
1

Determining value for new Determining value for new 
medicines in Europemedicines in Europe

Panos Kanavos, PhD
London School of Economics, UK

AcademyHealth, Boston, 26 June 2005

AgendaAgenda

• Policy objectives
• Health and pharmaceutical care financing in 

Europe
• Drug pricing and reimbursement schemes in six 

key European countries
• Cost sharing
• Pricing and price levels
• Cost effectiveness
• Other regulatory measures
• Criteria for reimbursement
• Industrial policy

Policy objectivesPolicy objectives

Universality

Equity

Macroeconomic efficiency

Quality

Industrial policy

Health care delivery in G5: Stylised factsHealth care delivery in G5: Stylised facts
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Sweden

21.521.920.81614.5Drug spend as % health 
spend

354484570252408Per capita spend on 
drugs (US$ PPP)

1.91.92.51.22.2Drug spend as % GDP 
(2003)

71.475.676.083.478.5Health spend public (%)

16462166273621602817Health spend per capita 
(US$ PPP)

7.68.59.77.710.9Health spend % GDP 
(2003)
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CostCost--sharingsharing
Generous coverage resulting in modest co-payments

Annual (SEK900) modest deductible plus co-
insurance up to a maximum limit pa; exemptions

Sweden
35% (and 10% for elderly); exemptions applySpain

Modest fixed fees varying by region; RP 
difference

Italy

35% and 65% co-insurance for non-essential 
drugs; significant exemptions; supplementary 
insurance covering co-pays

France
10% of prescription cost up to €10 per itemGermany
Flat £6.50 per item; significant exemptionsUK
Type of co-paymentCountry
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Pharmaceutical pricing policies, EU G6, 2005Pharmaceutical pricing policies, EU G6, 2005

•Free pricing for not reimbursed medicines; conditional free pricing 
prior to CEA; Cost effectiveness mandatory for price premium

Sweden

•Price negotiation (in practice a paper-based system)
•Cost effectiveness pricing
•International price comparisons
•Reference pricing for off-patent segement

Italy

•Price control and reference pricing in off-patent segmentSpain

•Price negotiation which includes mandatory cost-effectiveness
•Price “notification” for ASMR I-II products, which can be challenged
•Reference pricing

France

•Free pricing subject to “profit” control and 7% price cut
•Price control for generics (a “reference-based” pricing)
•Reimbursement subject to NICE positive guidance/CE pricing

UK

•Free pricing in principle, Institute of Healthcare quality being set up
•Reference pricing for off-patent drugs
•Reference pricing for selected in-patent drugs

Germany

Key measureCountry Reimbursement criteriaReimbursement criteria

Positive list (formulary)

Clinical effectiveness

Cost effectiveness

Value for money (budget impact)

Benefit criteria (defining patient groups)

Price differences due to differences in price Price differences due to differences in price 
regulation across Europeregulation across Europe

0.690.770.800.851.160.93Paxil

3.303.603.575.375.785.48Zyprexa

0.841.500.431.831.771.60Prilosec

0.620.741.191.021.061.25Zocor

0.550.630.961.041.371.01Lipitor

GreeceItalySpainSwedenGermanyUKDrug

Prices per pill, DDD-adjusted in selected EU countries, 
2002 in €, ex-M

The uptake of (clinical) cost effectiveness The uptake of (clinical) cost effectiveness 

Mandatory requirement for awarding price premiumSweden

No role in decision-making, but evaluation takes place at 
regional level

Spain

Statutory requirement in reimbursement negotiations; 
submission of CEA mandatory, although may not play 
key role in setting price

Italy

Statutory requirement in reimbursement negotiations; 
submission of CEA mandatory, although may not play 
key role in setting price

France

IQHC; operating on supply-side; issues guidance on 
effectiveness (only); drugs not proved superior are 
downgraded or included in RPS

Germany

NICE; operating on Demand-side; issues guidance which 
is binding; focus on clinical cost effectiveness and budget 
impact analysis

UK
Use of economic evidence in decision makingCountry

Other regulatory measuresOther regulatory measures
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Industrial policyIndustrial policy

Favourable approach to pricing/reimbursement and 
good science base, coupled with some government 
incentives to invest in R&D

Sweden

Some state funding for R&DSpain

No explicit industrial policy Italy

“Good citizenship” approach; industrial policy  
explicitly considered at reimbursement negotiations

France

Price levels and science base acting as (indirect) 
incentive to inward R&D investment

Germany

PPRS; explicit incentives to invest in R&D coupled 
with price/profit incentives

UK

Strength of industrial policyCountry
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Other: Flexible Pricing Arrangements Other: Flexible Pricing Arrangements 
in Return for Controlled Usein Return for Controlled Use

Example: Targeted treatmentsExample: Targeted treatments
(trastuzumab) Herceptin™
(rituximab) Mab Thera™

(iminitab) Gleevec™
(cetuximab) Erbitux™

In GermanyGermany targeted therapies 
are not included in the 

Richtgrösse (drug budgets for 
physicians); as a result physicians 
can prescribe without restrictions

In ItalyItaly, prices are negotiated 
centrally, but the standard 50% 

discount to hospitals does not 
apply; there is a special fund 
at regional level and patient 

numbers are controlled tightly

In the UKUK, NICE has 
appraised all the above; 

number of patients is 
controlled tightly

In SwedenSweden, there is price 
negotiation and discounts 

given; conditional reimbursement
Granted for 2 years, followed by 

re-evaluation and observational study

In FranceFrance, Mab Thera and 
Herceptin are paid over and 

above the DRG system; 
only specialists can prescribe; 

the others are included in 
the budget

Note: EU G6 comprises UK, Germany, France, Italy, Spain, Sweden
Source: Kanavos et al, LSE, 2005.

Price indices (based on topPrice indices (based on top--50 products), 200350 products), 2003
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Concluding remarksConcluding remarks
Cost sharing: continues to be modest with 
significant exemptions
Coverage: continues to be comprehensive
Pricing: several methods apply, but reimbursed 
prices can (and are) on many occasions higher 
than in the US on a like-for-like basis
Cost effectiveness: Need to demonstrate value of 
new products
Reimbursement: variety of criteria apply, 
including medical value, but also definition of 
patient groups that benefit most

Payor Payor mindset: The European mindset: The European 
perspectiveperspective

Perceived Medical and Clinical Need:
“Is it needed?”

Medical Appropriateness: 
“Is it useful?”

Effectiveness: 
“Does it work?”

Quality of Evidence: 
“Is it proven?”

Political Expediency: 
“Can we get away without funding it?”

Potential for abuse or extended use: 
“Can we keep a lid on it?”

Budgetary impact/cost effectiveness: 
“Can we afford it and is it worth it?”


