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How to obtain greater access to medicines Iin
recession-hit and poorer countries

1. Greater transparency about drug pricing mechanisms (by pharma and by
government)

2. Transparency about—and the institution of—fair pricing policies for medicines that
consider the impact on patients of new product introductions

3. Greater dialogues between all stakeholders on pricing and access of medicines

4, Greater sharing of intellectual property among pharma companies (particularly in
developing countries)

5. More philanthropic (compassionate) donations of medicines to poorer and needy
patients

6. Greater consideration of the impact of pharma marketing campaigns on medicine
access

7. The subject of access to medicines to be handled by senior management within the
pharmaceutical company

Bron: PatientView, 2013
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9" ACCESS TO MEDECINES: ALSO A
QUESTION OF SOLIDARITY
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The sense of fairness and equity between Member
States is being eroded. And without equity between

Member States, how can there be equity between
European citizens

— State of the union, 11 sept 2012, by Jose Manuel Barroso,
President of the European Commission
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ACCESS TO MEDECINES: ALSO A QUESTION OF
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An undeniable right slipping away: recommendations
to avert a public health disaster
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/O‘ , ACCESS TO MEDECINES: ALSO A QUESTION OF

SOLIDARITY
NIHDI

I. Evaluate the impact of fiscal consolidation measures on health
and access to medicines, prevention and diagnostics

[ II1. Transparency }

{ III1. cooperation at EU level J

[ IV. New innovation models }
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g BELGIAN PRESIDENCY 2010
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A call to
make valuable
innovative
medicines accessible
in the European
Union
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COUNCIL CONCLUSIONS ON INNOVATION
AND SOLIDARITY IN PHARMACEUITCALS

]

S——
COUNCIL OF

THE EUROPEAN UNION

Council Conclusions
on Innovation and Solidarity in Pharmaceuticals

3053rd EMPLOYMENT, SOCIAL POLICY HEALTH and CONSUMER
AFFAIRS Council meeting
Brussels, 6 December 2010

The Council adopted the following conclusions:
"THE COUNCIL OF THE EUROPEAN UNION:

1. RECALLS the Communication from the Commission of 10 December 2008 on Safe.
Innovative and Accessible Medicines: a Renewed Vision for the Pharmaceutical Sector’:

o

RECALLS its Resolution of 2 December 2003 "Pharmaceuticals and Public Health

Challenges - Focusing on the Patients"":

3. Further RECALLS its Conclusions of 22 September 2003 on Reinforcing The
Competitiveness of the European-Based Pharmaceutical Industry3 and REAFFIRMS the
need for a balance between competitiveness and public health policies:

4. RECALLS its Recommendation of 8 June 2009 on an action in the Field of Rare Diseases *:

20-11-2013



e COUNCIL CONCLUSIONS 6.12.2010
S (NR.24)
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Examine, based on the principles of solidarity,
economically viable and efficient approaches to
facilitate availability and access to valuable innovative
medicinal products throughout the EU, while respecting
the principle of subsidiarity and the competencies of
Member States, e.g. on affordability and sustainability of
health systems.
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(¥3/  ACTIONS TAKEN ON THE EU LEVEL
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1.

Process on corporate responsibility in the field pf
pharmaceuticals (esp mechanism of coordinated
acces to orphan drugs, MOCA report april 2013)

« Consensus on added value of cooperation between member

states and stakeholders, supported by European Commission

« Launching of a pilot to identify eligible drugs and initial

common steps in assessment and appraisal.

« Development of transparent value framework adding the

societal value to the scientific evaluations.

« Willingness to further discuss pricing and financial issues

(e.g. differential pricing ...)

20-11-2013
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(¥3/  ACTIONS TAKEN ON THE EU LEVEL
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2. Reflection process “towards modern, responsive and
sustainable health systems” (esp subgroep3 on
costeffective use of medecines, october 2013)

* Preparing reports on external reference pricing and policy
mix for reimbursing medicinal products for 1/2014. “This
subjects will require further consideration not only on a
technical level, but also in a more broad perspective as
further debate is needed on accessibility and equity issues
and related proposal on e,qg, differential pricing.”

* Propose to continue reflection of Member States and
European Commission also other aspects, as availibilty,
costs and safety and innovation

20-11-2013 11



o/ SOME ACTUAL FINDINGS
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» Persistent differences in the uptake and diffusion of
Innovative medicines in Europe (ms, october 2013)

« Higher income countries likely to obtain lower prices
compared with GDP/capita (rovira, J, May 2013)

May 2013)

« The variation in the role of external reference pricing
as one of many pricing mechanisms makes the
assessment of the potential impact of a price change
In one country on the price in another country difficult
Ruggeri, K, Nolte, E, 2013)

20-11-2013
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Q" IMPACT OF PRICE CONVERGENCE
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Simulated savings vs. simulated cost in EU member countries due to a
price convergence towards the EU average
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v CAN DIFFERENTIAL PRICING BE PART
OF A SOLUTION ?

NIHDI

1. What is differential pricing ?

 Differential pricing implies that the manufacturer
establishes different prices for pharmaceuticals, for
reasons not related to costs, according to the
demand elasticity: more price-sensitive countries
are charged a lower price than countries that are
“less” sensitive.

* The basic objective of price differentiation is to
Improve equality of access to innovative
pharmaceuticals for unmet medical needs across
Europe.

20-11-2013 14



CAN DIFFERENTIAL PRICING BE PART OF A
SOLUTION ?
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International differential pricing: casy in theory but hard in practice | Wang | Farmeco... Page 1 of 2
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Justily these practices as & necessity o cover their R&D investments. Health authaorities, on the offher hand,
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NIHDI

CAN DIFFERENTIAL PRICING BE PART
OF A SOLUTION ?

2. How ? Basic assumptions

Fair and transparent pricing
Win-win situation
No new regulations, but soft law approach

No change of the legal competences of Member
States on pricing and reimbursement

Legally “euro proof”

20-11-2013
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CAN DIFFERENTIAL PRICING BE PART
OF A SOLUTION ?
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2. How ? Elaborating a code of conduct

20-11-2013 17



= ¥ CODE OF CONDUCT - SOFT LAW APPROACH
NIHDI FOR ACCESS TO INNOVATIVE DRUGS

« VOLUNTARY BASIS, protocol agreement between
INDUSTRY and MEMBER STATES

20-11-2013 18



s~ 4 CODE OF CONDUCT - SOFT LAW APPROACH

FOR ACCESS TO INNOVATIVE DRUGS
NIHDI

« SCOPE for the application of the principle :
“VALUABLE MEDICINES”

— High added value
— Unmet medical need
— Market Authorization granted

20-11-2012 19



€/ cODE OF CONDUCT - SOFT LAW APPROACH
niHDi  FOR ACCESS TO INNOVATIVE DRUGS

« “LIKE FOR LIKE” Principle
- PRICING
» Transparent Ex factory price
» Acceptable Return On Investment
« Confidentiality of net prices
 Price differentiation (no IRP nor ERP)

20-11-2013 20



PE 4 CODE OF CONDUCT - SOFT LAW APPROACH

FOR ACCESS TO INNOVATIVE DRUGS
NIHDI

— WEIGHING

 Clustering of countries with similar GDP, average
Income per capita

No linking to % spent on healthcare

Prevalence

Elasticity of the demand

Willingness to pay (incremental and marginal value)

20-11-2013 2l



u CODE OF CONDUCT - SOFT LAW APPROACH
B FOR ACCESS TO INNOVATIVE DRUGS

« EUROPEAN MARKET ENTRY PLAN:

— Commitment of participating countries to apply
differential pricing principles

— Commitment of companies to launch medicines within 2
years of market access approval

« CURRENCY STABILITY : prices in EURO - 24
months fixed exchange rates

« EXTERNAL VERIFICATION BODY : independent
Third Party

20-11-2013 22



CAN DIFFERENTIAL PRICING BE PART
OF A SOLUTION ?

3. Two critical succesfactors:

* Restriction of external reference pricing

 Limitation of parallel trade

20-11-2013 23



EXTERNAL REFERENCE PRICING

Lower prices for high-
income people due to )
parallel trade and > . Less funcli:ng q
/ political pressure 0; res<|aarc a?
J evelopmen
Price ) .
transparency \ Price compression
Higher prices for low- Lase accoss for
iIncome people eople in
because companies [—» dpeve?oping
do not want to countries
undermine prices in
high-income markets

Ridley DB: Pharmacoeconomics 2005; 23 (7): 651-658
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¢ '/ EXTERNAL REFERENCE PRICING
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Participating countries need to agree not to
Implement ERP as a method of setting prices or to
limit ERP to other member states of cluster

20-11-2013 25



o/ PARALLEL TRADE

NIHDI

* Would lead to unwillingness of companies to step into
the process, as ROI seriously reduced by parallel
trade

 Introduction of possibility for public health exceptions
for parallel trade

20-11-2013 26
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CAN DIFFERENTIAL PRICING BE PART OF A

SOLUTION ?
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Differential pricing of new
pharmaceuticals in lower
income European countries

ExperT Reve. Phanmaaecon. Duioomes Res 136, 735-741 2013

Pharmaceutical companies adjust the pricing strategy of innovative medicines to the imperatives
of their major markets The ability of payers to influence the ex-factory price of new drogs
depends on country population size and inoome per capita, among other factors. Differential
pricng based on Ramsey prindiples & a “second-best’ solution to comect the imperfections of
the global market for innovative pharmacauticals, and it & ako corsistent with standard nommes
of equity. This analsk summarizes the boundaries of differential pharmaceutical pricing for
policymakers, payers and other stakeholders in lower-income countries, with specdial foous on
Centra-Eastern Furope, and describes the feashbility and implicatiors of potential solutions to
ersure bwer pharmaceutical prices as compared to higherincome countries.  European
stakeholders, espedally in Central-Eastern Europe and at the B levsl, should understand the
implications of increased tramgpasncy of pricng and should develop solutiors to prevent the
limited accessibiity of new medicnes in lower-incoms countries.

Kewwamos: Cemtmal-Eariemn Eurgpe » confidential pricing agreemen s = hemaional price mfemndng = paient acms

= phasmacau Sl pricng paicy » Ramey apEmad pedng = mEEsharng

Pharmecestial  companies adjst the pricing
strategy of innovaiive mealicines o the impera-
tives of their major markes. The abilie of
paovem and poligmales in a ghen country w
influence the ex-factory prie, reimbusement
level and maodalities of we of new prescr pron
dnags depends on the sire of the country’s or
region’s populstion, the avaibbility of es@b-
lished bedth tehnology ssesment (HTA)
capacity [I], the avemge income per capita and
astheer Fx:bux 12). Deespite sttempis to increase the
comergence of bealth care symems in the ELT,
Eurspean countries can stll develop and operste
different regulation mechanims bor pharmacest-
ical pricing and reimbusement (3], Divesity of
pharmaceutical pricing polices & epecially tnse
for lrge and high-income countdes, like the
U, France or Germany. To establish the price
of dnnewative medine o dwese oonartries,
sdded thempeutic vahe, degree of inmovation,
prefizbiliy of m and =
reference pricing play different raes.

Traly, the Eumspean pricing stravegy for new
pharmaceuticals is based on what is the justifisble
prce in top Eumpen markets 4. This means
that the ex-Bovony price of reimbused innovative

prescripion dnsg is waslly “vehe based’ in the
maost influential countries becase it reflects what
the coumtries ae willing w pay. Small and kewer
income counwies have 2 smaller degrree of negoti-
ating or market poower o aler the pricing policy
of  multinztional  companies,  ahbough thei
wrslersandzble and fir imention is w buy phar-
macuticals at 2 lower price given their limited
public amd private rescurces 2 compared
higher & coantrie . O by, acoess o
certain caegones of on-patent P\hl.rnmr.i‘z].‘
tends 1o be negatively correlited with markert sie
and per capita GDP [s].

This analysis summariees the boundaries of
diffe rential pharmaceutical pricing for policy -
makers, payers and other stakeholders in lower
incomme  countries, with  special oo on
Cemtral- Fastern Europe [CEE), and describes
the Fessibility and implications of potential sol-
wtions to ensre kower pharmacestical prices
comparal te higher income countries,

Economic principles of pharmaceutical
pricing

Spedal Eatures of the morket for  innovative
pharmacenticals have led to policy intenventions,
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pros CAN DIFFERENTIAL PRICING BE PART
\/ OF A SOLUTION ?

NIHDI

« A system of differential pricing (“equity pricing”) would
be an “equitable system for true innovation while
ensuring access by those who need them

* Research priorities:

— Study mechanisms through which differential pricing could be
applied to the European market;

— Explore the prerequisites that are needed to support
differential pricing

— Evaluate the impact of external price referencing and parallel
trade, in terms of availability of medicines and the affordability
of medicines in European countries

Source: priority medicines report 2013

20-11-2013 29



o/ TO CONCLUDE

NIHDI

Access to medicines issues are complex and multifaceted. To
address these issues effectively close collaboration between
all relevant stakeholders is needed. While pricing and
reimbursement instruments are primarily the responsibility of
Member States, they are also closed linked to the realization
of European policy objectives such as internal market,
competiveness, research and innovation and public health.

In our opinion this means that the European Union needs to
make sure that those policies are streamlined in a transparent
fashion. Therefore a political debate is urgently needed,
Elements as differential pricing should be part of such a
debate.
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