Pharmaceutical pricing and
reimbursement policies In
Europe: Challenges and

opportunities

7S World Health
¥72 Organization

|

I @\‘g Organisation
\ j:_' ‘V N £
{52 mondiale de la Santé

wmsonaonc: EUTOPR Guillaume Dedet, MD, MSc, MPH

: o Technical Officer
K% Weltgesundheitsorganisation ) .
NSk Health Technologies and Pharmaceuticals (HTP)

REGIONALBURD FUR Europa
October 2016

>
V%Y
K@Y anpasooxparenus

7 N

2N
é_'?*;{; BcemupHas opranu3aums

EBponeMcKoe perioHanoe Hiopo



Pharmaceutical policies

* Very few economic sectors are as intensively
regulated as the pharmaceutical one is.

* Crossroad sector:
« Health issue (access, security, vigilance, etc.)
« Budgetary issue (public expenditure containment)

* Industrial issue (innovation, economic attractiveness,
etc.)
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Pharmaceutical economics

« What is different in the pharmaceutical industry that entices
many governments to build controls related to price?

* Unusual purchase decision model (tripartite product selection
process) leading to significant market failure

* Industry cost structure is different (High R&D costs offset by high
margins)

» Important reliance on patent protection
« Existence of monopsony payers

* Moral complexity: “the right to access affordable healthcare”
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EURO’s member states
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EURO’s member states
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Healthcare systems in Europe

« High share of public health expenditures (on
average 2/3)

« Tax based funded vs. social health insurance

systems
Model Countries
National Health Service CY, DK, ES. EL, FI., IE, IT. MT, NO, PT. SE., UK
(NHS)
Social Health Insurance AT. BE, BG, CH, CZ, DE. EE, FR, HR. HU, LT, LU, LV, NL, PL,
(SHI) RO, SI, SK

S.Vogler et al
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Key figures of the pharma
Industry in Europe

A major economic sector...

« Market value: €163b (of which €120b publically funded)
« 700,000 persons employed

e ... and an important burden for European countries
budgets

« Countries spend 1.4% of their GDP on pharmaceuticals

« Important variation among countries

EFPIA 2014, OECD 2016
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Pharmaceutical expenditure as % of total health expenditures
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Private health expenditure as a percentage
of total pharmaceutical expenditure

LOW INCOME COUNTRIES
LOWER MIDDLE INCOME COUNTRIES

UPPER MIDDLE INCOME COUNTRIES

HIGH INCOME COUNTRIES

EURO REGION
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¥ PRIVATE EXPENDITURE AS % OF PHARMACEUTICAL EXPENDITURE

Regional Pharmaceutical Situation Report, 2013



Price differences — ex: trastuzumab

150 mg (21 mg/ml) powder for concentrate for solution for infusion. Loading dose 4 mg/kg.
Support dose 2mg/kg weekly

25,00

20,00

15,00

10,00

S = =
440 440 440 150 150 150 150 150
mg/vial | mg/vial mg/vial mg/vial mg/vial mg/vial | mg/vial mg/vial
Kazakhstan UK outh Africa Austria Czech Rep Slovakia Netherlands Iceland

I PPP-adjusted
M usD S.Kniazkov, 2016
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The life-span of a medicine — What
actions for P&R deciders?

Before \ During & \ After Market
Mar.ket. Mar.ket. ~ Authorization
Authorization Authorization /

e Horizon scanning e HTA e Responsible use
e Reimbursement e Real life
e Pricing effectiveness
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The life-span of a medicine — What
actions for P&R deciders?

Before During \ \
Market N Market ) After Market

Authorization Authorization R
e Horizon scanning e HTA e Responsible use
e Reimbursement e Real life
e Pricing effectiveness
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Who are the competent authorities?

 Market Authorization:

« Harmonized at the EU level

« European Medicines Agency (EMA) supplemented by national
regulatory agencies in the member states

* Pricing and reimbursement:

« National competence of the member states

* Need to comply with the EU Transparency Directive (time line
+++)

 Whichinstitutions?

7 SN
V@% World Health Pharmaceuticals pricing and reimbursement policies in Europe

&Y Organization WHO TBS — October 2016
—— —
recionaL orriceron EUTOE




Country Authorization Pricing Reimbursem.
AT MA MoH SHI

BE MoH MoE MoSA

BG MA MoH SHI

CH MA MoH MoH

CY MA MoH MoH

CZ MA MA MA

DE MA MoH/FIC MoH/FIC/SHI
DK MA - MA

EE MA MoSA MoSA

EL MA MoH MoH

ES MA MoH/FIC MoH

FI MA MoH MoH

FR MA FIC SHI

HE MA SHI SHI

HU MA MoH/SHI SHI

S.\Vogler et al



Country Authonzation Pricing Reimbursem.
IE MA MoH NHS

IT MA MA MA

LT MA MoH MoH

LU MoH MoE SHI

LV MA NHS NHS

MT MA MoH MoH

NL MA MoH MoH/SHI
NO MA MA MA

PL MA MoH MoH/S5HI
PT MA MA MA

RO MA MoH MoH/5HI
SE MA PRA PEA

S1 MA MoH SHI

SK MA MoH MoH

UK MA MoH MoH

S.\Vogler et al



Reimbursement

European countries do a rational selection of medicines
funded out of public sources via:

Positive lists ( = formulary):

« Definition: List of medicines that may be prescribed
at the expense of the third party payer

* Practice: In 24 EU Member States (in all but DE, EL,
ES, UK) - in the out-patient sector

« Additionally, hospital pharmaceutical formularies

LN
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Reimbursement

* Negative lists:

 Definition: List of medicines which cannot be
orescribed at the expense of the third party
payer

* Practice: Negative lists are less common (DE,
HU, UK)
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Reimbursement - copayments

 Reimbursement does not always mean full cost
coverage:

« Copayment as a percentage linked to pathology
(FRA, etc.)

« Copayment as a percentage linked to population
groups

« Copayment as deductibles

« Copayment as a fee (ITA, AUT, etc.)
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Reimbursement - copayments

- Yes - fixed co-payment

Yes - % payments

- Yes - combination of fixed
and % co-payment

E No

Not scope of the surveyand/or
no information available

e

E

BG

fCY
WHOCC, 2016

World Health
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How are inclusion/exclusion
decisions made?

* |n most cases, decision Is based on a formal
evaluation: Health Technology Assessment

+ ,Health technology Assessment (HTA) Is a
multidisciplinary process that summarises
Information about the medical, social, economic
and ethical issues related to the use of a health
technology in a systematic, transparent,

unbiased, robust manner WHOCC. 2016
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Health Technology Assessment

* In the context of P&R, HTA can rely on:
* Medical criteria
* Pharmacologic criteria
* Medico-economic criteria

A mixture of all this

* How can one assess innovation?
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Innovation in health products

* Innovation is considered as a positive thing but it
remains difficult to define it

* Improvement of relative efficacy/efficiency compared
with the current standard of care?

« For manufacturers: any new product that is different from
existing ones

* Regulators: provide better outcomes than existing
technologies in the same application
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Pricing of medicines

* There is medicines price control in the European countries:

Pricing of medicines in th -patient sector
EU Member State icing of medicinesin the out-patient

State/Authority Pharmaceutical company

Albania, Belgium, Cyprus, Greece,

Lithuania, Luxembourg, Turkey Almediches

Denmark*  ———— All medicines

Austria, Croatia, Czech Republic,
Denmark*,Estonia, Finland, France,
Germany, Hungary, Ireland, Italy, Latvia, Reimbursable medicines Non-reimbursable pharmaceuticals
Poland, Spain, Sweden, Switzerland,
Slovakia, Slovenia, United Kingdom**

Malta Medicines in the public sector Medicines in the private sector
Bulgaria, Iceland, The Netherlands, Prescription-only medicines Over-The-Counter medicines
Norway, Portugal, Romania (POM) (OTO)

WHOCC, 2016



Price control mechanisms

* |In most countries governments control market
access and/or pricing of pharmaceuticals using:

 Direct price control
* Indirect price control
« Utilization control

A mix of all these methods
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Direct price control

« Government agencies set drug prices following
a defined doctrine

« Company submits a dossier through which it
argues how the product should be priced

 Various tools can be used:
 Example 1: External Reference Pricing

« Example 2: Value Based Pricing
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Direct price control

 Example 1: External Reference Pricing

» The practice of using the price(s) of a pharmaceutical
product in one or several countries in order to derive a
benchmark (or reference price) for the purposes of setting
or negotiating the price of the product in a given country

« Almost all the European countries use this tool...

* ... but with important methodology variations (number of
reference countries, calculation of the reference price,
etc.)

N
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Where i1s ERP used?

- External price referencing

Elements of EPR in
the pricing process

Other pricing mechanisms

WHOCC, 2016
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Who is looking at whom?

World _Hea_lth Pharmaceuticals pricing and reimbursement policies in Europe
Organization WHO TBS — October 2016
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Direct price control

 Example 2: Value Based Pricing

« Countries set prices for new medicines (and/or decide on
reimbursement) based on the therapeutic value that the
medicine offers

« Value usually assessed through health technology
assessment and/or economic evaluation

« Countries define their own specific doctrine

« Example: Sweden (TLV)
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Indirect price control

* |nterventions that direct choices or influence
manufacturers price expectations

« Example 1: Internal Reference Pricing

« For a medicine fixed price or amount ( called reference
price) is determined

 The insured person must pay the difference between
this price and the actual pharmacy retail price of the
medicine (in addition to any fixed co-payment or
percentage co-payment rates)

« Can be set at ATC4 or ATCS level

V@V World Health Pharmaceuticals pricing and reimbursement policies in Europe
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Where is IRP used?

Reference price system, reference
groups at ATC 5 level

- Reference price system,
broader definition

of reference groups

No reference price system

Not scope of the survey and/or
no information available

(7)Y World Health

S,
A% Organization
recionaL orriceron EUTOE

UK

Fl

NO

. Y WHOCC, 2016
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Indirect price control

 Interventions that direct choices or influence
manufacturers price expectations

« Example 2: Utilization of economic evaluation
— In the UK, NICE’s threshold is set at £30,000/QALY

— Forces companies to integrate in their model a price which is
compatible with this threshold
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Utilization control

« Ensuring volumes are controlled and drugs go to
the right patients (see later on MEAS)

* “Envelope agreements”
« Multi-annual contract specifying maximum sales volumes
* If volumes exceeded: discounts or price rebates

* Need for epidemiological data
 Reimbursement for defined diseases stages

* Reimbursement for defined treatment durations
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Particular cases

* The case of in-patient medicines
* The case of generics

 Managed Entry Agreements

/
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Particular cases

* The case of in-patient medicines
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Pricing of inpatient medicines

« Discussions occur generally at the hospital level
« Means of pricing:
 Direct negotiations with industrials

« Tendering

* |Is some countries, some hospital drugs prices are
negotiated at the national level (“liste en sus” in France)
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Hospitals procurement strategies

B Tender
[[] Tenderand negotiation

[ Noanswer

PHIS

World _Hea_lth Pharmaceuticals pricing and reimbursement policies in Europe
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Particular cases

* The case of generics

World Health Pharmaceuticals pricing and reimbursement policies in Europe
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Pricing of generics

« Most countries regulate
prices of generics (price
linkage):

e FRA: 60% of Originator o ntormarion avaiiable
price

* LAT: 30% of originator
price for the first generic,

then 10% less for the
followings, then 5%

V/@ World Health Pharmaceuticals pricing and reimbursement policies in Europe
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Particular cases

 Managed Entry Agreements
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The current situation

« Market Authorization is often granted at earlier stages

« Leads to higher uncertainty on:
« Effectivenessinreal life
 Future utilization
« Position in the therapeutic strategy
« Budget impact

» Higher prices for new medicines

* Higher social demand (“all” and “now”)
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A possible solution

« Managed Entry Agreements (MEAS), (Klemp
et. Al., 2011):

« “An arrangement between a manufacturer and payer/provider
that enables coverage or reimbursement of a health technology
subject to specific conditions’,

« “These arrangements can use a variety of mechanismsto
address uncertainty about the performance of technologies or to
manage the adoption of technologies in order to maximize their
effective use or limittheir budget impact’.
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Different types of MEAS

MEAS

Financial based Health outcomes
agreements based agreements

Coverage
with evidence
of
development

Price volumes Discounts e Payment by

Registr
agreements result ISty

ned Pharmaceuticals pricing and reimbursement policies in Europe
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Different types of MEAS

MEAS

Health outcomes
based agreements

Coverage

with evidence
of
development

Payment by

Registr
result sistry
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Price volume agreements (PVAS)

« Concept:

« Limitaccessto the target treatment population

* For each drug, a tiered repayment structure for different levels of
sales is defined ex ante

« Atthe end of an agreed period of time, repayments are usually
converted into a price cut

 PVAIs an instrument limiting budget impact due to non-approved
use

* Very frequently used in Europe (e.g. France +++)
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Capping

« Concept (“utilization capping”):

« Establishment of a dose cap after which the
manufacturer pays for any additional dose required

« Usually, an average number of doses for one patient
IS calculated ex ante; if patients consume more, those
are provided to the system free of charge

« Ranibizumab in the UK: capping at 14 doses per patient.
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Different types of MEAS

MEAS

’ N
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Payment by result

« Concept:
« Evaluate the rate of “treatment non-responders”

« For each and every non-responder, the drug
manufacturer is either expected to grant a discount to
the cost of Initial treatment cycles or to refund the full

cost of therapy

* This implies the need to develop strong monitoring
systems (registries)

« Used a lot in Italy (AIFA), HepC in France
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Coverage with Evidence
Development

« Concept:

* Product is covered or reimbursed but decision (or confirmation)
Is conditioned upon the collection of additional population-level
evidence

 Examples: orphan diseases in the Netherlands

« Hospitals were required to conduct outcomes research studies to
generate evidence on appropriate drug use and effectiveness in
daily practice and real-world cost-effectiveness

* Reevaluation 4 years later: should the medicine be maintained
on the reimbursementlist?
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Which drugs are subject to MEAS ?

2.5% - 3.69%0.2%
3.4% \

mATC_A
mATC_B
BATC C
mATC_D
mATC G
mATC )

WATC_H
mATC_L

BATC M
mATC_N
mATC_P

wAIC R

Ferrario & Kanavos, 2013
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A tool which I1s more and more used

ATC-V
sweden Netherlands
=0 ATC-V — ATC-S 50 | EEEmATC-S
— ATC-R — ATC-N
B ATC-L I ATC-) " — ATC-R
40 . .
2 . ATC-H . ATC-G 2 — TG
= . ATC-D . ATC-C L
% 30 — ATCB — ATC-A % 30 | mmmATCY
. = Number new MEAs b
3 £ I ATC-B
£20 S 20
=
= I ATC-A
10 10 = Number new
MEAs
0 0
2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012
— ATC-L .
50 England 50 Belgium
—ATCL - ATC-B
40 a0
—ATC-B ATC-M
w1
] Z  ATC-N
w30 EL]
= ATC-M s
ks 5  ATC-C
§ 20 5
(7]
‘% . ATC-S 2 20 | ATC
zZ =
=
10 = Number new 10 ATCV
MEAs = NUumber new MEAs
0 . N

2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012

Ferrario & Kanavos, 2015
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Where do we go from here?
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Recent trends

 The pharmaceutical market has been very affected by
the economic crisis
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8%

-4%

Average annual growth

m==Health expenditure (including pharmaceutical spending)

m==Pharmaceutical expenditure

OECD 2016



Average annual growth 2005-2013

Average annual real growth in health spending

%
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I = I I
Ital

_435 .'&' Hu%a ()-8 4%
Portugal
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Annual average real growth in pharmaceutical spending
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Recent trends

 The pharmaceutical market has been very affected by
the economic crisis

 There has been a clear shift towards more private
funding of medicines
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Average annual growth public vs. private

2005-2009 2009-2013
0.15 - 0.15 -
Private spending Private spending
0.10 - . 0.10 -
growth higher growth higher
than public than public
IRL 0.05 -
*™ .
HUN & no * L 2
! ’ ! ! T ‘ HLT Y T
-0.15 -0.10 -0.05 0.05 0.10 0.15 | |-0.15 00 0.05 0.10 0.15

EST

1 *

NOF,

L 4

S
&

Private spending
growth lower
than public

Private spending
010 - growth lower
than public

-0.15 - -0.15 -

Total expenditure onpharmaceuticals, annual average growthrate

Public expenditure on pharmaceuticals, annual average growth rate

OECD 2016



Recent trends

 The pharmaceutical market has been very affected by
the economic crisis

 There has been a clear shift towards more private
funding of medicines

« But the market is recovering quickly, which raises a lot of
guestions and interrogations
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Future trends and key policy
challenges

« The future pharmaceutical spending growth is likely to
pick up again

Il Spending Growth

Constant USS$ CAGR
2016-2020 47%

Constant US$ CAGR
2011-2015 6.2%
$1,069
$887
2010 201-2015 2015 2016-2020 2020
- IMS Health, Mark tP ;r' sis, September 2015
NJ‘ e Growth in 201-2015 d by $1008n and in 2016-2020 ncreased by S26Bn due to exchange rate effects,
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Future trends and key policy
challenges

« Even if the growth in Western Europe is likely to be more
limited

Bl Grain [ taly [ Germany Il Traditional

France [ UK Il Gpecialty — : ;
200 Share of Spending and Growth ! @( " ’e

Top 5 Euro countries
e * 2020 Spending:
160 $180-190Bn
144 « 2016-20 Growth:
140 +$40Bn
20 » CAGR 2016-20: 4-7%
* Increase over 2015:
100 +32%
+ 2020 Brand Share of
80 811% spending: 62.8% +
2.8pts
£l . 2020 Specialty Share
an 47.2% of spending 47.2% +
37.8% 9.5pts; 81% of
20 increasa

0
2015 2020 2015 2020 Growth

2016-20
Source: IMS Health, Market Pregnosis, September 2015; IMS Institute for Heakhcare Informatics, Ociober 2015
Naote: Spending In US$ with actual and projected exchange rates. Growth In constant US$ based on average rates in G2 2015 and projections of actual rates.

Spending US$ Bn
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Future trends and key policy
challenges

« But there has never been as many specialty drugs as today

25
20
15

10

0 2005 2006 2007 2008 2009 20710 2011 2012

B Specialty Drug Approvals M Traditional Drug Approvals Pricewaterhouse
Coopers, 2013

Z|3 : - : L
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Future trends and key policy
challenges

 The number of high cost drugs, their complexity and
price will continue to grow

« HepC
* Oncology (targeted therapies, biomarkers, etc.)

40

 Auto-immune conditions

s
2
2
s 25
o
* Orphan drugs g »
<
ERL
2
S
5
0
2005 2006 2007 2008 2009 2010 20n 2012 2013 Average
per yoar
Novel mechanism @ Existing mechanism @ Orphan

20132018

IMS, 2014
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Future trends and key policy
challenges

500 -

450 | Orphan drug designation in the US

==g==No. Received

== No. Designated

1983
1984
1985
1986
1987
1988
1989
1990
1991
1992
1993
1994
1995
1996
1997
1998
1999_
ZOOO_
2001
2002
2003
2004
2005
2006
2007
2008
2009
2010
2011
2012
2013
2014
2015

FDA, 2015
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Future trends and key policy
challenges

 The number of high cost drugs, their complexity and
price will continue to grow

70000

Monthly Price of Treatment {2014 Dollars)

1970 1980 1990 2000 2010

Year of FDA Approval

@ |Individual Drugs
= Median Monthly Price (per 5 year period) P BaCh 20 14
. )
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Future trends and key policy
challenges
 What does all this imply ?

» Questioning on the sustainability of these trends in
the medium term for countries who can afford new
medicines

« Questioning on the accessibility for the other
countries (fairness and justice)

* A necessary reflection on the recent pricing
developments (drugs have today become both too
expensive and too cheap)
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Medicine price discussion
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Innovative medicines deliver value today andlong ~ ~,
into the future )S IO n

* “For every 1 percent increase in

medicine utilization, total Medicare
program costs fall by 0.2 percent”

MEDICINES OFTEN CREATE
DOWNSTREAM COST -- US Congressional Budget Office

SAVINGS

BY AVOIDING MORE

EXPENSIVE MEDICAL SERVICES

COST CONTAINMENT AND INNOVATION ARE
UNIQUELY BUILT INTO MEDICINES

$70,083 $2.17 -86%
$47,962
1 | EL
Percutaneous coronary Statins, Atorvastin 10 mg
angioplasty (PTCA) 2005 2012

AnalySource, FDBhealth, data on file

N
\iJ, World Health Pharmaceuticals pricing and reimbursement policies in Europe

s,
¢
@ Organization WHO TBS - October 2016

———

recionaL orrice ron EUFO@




Innovative medicines deliver value today andlong ~ ~,
into the future )S IO n

‘ “For every 1 percent increase in

medicine utilization, total Medicare
brodram costs fall bv 0.2 bercent” _

MEDICINES OFTEN CRE
DOWNSTREAM C(

SAVING  uNEEPIDEMIE

SYAVODNG O DE GRIPPE EN N
o DECEMBRE MOYENNE
" C’EST LE BONUS - A\ 20000%
DE FIN D’ANNEE PLUS ILEST
1 QUITOMEE. LUCRATIF.
Percu faire bai rix des médicamonts faire baisser le prix des médicament
angi
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Why are drug expensive?

e Cost ?
 Value ?
e Power ?

e Prize ?

J.Scanell, 2015
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Cost of R&D

* We charge high prices because a drug Is
expensive to develop

* Input-based pricing

* Is this argument valid? Mostly not
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Cost of R&D

« Most of research paving the way

to new drug discovery is publically o L
0 - == (Cash and cash equivalents
funded (85 Yo for cancer, —=== Share buybacks + dividends
Kantarijan et.al., 2015) — — Research and development
@ 30
. : S
* Industry mightactually investless 2 ,, S
than 2% of their revenue on basic s P
. ¥ 4
research (D. Light, 2011) e
12 l’ >
. B ~ z
« The importance today of N 7 /_/’

. . ey ~ -*
speculative acquisitions and Oz_g___‘::_;;_z___%;,g; R
financialization 2011 2012 2013 2014 2015

Year
« DNDi alternative model Roy and King, 2016
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Cost of R&D vs. financialization

Merck

1975-1984 1985-1994 1995-2004 2005-2014 2011-2015

W Stock buybacks + cash dividents (USSb) M R&D (USSb) ]
Lazonick etal., 2016

Z5 21NN
“ X /)] V
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Cost of R&D vs. financialization

Pfizer

140

120

100

80

60

40

1975-1984 1985-1994 1995-2004 2005-2014 2011-2015

W Stock buybacks + cash dividents (USSb) ™ R&D (USSb)
Lazonick etal., 2016

I\
\

i \Q, World Health Pharmaceuticals pricing and reimbursement policies in Europe
/':':V
1

Organization WHO TBS — October 2016

NS
REGIONAL OFFICE FOR Europe




Cost of R&D — Public involvement

 New Molecular Entities come mainly from public
research: 75% between 1993 and 2014 (Angell 2014),
private sector focused mainly on me-too.

Percentage of new drugs by type in the pharmaceutical industry

(1993-2004)
&%

M Variation of existing drugs
B Standard NMEs
Priority NMEs

Angell, 2004
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Cost of R&D — Public involvement

 British Medical Research Council research led to
the development monoclonal antibodies in the
70s.

« The US NIH budget for 2016: US$ 32.3b,
distributes 50,000 grants and employs 325,000
researchers.
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Value

* This drug is worth the charged price

» Cost to society If the disease was not

treated or treated by the second best
therapy

* Is this argument valid? Mostly not
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Value

Drug Price per Life Year Gained versus Drug Approval Date

o ¥ 802

400 Source of surival benefic:

& Tnal, overall survival

250 & Trial, progression-free survival
O Modeling study F.

o

300

250

200

150+

Thousands of 2013 dollars

| | | T | | | T | |
1996 1998 2000 2002 2004 2006 2008 2010 2012 2014

Approval date

Howard et. Al., 2015
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Power

* My patent protection allows me to charge
a lot

* What is the market willing to pay?

* Is this argument valid? Certainly yes
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Power

BUSINESS DAY

Drug Goes From $13.50 a Tablet to $750, Overnight

By ANDREW POLLACK SEPT. 20, 2015

\ nCH e "
: Daraprimm25 mg Nasdaq | b‘\d
% pyrimethamine \

| 30 T \ -;//
§ DEVELOPING STORY wm'

R @cnamsmuhk""“

CEO SLAMMED FOR DRUG “PRICE GOUGING‘ @
CLINTON WEIGHS IN ON "OUTRAGEOUS" 5000% JUM
A ————————————— |

@@v World Health
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Power

Lifestyle » Health & Families » Health News

Exclusive: MS drug 'rebranded’ - at up to -
xclusiv ug up f

L ] L]

20 times the price N
‘2mL Vial

Pharmaceutical giant withdraws existing treatment to boost profits MTRAQA

Jeremy Laurance | @jeremylaurance | Saturday 13 October 2012 | [J0 comments
htnvenous Mg
Oscarg Any Unused

shares
oo @ Sera:l g ‘nsw
%sageadr:mstr""s‘.«
"

:»,
&1 Senzyme Corpord®
g 02142 us Lic. N g

S—
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Prizes

* High prices are the consequence of the
need to reward investors

* Incentive-based pricing

* Investment (by venture capital) on R&D is
highly sensitive to drug price

* Is this argument valid? Certainly yes
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A Pyrrhic victory?

* The guestion we face: how to ensure that new
therapeutic progresses are not a Pyrrhic victory?
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Options for the future

 Enhance collaboration
 PPRI network, CAPR, Fair Pricing initiative (WHO)
« Develop strategic procurement
« Joint negotiations (BeNeLux), WHO conference (Sept.16)
« Discuss relevance of some patent protection features

« Data exclusivity periods ? Orphan designations? Moral
Obligation? Shorter patent protection for me-too medicines?
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Options for the future

« Reduce influence of finance in the pharma
business model:

« Ban stock repurchases in the pharmaceutical sector.

 Link executive compensation to launching new
Innovative drugs.

* De-linkage

e Antibiotics ?

7 SN
&’/ﬁ’ \& World Health Pharmaceuticals pricing and reimbursement policies in Europe

NS 27 Organization WHO TBS — October 2016

recionaL orriceron EUTOE




Options for the future?

Precision
medicine

g’;ﬂ’ﬁ}g World Health
&7 Organization

———————
N

REGIONAL OFFICE FOR EUI'OPE

?

Precision
pricing

Pharmaceuticals pricing and reimbursement policies in Europe
WHO TBS — October 2016



To be continued...

= PRESS
= :—'- Council of the EU m

PRESS RELEASE
350/16
17/06/2016

Council conclusions on strengthening the balance in the
pharmaceutical systems in the EU and its Member States
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-I Medicines in Development By Disease and Phase

Some medicines are listed in more than one category.

Bladder Cancer 18 Application
T Brain Cancer B submitted =
Breast Cancer 173 Phase Il
Colorectal Cancer Phase I
— Head/Neck Cancer Phase |
q =~ Hematological Malignancies

- Kidney Cancer

63

Il g7 ‘

Leukemia

Liver Cancer

Lung Cancer
Lymphoma
Myeloma

Ovarian Cancer
Pancreatic Cancer
Prostate Cancer
Sarcoma

C Skin Cancer
Solid Tumors

pI Stomach Cancer
Other Cancers
Unspecified Cancer

98

PAWA

RESEARCH PROGRESS « HOPE

| 78

156
A, 013

53
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If you want to know more

= Please consult our website:

http://www.euro.who.int/en/health-topics/Health-systems/health- =
technologies-and-medicines _ hcesto
in Europe:
= Toread: http://www.euro.who.int/en/health-topics/Health-

systems/medicines/publications2/2015/access-to-new-
medicines-in-europe-technical-review-of-policy-initiatives-and-
opportunities-for-collaboration-and-research

* dedetg@who.int
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Thank you... Questions...
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