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Regulatory Framework for European
Phar maceutical Markets

DEMAND-SIDE REGULATION AND INCENTIVES

Physicians .
* Financial incentives . Pha_rmac!st'_s,
*Drug budgets Generic substitution

* Prescribing guidance, data * Profit margins

and information )
Patients
*Fixed copayments
*Differential copayments

Expenditures

Suppliers
*Free Pricing
* Price regulation
* Fixed reimbursement level s
*Profit regulation




Approachesto drugregulation: EU
easure | n-patent drugs 9

FreePricing Germany, France(?), Malta, UK

| nter national Austria, Belgium, Denmark, Austria, Belgium, Denmark,
price Finland, Greece, Ireland, Italy, Finland, Greece, Ireland,
comparisons Netherlands, Portugal, Spain, Netherlands, Portugal, Spain,
Sweden, Baltics, Poland, Czech, Sweden

Hungary, Slovakia, Slovenia

Profit control UK

Reference pricing | Netherlands, Hungary, Germany | Belgium, Denmark, France,

Germany, Italy, Portugal,
Spain, UK




Price Deter minants

A regulator’s per spective
o 1. Scientific criteria & assessment of therapeutic benefit
— What isinnovation?
o 2. Economiccriteria
— Pricecontrol (RPI-X, Cost-plus, average pricing, cross-country referencing)
— Budgets, Paybacks, Clawback
— Assessment of (clinical) cost effectiveness
e 3.Industrial policy (good citizenship approach)
— R&D
— Employment
— Exports

What type of requlation?

 Theoretically, Monopoly Power is controlled through Price Regulation,
traditionally through

— Rate of Return (RoR) Regulation

— Price Setting




Rate of Return (RoR) Regulation

e ‘Reasonable Return e Qverinvestment in
on Capita Investment Capital Assets
e Withinthis range, |nefficient Operatlon
thereis free pricing (Increased Costs
e UK PPRS Increased Revenue
Margin)
‘Economi cally,Correct
Rate of Return’ 10
Enhance | nnovation?
What about: ,_

1. Cost control? g

2. Access to innovation? <




Price Setting

Historical Pricing + * Inevitable, Arbitrary

Justifiable Cost Categorisation
| NCreases Exhaustive Rules

L oopholes or ==

leferent variations Tedious Updating
Basic cost Process

Cost-plus Enforcement

RP|-X Dependent on
Resource Potential of
Agency

Country experience: Spain, Portugal, Italy, France, Greece, Czech,
Hungary, Austria, Poland, Slovenia, Croatia, Slovakia, Baltics




Criteriafor pharmaceutical reimbursement (EU, Canada)

Criteria

Clinical
Budgetary
CEA

Industrial policy

Defining who
benefits most

Volume

Foreign prices v v

OTC exclusion v V4 v

Tender v v v
Evidence-based reimbursement |
Negotiation on the basis of multiple criteria
Policies differ depending on national priorities
Reference pricing is often used esp In patent-expired products




Policies on the proxy-demand: Physicians

Criteria

Monitoring Rx

Audit Rx
CE Rx
EBM Rx

Budgets

Financial
incentives

Gradual focus of drug policy on physician Rx

Thisis achieved through a multiplicity of policies whi€h arein
many cases followed and observed

Policy enforcement is more important than policy adoption
Role of IT and organisations monitoring Rx is key
Policies frequently involve incentives or disincentives




Pricing and reimbur sement of
phar maceuticalsin Europe:

trends and conclusions
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1. Regulatory Practices | ntensify

Initially, emphasis was on supply- Demand-side measur es have
side measures, i.e. price attracted a lot of attention over

(price control, cost-plus, the past 10 years: focus on Rx

price cut, price averaging, habits of physicians, dispensing

refer ence pricing) patterns of pharmacists, consumer
power, and incentive structures

* Evidence-based medicine

e Budget-impact analysis

« Value for money Overall

e Decentralisation avery complex environment
with the need of continuous

adaptation to new circumstances
given fluctuationsin policy

Source: Scrip, 2005.
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2. Defining Eligibility for Public

Reimbur sement.

; Acetylcholinesterase inhibitors (AChEI)
A ssess| ng technol ogies received positive technology appraisal

and restricting number in 2001...

N Ar “Donepezil, Rivastigmine and Galantamine
of beneficiaries should be made available in the NHS asone
component of the management of those
people with mild and moder ate Alzheimer’s
disease...”

BUT...

1k - i received a provisional negative re-
Risk-sharing programmes ap ovision: ‘059
- I I ]
and central funding e

Tougher environment and fixed budgets



3. Health Economics“ Fourth Hurdle’
Determines Market Access

Current standard Futur e implementation
England & Wales (NICE) e Germany?
The Netherlands e France
Finland
Denmark
Sweden
Norway
Switzerland
Portugal
Baltic states
Italy

e Hungary

e Czech Republic
Greece
Spain

Poland




N a4, Flexible PrlchrFangementsm
Return for Controlled Use

Example: Targeted treatments
(trastuzumab) Her ceptin™
(rituximab) Mab Thera™
(iminitab) Gleevec™
(cetuximab) Erbitux™

In Sweden, thereisprice
negotiation and discounts
given; conditional reimbursement
Granted for 2 years, followed by
re-evaluation and observational study




5. Europe: Continued Fragmentation and
Diversity in P& R Systems

M easure In-patent drugs Off-patent drugs

FreePricing Germany, France(?), Malta, UK UK, Germany, the
Netherlands Thereare

25 different systems
of P& R with different
reguirements and different
assessment criteriia; most

I nter national Austria, Belgium, Denmark, Austria, Belgium, Denmark, frequently, mUItI ple pOIICIGS

price Finland, Greece, Ireland, Italy, Finland, Greece, Ireland, co-exist In each country.
comparisons Netherlands, Portugal, Spain, Netherlands, Portugal,

Sweden, Baltics, Poland, Czech, Spain, Sweden
Hungary, Slovakia, Slovenia

Profit control UK

Reference Netherlands, Hungary, Ger many Belgium, Denmark, France,
pricing Germany, Italy, Portugal,
Spain, UK

benefiting the distribution chain and

One of theresults of fragmentation &
differential policiesis parallel trade,
harming the R& D based industry

Sour ce; L ondon School of Economics, 2004 Olinsurance B Pharmacy M Importers




6. Europe: Certain stakeholders Continue to Benefit
Disproportionately From the Phar maceutical Value Chain

100%
90%

80% - Distribution margins and
70% 1 taxes range from 30% to

60% - : :
50% - 50% of retail drug prices

40% A
30% A Fragmented generic
20% 1 mar kets mean there
10% - are significant
differencesin
generic drug
@ 9 prices acr oss Europe

[0 M anufacturer [0 Wholesale B Retail B Tax

T T
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Conclusions

Continued emphasis on supply-side ether directly:
(through price control) or indirectly (budget control)

Increased emphasis on (proxy) demand-side

Attempts to introduce rationality (either on supply-
side or the demand-side) through health economic

assessments
Significant inefficiencies in parts of the value chain

Regulation at times ad hoc and not appropriately
targeted

In anutshell, balancing cost, efficiency and improved
access continues to pose a significant conundrum
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