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Declaration of Interest

* Marie-Claire Pickaert is a full-time employee of EFPIA, holding the position of Deputy Director
General and is a member of its General Management.

* Since 2008, Marie-Claire is coordinating EFPIA’s ethics and compliance activities. She is acting as
the Chief Ethics & Compliance Officer at EFPIA.

In 2015, she was asked to take the role of Ambassador to the Medical Communities,
coordinating EFPIA’s relationships with medical & scientific societies, including learned societies,

also through professional communities within the pharmaceutical companies that interact with
medical communities.

* Marie-Claire Pickaert declares having no direct / indirect financial interest in any life science
company.

* This slide deck includes EFPIA public policy positions, unless otherwise indicated.

*  When expressing personal opinions, Marie-Claire will clearly indicate so.
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EFPIA Mandate

aitn Wof the Europea%ederat'ion of

aceutical Industries &, Associations is to

ote armaceutical © discovery .and/
in Europe and to bring to the
icinal products ‘in order to

health worldwu}e o

EFPIA, which has no profit-making purpose, pursues a mainly scientific aim, ensuring and promoting the
technological and economic development of the pharmaceutical industry in Europe.

EFPIA’s represents the pharmaceutical industry operating in Europe. Its direct membership includes 33 national
associations and 40+ leading companies. Two specialised groups within EFPIA represent vaccine manufacturers —
Vaccines Europe - VE, with 12 member companies and European Bio-pharmaceutical Enterprises — EBE with 50+
member companies.

“Partners in Research” is constituted of non-pharma companies that collaborate in the IMI public-private
membership. This constituent entity, created in June 2014, counts 15+ members.
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Background to
Public Policy that are relevant to Healthcare
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The world population is getting larger and older, but morbidity also
Increases, with spending projected to double in just over 10 years

Population Additional Chronic Healthcare spending
will increase by 50+ year olds diseases to double

1 >500 70% 2X

billion million of all Illnesses

2015-2025

Source: Projections from UN; WHO; Projected Global Healthcare Spend, expressed in nominal terms | Source: Economist intelligence Unit, World Bank, Global Insights, BMI, OECD,
McKinsey Strategy & Trend Analytic Center
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Over the last 60 years, Europe has made great strides in improving life
expectancy (increasing by 14-17 %)

Life expectancy at birth for EU27 countries (1950-2010) e

Life Expectancy

(years)
) % During the last 60
years, both male and
female life
expectancies have
(+17% improved
substantially across
Europe.
W * Better health status
} resulting from
Improved care and
[ prevention has its
L part in this
Do wm me | s o s e s e ms ww s LiMePeriod  improvement
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Source: United Nations: World Population Prospects — The 2010 Revision (2011)



However wide variations in health attainments remain across Europe,
amounting to almost a decade of life expectancy

Life expectancy at birth — 2011

Life Expectancy at birth in 2011 (years))

70 71 72 73 74 75 76 7 78 79 80

81

Austria

«—
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* While health outcomes have
Improved throughout Europe
over the last 50 years, a 12%
variation (equal to 9 years) In life

expectancy  exists  between
country with highest and lowest
life expectancy.

* Cumulative differences In life
expectancy between each
country  and highest life
expectancy amounts to over
1.22 billion life years.

* While variations are most
observable with countries that
joint the EU just over 10 years,
wide variations also exist
between countries with highest
life expectancy.

* 7

Source: World Health Organization (WHO): Database on life expectancy; The World Bank: Database on life expectancy at birth (both accessed 2013)



Looking to the future, Europe needs to find solutions to pressing
demographic challenges that will impact health and social spending

Demographic Development’ 0 System Impact: Severity, length and 0
Increased incidence

65+ Years

Mn people
m Increase in ;
severity of ] I
Degenerative ] j Alzheimer'

OFRP NWHAOIONO®

oo Diseases’

_-_— years |_®_l

- Extended )
6,4

50% -

impact of & : ’
Chronic 10 ¥ Cxsectancy
Diseases? i ater T2

2009 2030 diabetes
diagnosis

40% -

30% -

20% -

10% A
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Source: * European Commission (2012); T Brookmeyer R et al. (2007); 2 UK Dept. of Health (2010), European Commission; ¥ WHO (2013)



Health Is a major cause of productivity loss and early labour market
exit, with many causes being addressable

. Determinants for health-related early labour ™
Health as a cause of leaving job . . . -
market exits in Austria (% of exists)
Left last job for % of market exists

reasons of health

30% -
28%
20% -

15% -

18%
13
9%
10% -
. 4%
5% 1 2%
o . - , , ,

<

25% A

10%

20% A

. Age Group

%

44

25-3
35
45-54
55-64
Average

15% -

13%

10%

10% -

Health related causes for loss of output

5% -

0% -

= Mental Health

Cancer

= Chronic respiratory diseases

=
=
[
o}
e
<
3
c
[}
=

Cardiovascular
conditions

m Cardiovascular diseases

= Cancer

Musculoskeletal conditions

Diabetes

* 2/3 of lost output are due to mental
health and cardiovascular diseases.

Note: Percentage of people that were previously employed and answered the main reason for leaving their job was ‘Own illness or disability”

Source: European Commission: Health of People of Working Age( 2011); European Commission: Health Systems and Health care in the EU (2012)

efpia y



CONTRIBUTION OF INNOVATIVE MEDICINES TO
INCREASE IN LIFE EXPECTANCY
2000-2009

Life Expectancy (years)

Fr.o

FBe.5

F6.0

F5.5

F 5.0

Fa4.5

Fa4.0

F3.5

F3.0

F2.5

2000 Other Contribution 2005
of Innowvatirve
Medicines

Source: Lichtenberg, F: Pharmaceutical innovation and longevity growth in 30 developing OECD and high-income countries, 2000-
2009 (2012); in EFPIA in Figures, www.efpia.eu
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TOTAL NUMBER OF DEATHS AMONG AIDS CASES IN EUROPE

4000 .
3000
2000 °

1000 :

HIV/AIDS Surveillance in Europe 2014

S v

2006 2006 2007 2008 2009 2010 2011 2012 2013 2014

Europe = total European Union and European Economic Area
Source: WHO Regional Office for Europe and European Centre of Disease Prevention and Control (ECDC, December 2013; in EFPIA
in Figures, www.efpia.eu
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Estimated 20-40% inefficiencies In health systems, with
practice variation accounting for half of them

HC inefficiencies (%)
mean estimate for the different archetypes of countries combined

30 -

12

23%

Human
Resources

% of

5% 12% 11% Inefficiencies

Medicines
Hospitals
Leakages
Interventic_)n
Mmix

Note: 10-15% of medicine costs resulting in 2-5% of total HC costs
Source: "The World Health Report: Health Systems Financing, The path to universal coverage," WHO, 2010 ("+Background paper 28)



The Pharma Industry in Europe
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PHARMA INDUSTRY IN EUROPE: Key Economic Indicators

INDUSTRY (EFPIA total) 2000 2010 2014

vvvvvvv

.......

Total pharmaceutical market value
. 86,446 153,118 183,924 192,000 (e)
at ex—factory prices

-----------------------------------------------------------------------------------------------------------------

Payment for pharmaceuticals

by statutory health insurance systems 76,909 129,464
(ambulatory care only)

-----------------------------------------------------------------------------------------------------------------

Source: EFPIA in Figures, www.efpia
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BREAKDOWN OF THE WORLD PHARMACEUTICAL MARKET - 2015 sales

May 2016 (data related to the 2015 audited global retail and hospital pharmaceutical market at ex-factory prices

North America
(USA, Canada)

48.7%

Latin
America

4.4%

P

S * Excluding Japan

ef *a Europe includes Turkey, Russia and Ukraine .
pl Source: IMS Health (MIDAS); in EFPIA in Figures, www.efpia.eu www.efpia.eu




Overall medicines across Europe represent less than 15 % of total
expenditure although variances exist between therapy areas

Total healthcare expenditure by function ‘ Medicines contribution to disease cost .
(2010, pop.-weighted, current prices, PPP, $)* (2011, various diseases)

Cost coPD! |Diabetest CHFt Alzhei- | Prostate

factor mers? Cancer*

Care 21% 8% 6% 9% 34%
Hospitali- 30% 2204 64% 11% 31%
sation

Indirect 2204 35% 18% 76% N/A
Cost

Other Cost  14% 20% 6% 1% 20

= Curative and = Medicines ® Long-term nursing care = Other Medical Goods
rehabilitative care
Medication - ;
= Ancillary services Health administration and = Other Prevention and u u V g J
health insurance public health services
efpia

Source: * OECD Health Statistics Database (accessed 2013); T A.T. Kearney analysis (2012); 4 Schwarzkop et al. (2010); # Damm el al. (2012)



BREAKDOWN OF THE RETAIL PRICE OF A MEDICINE

Non-weighted average for Europe

B 0 N

Manufacturer Wholesaler Pharmacist State (VAT and other taxes)

65.9% 4.8% 19.8% 9.5%

Based on average estimate for 22 countries.
Source: EFPIA Member Associations; in EFPIA in Figures, www.efpia.eu
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Consensus of Interest Models: Integrating policy thinking on
elements that will result in win-wins

Better
Outcomes

—

,"/

/ Potential win-

| wins
Sustainable \/ " Thriving

Financing / Eco-System

efpia o 2



Health data is a key driver to improve patient outcomes and health
systems quality

Big Data opportunities exist to improve health ... while contributing to
outcomes... system sustainability

Transparent outcomes data

(big and deep data sources)
Analyze

variation

|| g
‘

o~ e g
“»

Feedback “ ‘“ L )

and learning

Identify v  Improved outcomes
— current best o
Better Change practices v Reduced variation

behaviour

Outcomes v Reduced medical cost

Big Data for Better Outcomes !
Improved

health care systems

e.[pl a Source: BCG experience "



Improving outcomes Is core to EFPIA's Health & Growth strategy

Health & Growth Better Health Outcomes

Priority: Improving health outcomes in chronic and
pd non-communicable diseases

Sustainable -
Financing Ambition: Increase healthy life years and reduce
hospitalisation rates in chronic disease by 10% by 2020

EFPIA's recommendations
- Standards of care grounded In evidence-based
Better s

Outcomes « Chronic disease management programmes
through benchmarks and ‘best-in-class patient
pathways’

« Development of health delivery infrastructure in
Thriving line with best-practice standards

Eco-System . * Full industry support and expertise with new

A technologies, supporting multi-stakeholder
Initiatives (IMI)

o

efpl a Source: EFPIA.eu, "A vision towards a life sciences strategy for Europe" (2014)
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Member States joint initiatives: voluntary
cooperation at EU level

** Benelux + Austria
 [lreland, Italy and Portugal also interested]

¢ Bulgaria/Romania CEE Cooperation (Sofia declaration)

 Bulgaria (lead), Croatia, Latvia, Lithuania, Macedonia, Moldova, Poland,
Romania, Serbia, Slovakia, Slovenia
[Estonia and Hungary also interested]

« Greece-led Mediterranean countries (Athens declaration)
e Greece (lead), Italy, Malta, Portugal, Spain

« Visegrad Group (Poland, Hungary, Czech Republic and Slovakia) as well as
Croatia, Slovenia, Lithuania and Latvia will come together early 2017 to
discuss ‘prices of very expensive drugs’

efpia S—"




»* Baltic Partnership Agreement (Estonia, Latvia, Lithuania)
* facilitate joint procurements of medicinal products and medical
devices with the overall aim to reduce the expenditure regarding

the State procurements of medicinal products and medical devices,
as well as to ensure the continuity of the access.

* The Agreement was sighed in 2012 and countries’ legislation has
been adapted to accommodate for it.

*** The Nordic Council Collaboration (Denmark, Finland, Iceland, Norway,
Sweden)

e focus on HTA methodologies
* joint purchase of pharmaceuticals and medical equipment

efpia -




Outline of EFPIA’s Vision & Key Priorities

Vision
Shift the healthcare policy debate from a
transactions focus to an outcomes focus

Ethics &

Patient Access Innovation International :
Compliance

-

(3 N
Objecti Pl Status | Deliverables Status bjective | Status | Deliverables Status Deliverables

Reduce markst access latorstive
ce for PnovEive ¢ Cuveicpment

+ Consuztbenchmarking bases on WAIT insicane * Complete I legisiatve pachags, ensusng Sachiity anc Ensure TTIP inx

ey # fostures e

% nouary * Promote shon-term culcomes, 8 g MRA on GMPs
ommitnests regutatory

an reguiatory 0%
competbity. (F
algrment. ang
promoles lransdarency

= Momitor implemantation of Trassgerency Directive (Selays
in Memder States

Agree IM2 projectportiono (incl. MASF3 programme
SLPPONST by COMPAnies SCENTE BITeTshiD

Adgvccate for improvec access in proClematic ccurties

Inzrease uptake for * Concuctbenchmarking besed co camposiie ndcator @ ang
neoVatve medings oo
* Address fack of uptshe in prodlematic countries rcugh ) .
ATOTATY * Implementaton of AL pliot praject in line weh MAPPS transparency ana
princpes P&R principies
Improve akgrment of & changesin » Identfy and adoress bac practices in Mamber States = negotated = TTIP
ratonal HTA systems counties * Lmunch M2 rograre

Amodel for CEE countries (YHng intc
R process)and nRe clalogue With key prionty

TA - 0 Streeginen EU suppont

s. peedatc and CT data feics in line for P ®rcugha

aCy

obiecties taa NaTatVe on Ingustry cbjectiees e S woe
oy > PSR, . Bitutons o LCRSS I3 n
Pale 3pd-over % tourtries - BCices in ISP and monitor thas :;‘m: 0 ?;Lrn.,
L
tamasonal complying with ter & Says fo¢ appeoval . regusson inciuding effcient f " —orOmic - " .
refarorceprizing IRF)  occaplabie IRP sprovm of cincal of cinicel tias tie : detebess OStaring Sconomc * Cregie and modidise Cross-35C0ral COtoN 10 sesk
practres . couniries whose IRS sysiem has the most rals t i geveicpment s~ EU Imprsed tutiness Pona in Inds ad rebaiance EU-

NGUStry impact (n sountry and splicvery comgettieress

Plar With relevant natonal 35500 3tons 1o
epladia pracices (in paicular maintan Leverage regulstory
g with
~alstlandarcs

% algement eth - B

* Infeence \utere EU refiection on impact of RF (Wading
:’LQAQE sry:<oﬂ'a 9 L] elPin -,
arty on Publc Meaith &t Senor Level) i posisoriog * Acdress sl regulal noeties at SU-Ching Hgh Levsl
loveeezime gutatnry Dislogt
% of tountries - ity printipies for efficient and sustainsbile ' = irustworthy el b
compleng with bars markeds (avoid p truating bosimilars a3 & cocperadve * Supportspecific projects developed under EU P Key
SFPIA pncipies priccipies genancs) slakehoiosr Program n 2efng
. J \ ) L o 3 )

Enhance ethical behaviour
within a self-regulation
(industry) framework to
Increase reputation and

credibility of the
pharmaceutical sector

Develop EU and national Modernise the research, Secure improved market
competitiveness policies for development and regulatory access conditions, high
the pharma industry, model to restore Europe’s  regulatory and IP standards
focusing on patient access  competitiveness and speed In international growth
for new products up access to medicines markets

Working groups
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EFPIA PRIZE
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The EFPIA AWARD will be given to a student of the European College of
Parma Foundation for a

This Award will be open to students who have followed the Seminar on

“EU Pharmaceutical Policy”, and who will submit their Thesis for
evaluation

Efpla www.efpia.eu



Procedure & Evaluation

e Subject of the Thesis — an

area of particular interest to the pharmaceutical

industry, chosen by the student —EN / FR

Professor(s) of the College

« Guidance & support — the Thesis will be written under the supervision of (a)

Within admissible boundaries, EFPIA will offer access to information,
including organisation of contacts, where appropriate

« Academic evaluation — the
applicable at the College, wit
Minimum mark for partici

Thesis will be evaluated under the general rules
nout intervention of EFPIA

nation:15/20 or higher

* Following the pre-selection at academic level, EFPIA evaluation process,

involving the EFPIA Award Jury (including relevant expertise)

** Evaluation criteria:
e Comprehensiveness

e Coherence of argumentation
e Understanding of fundamental issues
* |Introduction of hew dimensions (innovative solutions)

www.efpia.eu *




THE PRIZE — What does the Laureate get

The Prize for the winning Thesis includes:

> Distribution of the Thesis — communication of the Thesis to all EFPIA members
and posting on the EFPIA website

» A remunerated stage — a 12-month employment contract with EFPIA (which
could partly be at one of EFPIA’s member associations or companies)
. Including a net monthly remuneration of € 1,750 (net) + basic package
(including group insurance)
. Where appropriate, other allocations can be agreed, such as contribution
for accommodation in Brussels

» Award Ceremony

efpia -




Year
2013
2014

2015
2016

2017

efpia

Winner

no submission

Maria PANTUROIU
Versina BREGU

no submission

One of you!

Topic

From Orphan Drugs to Personalised Medicines

Pharmaceuticals in the Environment

www.efpia.eu *




European Federation of Pharmaceutical
Industries and Associations

* marieclaire.pickaert@efpia.eu

EFPIA Brussels Office
Rue du Trone 108
B-1050 Brussels * Belgium
Tel: + 32 (0)2 626 25 55
www.efpia.eu * iInfo@efpia.eu
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