards or competitor prices. In Italy, benchmarking often uses the national tariff schedule or the
price-reference database as reference points.

Cost-Utility Analysis (Analisi Costo-Utilita) — Cost-utility analysis evaluates the cost per QALY gained,
providing a common metric for comparing interventions across therapeutic areas. Results inform price
negotiations and reimbursement decisions.

Health Economics (Economia della Salute) — Health economics applies economic principles to health care,
focusing on resource allocation, cost-effectiveness, and outcome measurement. Proficiency in health
economics is indispensable for pricing professionals operating in the Italian regulatory environment.

Pharmacoeconomics (Farmacoeconomia) — Pharmacoeconomics is a sub-discipline that assesses the value
of pharmaceutical products, often through cost-effectiveness and budget impact analyses. A strong
pharmacoeconomic dossier can enhance the likelihood of favorable pricing outcomes with AIFA.

Price-Sensitivity Analysis (Analisi di Sensibilita al Prezzo) — This analysis evaluates how changes in price
affect demand, profit, and market share. Sensitivity analyses are used to identify optimal pricing points
under various scenarios, such as different reimbursement rates or discount structures.

Scenario Planning (Pianificazione di Scenari) — Scenario planning models potential future states,
incorporating variables like regulatory changes, competitor entry, or economic shifts. Pricing strategies are
stress-tested against these scenarios to ensure resilience.

Regulatory Impact Assessment (Valutazione dell'lmpatto Regolamentare) — This assessment estimates the
effects of new regulations on pricing, market access, and financial performance. Organizations may conduct
impact assessments before responding to legislative proposals.
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Stakeholder Engagement (Coinvolgimento degli Stakeholder) — Engaging with payers, clinicians, patient
groups, and regulators is essential for shaping pricing proposals that are acceptable and aligned with
stakeholder expectations. Effective engagement can mitigate resistance and facilitate smoother
negotiations.

Negotiation Leverage (Leva di Negoziazione) — Leverage derives from factors such as clinical superiority,
unmet medical need, scarcity of alternatives, or strong market demand. Demonstrating leverage can justify
higher prices during negotiations with AIFA or regional authorities.

Transparency Obligation (Obbligo di Trasparenza) — Under EU law, manufacturers must disclose pricing
information, including discounts, rebates, and net prices, to promote fair competition. Failure to meet
transparency obligations can result in penalties and damage to reputation.

Confidentiality Clause (Clausola di Riservatezza) — Contracts often contain confidentiality clauses that
protect proprietary pricing information. However, confidentiality must be balanced against transparency
requirements, especially in public procurement contexts.

Pricing Model (Modello di Prezzo) — A pricing model is a structured approach that defines how prices are
calculated, incorporating cost inputs, market factors, and regulatory constraints. Common models include
cost-plus, value-based, and reference-price models.

Cost-Plus Pricing (Prezzo a Costo piu) — Cost-plus pricing adds a predetermined margin to the total cost of
production. While straightforward, cost-plus pricing may not reflect market willingness to pay, especially for
innovative therapies.

Market-Based Pricing (Prezzo Basato sul Mercato) — Market-based pricing sets prices according to
competitive dynamics, demand, and willingness to pay. In Italy, market-based pricing must still respect
regulatory caps and reference pricing rules.

Pricing Strategy (Strategia di Prezzo) — A pricing strategy outlines the overarching plan for setting, adjusting,
and communicating prices to achieve business objectives while complying with regulations. It integrates
cost analysis, market research, stakeholder negotiation, and risk management.

Risk Management (Gestione del Rischio) — Risk management identifies, assesses, and mitigates potential
threats to pricing objectives, such as regulatory changes, price erosion, or supply disruptions. Robust risk
management safeguards financial performance.

Regulatory Forecasting (Previsione Regolamentare) — Forecasting anticipates upcoming regulatory
developments that could impact pricing, such as new EU directives, amendments to the Decreto Legislativo,
or changes in AIFA’s pricing methodology. Accurate forecasting enables proactive strategy adjustments.

Price-War (Guerra dei Prezzi) — A price-war occurs when competitors aggressively lower prices to gain
market share, potentially eroding profitability. In the Italian market, price-wars may be triggered by generic
entry or aggressive procurement tactics.

Price-Fixing (Fissazione dei Prezzi) — Price-fixing is an illegal collusion where competitors agree on prices,
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violating antitrust laws. Regulatory bodies in ltaly, including the Autorita Garante della Concorrenza e del
Mercato (AGCM), monitor and penalize price-fixing activities.

Antitrust Regulation (Regolamentazione Antitrust) — Antitrust regulations promote competition and prohibit
abusive practices. Pricing professionals must ensure that negotiation tactics, discount schemes, and
exclusive agreements do not contravene antitrust rules.

Exclusive Distribution (Distribuzione Esclusiva) — Exclusive distribution contracts grant a single distributor
the right to sell a product in a specific territory. While facilitating market penetration, exclusivity must be
carefully structured to avoid antitrust violations.

Reimbursement Policy (Politica di Rimborso) — Reimbursement policy outlines the criteria, rates, and
processes by which the SSN or regional authorities reimburse health services. Understanding policy nuances
is essential for aligning pricing proposals with payer expectations.

Price Review Committee (Comitato di Revisione dei Prezzi) — This committee, often convened by regional
health authorities, evaluates price revision requests, assesses cost justification, and approves or rejects
adjustments. Engaging with the committee proactively can improve the likelihood of approval.
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