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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 (<)

B I I T T I I I O L L L T e

@ 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

Purdue Eli Lilly AstraZeneca
($634M) ($1.4B) ($520M)

}— 2007 2009 2010

2011

Abbott Johnson & Johnson
($1.5B) ($1.5-2B)

Bristol Myers
Squibb
($515M)

Merck
($950M)

2012 Pending

Amgen
($760M Pending)




M & SA : The New Industry Model

Paradigm shift in how Science has been communicated to the doctors {ill date.
Conventional Vs Unconventional (emerging)
* Promotion Vs Education
= Drugs Vs Disease
* Push Vs Pull

= Business development {predominantly the sales push model) Vs Developing the
business (predominantly the scientific pull model)

= VValue addition Vs Value creation

= Carpet bombing communication Vs Individualized Communication




efpia

European Federation of Pharmaceutical
Industries and Associations

e Understanding the working
relationship between

the pharmaceutical industry

and healthcare professionals

>~

% The pharmaceutical industry regularly works in close collaboration with healthcare professionals (HCPs)
towards a shared objective of improving the lives of patients through medical advances and enhanced
care. This longstanding and well-regulated relationship plays a vital role in the research and development
of life-saving medicines and their use in clinical practice.

¥k At the core of the relationship is sharing knowledge to improve patient outcomes. The medical pro-
fession offers the industry invaluable insights into areas of unmet medical need, potential therapeutic
solutions and the everyday application of treatments in the clinic. In turn, the industry provides HCPs with
the chance to shape the therapeutic landscape through clinical research programmes and with peer-to-
peer learning opportunities.




* About the EFPIA
Disclosure Code

Securing the future of collaboration between industry
and healthcare professionals

¥ Industry and HCPs collaborate on a range of activities from clinical research, sharing best clinical practice
and exchanging information on how new medicines fit into the patient pathway. EFPIA believes HCPs should
be fairly compensated for the legitimate expertise and services they provide to the industry.

¥ Bringing greater transparency to this, already well-regulated and vital relationship builds understanding
of industry-HCP/HCO collaboration and, in the context of increasing societal expectations on transparency,
addresses directly public concerns about interactions between the medical community and the
pharmaceutical industry.

¥ That is why, by 30 June 2016, companies will begin disclosing transfers of value made to HCPs, such as
consultancy and advisory boards, speaker fees, and sponsorship to attend meetings. This transformational
step in the relationship between industry and health professionals is a result of the EFPIA Disclosure Code.




Medical Governance in pharma industry (1)

WAppropriate Medical Governance at pharma companies is increasing in need,
scope, and importance in the industry.

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

W 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.



Pre-Launch phases

D“muop"'." Phase 2 studies/ proof of concept Phase 3 approval studies Approval and launch
B Set-the right strategy to best B [nitiate transfer of B Consolidate launch activities
position the product responsibilities and knowledge  m |nitiate launch execution
B Integrate Market Access from R&D pfoj-ect-n'\anagement B Cascade launch master plan to
aspects into study strategy to commercialization teams countries
® Involve the right clinical centers ™ Shape me_dical messages and ® On-board launch specific
and stakeholders into study make available cllnlcql re_sults e
Key activities program throughout the organization & Finelize pricing
® Include country specific criteria ® Involve local teams ;
: . » - B Test supply chains &
into clinical trial program B Prepare to meet distribution SRSl —
® Develop initial Launch Master and Ilcer.me reqmr.ements B Intensify medical
Plan B Engage in strategic Market communication
Access discussions with
stakeholders

Years prior
launch

0—
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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

Example of Organizational Structure

Global Development

Global Commercial

VP Sales and

Marketing Global Medical Affairs

US Medical Affairs Europe Medical Affairs Asia Medical Affairs

= Set Broad Strategy

* Ensure alignment across markets ! avoid redundancy

= Define criteria for funding studies

* As appropriate, define global publication plan and pursue glebal KOL development.




Global Coordination in Medical
Affairs:

Need for Global Coordination—Different Compliance Regimes

Given the range of Global Alignment in MA N=18

different compliance
regimes, our data

shows that different 22% m Fully Globally

organizations are Alignhed

taking very

different m Globally Aligned

approaches. With Exceptions
Not Globally
Alignhed

Source: Campbell Alliance Medical Affairs Leadership Summit Benchmarking Survey of 18 Medical Affairs Leaders, Ju

Most surveyed global MA organizations have at least partial alignment.




A
I@ ‘ biogen idpcl AstraZeneca &2 ) NOVARTIS §'li"\' =) Ao
5 (b >
[ <, astellas Medironic
ANKRON <a> D &g BD et
W ~ ALKEM E 3 covipiEN Gs)

. . . . BBiocon @ endo ESTEVE b O g N
Medical Affairs Organizations H® G ciean D ST e S
Centralized, decentralized or hybrid models? == Ml cw. W 8 oo shire G,

PHII.lPS“' S SANDOZ el r ﬂ JEEHER SIATH -"QIJNOVION
Seneayne  Baaxter uch == e
TETHMMA pANBAXY & Bristol-Myers SquibbL A e W yALEANT

Mature Markets Segment:

*
Hybrid Other , 2% Centralized
(some functions organization
centralized & (serving entire

others enterprise under
decentralized), : one
36% . administration/
budget),
42%
Decentralized
wd Decentralized
therapeutic R
o by region,
area, 9% 1%
0

*Other:
(n=53) + Decentralized by region and TA

Reporting Relationship
Pharma Segment:

* Other, 5% Commefciall
Marketing,
Executive 10%
Committee,

20%

Regulatory,
2%

Hybrid Model
(Commercial

and R&D), \
15% | R&D/Clinical, :
*Other: | 49% f

(n=41) » CEO, Corporate Affairs ~ ~— — — = =



A Decentralized Model example

Regional
Medical
Director

Country Medical
Director

Head Global
Medical Affairs

Compliance
office of the
CMO

Medical Affairs Council

Head Global Med Aff

Regional Country

Medical Medical
Directors Directors




Medical Governance in pharma industry (3)



Global Coordination in
Medical Affairs:

Functions Requiring Global Coordination—Overview
Global KOL Relationships

Ad i Scientific
Boards Gibirk /Q __ ¥ Communication
Focus

- &

Publication Plan



Independent study proposals
Governance Process overview

_ L N
Investigator, < _Discussion
COOP
group, etc

MA designee| Concept review
at the country
level

MA Head EMEA

EMEA Statistics

Country/region
representatives

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

EMEA
EMEA MA TA/Product
Director



Education vs promotion



Education vs promotion

Scientific
engagement
(non-promotional)

Scientific engagement is the non-promotional interaction
and exchange of information between GSK and external
communities in order to advance scientific and medical
understanding. This includes the appropriate development
and use of our medicines, understanding the management
of disease, and improving patient care.

The activities and materials associated with scientific
engagement are non-promotional in nature and intent,

and proportional to the scientific need. There is a clear
distinction between scientific engagement and promotional
activities.

Our Code of Practice
or prormotiort arid

scientific engagermerit
(prescription medicines)

Accountability and approval for scientific engagement
activities resides within our Medical Governance Framework
to ensure that the content, frequency, and other aspects

of scientific engagement are appropriate and proportionate
to genuine scientific and public health need.

Budgets for scientific engagement activities are under
R&D/Medical accountability.

The relevant Medicine or Vaccine Development Leader
(MDL/VDL) is accountable for scientific engagement and
approval of scientific engagement activities from Commit
to Medicine Development to marketing authorisation.

= Prior to the assignment of the MDL/VDL for a medicine,
the most appropriate member of the R&D leadership team
from within the relevant research unit is accountable for
ensuring that the principles of scientific engagement are
appropriately applied.

Once a medicine (or new indication) receives marketing
authorisation in at least one key market (eg USA, EU or a
franchise market), approval for post-authorisation activities
is in line with the level in the organisation where the activity
is organised, eg relevant Global Medical Affairs Leader
(GMAL or assigned individual where there is not a GMAL)
for a global activity, Area Medical Lead for an area activity,
Country Medical Director (CMD) for a LOC activity

(in countries where a CMD role does not exist, the Area
Medical Director is accountable).



Medical affairs role in promotional activities

Our Code of Practice
| for promotiorn ard

1.41 All promotional meetings

The purpose of our promotional meetings is to proactively
provide scientific or medical information about our
authorised medicines and/or the associated diseases.

scientific enngagermerit
(pPrescription medicines)

1.4.6 GSK sponsored satellite symposia

Satellite symposia may be under Commercial or Medical
budget. Medical has accountability for the content of GSK
sponsored satellite symposia.

* Meetings (including third party medical education events)

that we influence (eg by suggesting or providing content
or by selecting/recommending speakers) are GSK
promotional meetings. They are promotional meetings
whether or not they are awarded continuing medical

education (CME) points or other continuous professional

development credits.

Promotional meetings only occur when we are able to
ensure that the meeting adheres to the requirements of
this section and other relevant requirements of this code
including that the data presented and matenials provided
do not promote off-label use of our medicines.

= The scientific and medical content of a satellite symposium
and the appropriateness of the speaker faculty are
approved by the relevant CMD or designee for the country
in which the event occurs (see above for additional
approvals for HCPs/OHS who agree to speak without
a payment). Logistical arrangements may be implemented
by non-medical teams or a contracted vendor.




Grants & Donations

GRANTS AND DONATIONS FLOW CHART

RESPONSIBILITIES

REVIEW PROCESS

MAIN DELIVE RABLES

INTAKE/SUBMISSION

PRELIMINARY REVIEW

REVIEW

CONTRACTING

PAYMENT

FOLLOW-UP

/ Requestor /—/ Statt

-
Approval Letter

GDRC
Admin

Yes
/f{fare que

complete?

Rejection Letter

-
Signed and
dated letter of
Reguest

7

Documentation with all
the information :
Identity of the
requestor,Board
members name,
Description of the
proposed ussd-fum

Diligence
passed?

e e e aimieNpimia i mimimimgmimem

Is Due
Diligence

Evidence of
approval/
rejection

o

of Interest

the othi
review
iteria m

solved?

Zoramrmsl

Q

o

Legal /L

GDRC
Admin

Written
Agreement
signed and

dated

/'

Detailed
invoices/
receipts/PO/
GL accounts

-

{ GDRC /

Evidence
event/activity
occured

T

*GRDC: Grants and Donations
Review Committee




Independent Grants for Learning & Change (IGLC)

~ Process Overview ~

Track 1 — Learning & Change

Track 2 - Knowledge Gap

Prizes
distributes
RFP and

posts on

Requestor

submits LO

thru GMS
{Stage 1)

website

Intenm and
Final reports,
Sunshine Payment

reportng, and

notification

Requestor

submits
grant

application

application
thru GMS

Plizer reviews

If approved,

Requestor
recaives
decision

notification

Payment

Sunshine
portng and

¥STACTAALY
Reconcdiliaton

# Track 2 decisions by Pfizer.
# GMS = Grant Management System

Requestor receives
‘ k or ‘Request

depending upon

nature of nitiative

Requestor
submits Full
Proposal thru
GMS

(Stage 2)

a two-stage application process;
by External Review Panel.

int Management System




Some considerations






Restoring the pharmaceutical industry’s
reputation

Mark Kessel

Big pharma’s storehouse of trouble has fostered consumer mistrust and a negative view of the industry. How does the
industry go about restoring its flagging reputation?

To restore its good name, the pharmaceuti-

cal industry has to radically alter the way it is
perceived by the public. The good news is that
as the damage was self-inflicted, it should be

possible to address it.

NATURE BIOTECHNOLOGY VOLUME 32 NUMBER 10 OCTOBER 2014






