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Summary



2016 ranking of the global top 10 biotech and pharmaceutical
companies based on revenue (in billion U.S. dollars)

Johnson & Johnson, US.

57.32
Pfizer, U.S.
Novartis, Switzerland
Roche, Switzerland
Merck, U.S. 31.95
Sanofi, France 29.29
Sinopham Group, Hong Kong 28.05
GlaxoSmithKline, UK 26.59
Gilead Sciences, US. 25.28
Medipal Holdings, Japan
30 40 50 60 70
Revenue in billion U.S. dollars
Source: Additional Information:
Thomson Reuters; Various sources (company
data)

Worldwide
© Statista 2016
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European Federation of Pharmaceutical
Industries and Associations

The Pharmaceutical Industry in Figures
Key Data &% 2016

Eﬁﬂ INDUSTRY (EFPIA total) 2000 2010 2014 2015

@ Imports 68,841 204,824 251,427 275,000 (e)
@ Trade balance 22,094 71,533 73.025 86,500 (<)
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@ R&D employment (units) 88,397 117,035 118,052 118,000 (<)

R T L R e T T L T R e e R

:‘t't:':_"ha""a n:'_hﬂl S 86,446 153,118 183,924 192,000 (c)

Payment for pharmaceutical
by statutory health insurance systems 76,909 129.464 124,273 126,000 (c)
(ambulatory care only)
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The Pharmaceutical Industry in Figures

Key Data % 2016

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

Life Expectancy (years)
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% From 2000-2009, an improvement in population
weighted mean life expectancy at birth of 1.74 years
was seen across 30 OECD countries.

¥ Innovative medicines are estimated to have
contributed to 73% of this improvement once other

factors are taken into account (e.g. income, education,
immunization, reduction in risk factors, health system
access).

Source: Lichtenberg, F:
Pharmmaceutical innovation and
longevity growth

in 30 developing OECD and
high-income countries, 2000 -
2009 (2012)



Medical Affairs teams today play a key
role in the information flow between the
Commercial and R&D operations.

- The changing healthcare

Commercial environment has encouraged the

%

formation of independent Medical
Affairs departments.

- However, there is not a rigid set of
requirements that dictate how a
Medical Affairs department should
look or operate.

- As aresult, the industry has

developed a wide variety of models,

all seeking to address intensified
public and regulatory scrutiny.
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BTl BUILDING AND MAINTAINING TRUST

PHARMACEUTICAL INDUSTRY
CODES & SELF-REGULATION

> IFPMA CODE

> NATIONAL ASSOCIATIONS’ CODES

> GLOBAL COMPANY CODES
> CODE COMPLIANCE NETWORK

LAWS & REGULATIONS

> REGIONAL LEGISLATION

2 NATIONAL LAWS WITH GLOBAL
REACH

- US FOREIGN CORRUPT
PRACTICES ACT

« UK ANTI-BRIBERY ACT

COMPLEMENTARY

WHO ETHICAL CRITERIA

HEALTHCARE PROFESSIONALS
CODES

PATIENT ORGANIZATION CODES

APEC’S MEXICO CITY
PRINCIPLES




Big Pharma settlements since 2007

—

Bristol Myers
Squibb
($515M)

Merck
($950M)

——

Amgen
($760M Pending)













Medical Governance in pharma industry (1)

g Appropriate Medical Governance at pharma companies is increasing in need,
scope, and importance in the industry

g The patient should be at center of every decision making process

g The public, regulators, providers, and markets expect that principles of good
medical science and ethical standards are consistently applied globally across the
product lifecycle from development to post-marketing surveillance and
promotional practices all the way through to product withdrawal






Medical Governance in pharma industry (2)

@In order to successfully operate in this environment, companies must be able to
navigate through evolving regulatory requirements and have in place:



Pharma Organizations models






Medical Affairs Organizations
Centralized, decentralized or hybrid models?



A Decentralized Model example

Compliance
office of the
CMO
Regional 'ﬁ/le‘eg(j%gfi‘l ______ Head Global :
Heads Director Medical Affairs
General - 5 N
| Manager | Medical Affairs Council

Country Medical
Director

] Head Global Med Aff

Regional  Country
Medical Medical
Directors  Directors




Medical Governance in pharma industry (3)






Independent study proposals
Governance Process overview

A ) _ | |
Investigator, < Discussion MA deS|gnee| Concept review
coop |N U atthe country
group, etc level

Global Medical Affairs
MA Head EMEA EMEA Clinical Research Head Disease Teams,
Development Head US Medical Affairs Head,
EMEA Statistics Legal, Finance
MA Operations Drug Safety others as needed
Director EMEA Representative
EMEA

Country/region

representatives EMEA MA TA/Product
Director



Education vs promotion



Education vs promotion



Medical affairs role in promotional activities



Grants & Donations






Some considerations












