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5 billion people
have access to medicine

2 billion to go
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Our model for change FOLNDATION

Build consensus

on what to expect from the industry and
where incentives and disincentives exist.

III

StimUIate a llrace to do Wel N
in key access-to-medicine areas, by creating =
competition on targets and topics. 3’

Diffuse best practices
to share information and new insights
into the best approaches for driving change.
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What we do
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THEMATIC STUDIES ADVANCING THE DEBATE

he causes of maternal deaths (1997 - 2007)

Haemmorhage

Hypertension




Funders Pharma Companies

Access to Medicine [REG R
Index 2016 o

“The companies at the top = “The Index challenges us to

of the Index want to do more. —] think harder about how we

The ones at the bottom see that o drive innovation and enable

and push forward on it.” ) access to our products.”

Bill Gates Sir Andrew Witty, GSK CEO
Global Health Media Investors

THE WALL STREET JOURNAL.

Which Drug Mdkcrs do the Best Job of
Providing Access to Medicines?

As debate rages over the abilty of people
in poor countries 10 gain access to

needed mecicines, the pharmaceutica 7 4
industry is often criticized as a monoiithic 3 '/
creature that, for instance, uniformly sets
detrimental oricina policies Ad lobbies

“The Index is a very important “While progress is uneven, many “We are increasingly reviewing
project. What gets measured, drug makers are, by and large, corporate approaches to access
tsd o making headway. In fact, access is f dici kev stratedi
ARG increasingly seen as a necessary & m? lcm? asg ST

business issue.” consideration.

Dr Margaret Chan
53 Signatory Investors

Wall Street Journal
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2016 Access to Medicine Index
What we measure



Framework for analysis

7 Technical Areas

4 Strategic Pillars
15% 25% 50% 10%

Commitments Transparency Performance Innovation

078 General Access to Megdicine Management

o) Researich & Development

Yl Pricing, Manufacturing & Distribution

Y Patents & Licensing

o | I
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Company scope
. AbbVie Inc.

. Astellas Pharma Inc.
. AstraZeneca plc

. Bayer AG

Boehringer Ingelheim
GmbH

Bristol-Myers Squibb Co.
Daiichi Sankyo Co. Ltd.
Eisai Co. Ltd.

Eli Lilly & Co.

Gilead Sciences Inc.
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GlaxoSmithKline plc
Johnson & Johnson
Merck & Co. Inc.
Merck KGaA
Novartis AG

Novo Nordisk A/S
Pfizer Inc.

Roche Holding AG
Sanofi

Takeda Pharmaceutical
Co. Ltd.



dCCess TO

Geographic scope meDIcne

FOUNDATION

Legend: Basis for inclusion

B World Bank income classification O 5 countries newly included in the 2014 Index scope
UN Human Development Index @ 2 countries removed from the Index scope
LDC (Tuvalu only)

@ UN Inequality-Adjusted Human Development Index
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COMMUNICABLE DISEASES NON-COMMUNICABLE DISEASES

NEGLECTED TROPICAL MATERNAL & NEONATAL
DISEASES HEALTH CONDITIONS
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2016 Access to Medicine Index
Report Highlights
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KEY FINDINGS

INDUSTRY ANALYSES

TECHNICAL AREAS

DETAILED COMPANY REPORT CARDS

BEST AND INNOVATIVE PRACTICES
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2016 Access to Medicine Index
Key Finding: R&D
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o o . FOUNDATION
ensure access for people living in

low- and middle-income countries

Other R&D projects
64% ‘
Projects with access
plans in place
30%

36%

R&D projects that target
high-priority, low-incentive
product gaps



Efforts to meet product R&D needs menicing
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are uneven
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g* %: Pipeline products (medicines, vaccines and diagnostics)
Communicable diseases *
Lower respiratory infections 121,068,536 @ 52
Diarrhoeal diseases 89536536 @ 17
HIV/AIDS 68,614,932 32
Malaria 52991412 e 35
Tuberculosis  36,403940 e [ 21
Meningitis 26674319 @ 14 Many products in development target
Measles 11,194,628 (o) . . .
Syphilis 6403176 ® |0 lower respiratory infections, yet few
Pertussis 5,657,488 3 target the specific product gap identi-
Tetanus 384,352 3 fied by G-FINDER (for preventive vacci-
Viral hepatitis 4576806 @ 35 . N
Neglected tropical diseases nes for pneumonia and meningitis
Schistosomiasis 3700597 o\ 5 caused by
Soil transmitted helminthiasis 3,360,656 @ -2 S. pneumoniae). GSK and Pfizer have
Leishmaniasis 3,196,523 ® n . . .
Lymphatic filariasis 2810555 o 5 been developing multi-dose packaging
Rabies 2,083,208 2 for their Synflorix® and Prevenari3®
Food-borne trematodiases 1,875,000 (0] vaccines respectively.
Human African trypanosomiasis 1248941 ® 4
Dengue and chikungunya 1,238610 ®© 14
Onchocerciasis 593762 @ 9 No company in scope is addressing syphilis through
Taeniasis/cysticercosis 503000 e |0 . . . .
Trachoma 214395 ® |0 R&D, despite the disproportionately high burden of
Leprosy 199,424 e 1 this disease on low- and middle-income countries.
Echinococcosis 144,000 0 There is a specific need for new oral, single-dose
Chagas disease 44,408 ® 16 . . .
Buruli ulcer Nodata ® | O products suitable for use in these settings.
Dracunculiasis No data 1

Yaws No data 0]




Efforts to meet product R&D needs

are uneven

Maternal and neonatal health

Preterm birth com

Birth asphyxia and birth trau

Neonatal sepsis and infections

Other neonatal conditions

Maternal haemorrhage

Hypertensive disorders of pregnancy

Abortion

Obstructed labour

Maternal sepsis

Contraceptive methods
Non-communicable diseases

Ischaemic heart disease

Stroke

COPD

Unipolar depressive disorders

Diabetes mellitus

Cirrhosis of the liver

Kidney diseases

Asthma

Epilepsy

Anxiety disorders

Migraine

Hypertensive heart disease

Bipolar affective disorder

Schizophrenia
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Pipeline products (medicines, vaccines and diagnostics)

91,782,664
63,824,424
107,007
10,89
3,289,000
2,797,000
2,138,000
1,792,000
1,309,000

No data @

Maternal and neonatal health conditions place a large burden
on low- and middle-income countries. Yet only four companies
- GSK, Merck & Co,, Inc,, Novartis and Pfizer — are developing
products for these conditions.

70,459,863
56,454,095
52,471,475
35,521,719
26,915,498
22,422,505
18,128,559
16,223,415
14,347,659
13175172
10,150,681
10,113,460
5,920,895
5,133,445

41

*See 2015 Methodology for the 2016 Access to Medicine Index.

**The G-FINDER tool from Policy Cures identifies high-priority product gaps
where there is both a need for new products and insufficient commercial
incentive to drive R&D.



Over one third of product gaps with
low commercial incentive being

addressed

ATMI Disease

Buruli ulcer

Chagas disease

Dengue and chikungunya Dengue
Human African trypanosomiasis
Leishmaniasis

Leprosy

Lymphatic filariasis
Onchocerciasis

Schistosomiasis

Soil transmitted helminthiasis Ascariasis
Hookworm diseases
Strongyloidiasis
Taeniasis/cysticercosis

Trachoma

Specific disease target

Medicines

00000000

Vaccines (Preventive)

Vaccines (Therapeutic)

Diagnostics

*Specific product gap identified, e.g., for a new administration route to be developed, or serotypes to be targeted.

Microbicides

Vector Control Products

Devices (for reproductive

health only)

High-priority, low-incentive
product gap, unaddressed by com-
panies in scope
@ High-priority, low-incentive
product gap, addressed by compa-
nies in scope. Includes number of
R&D projects.

Blank cell: no high-priority, low-in-
centive product gap identified by
G-FINDER
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Over one third of product gaps with - JecessTo
low commercial incentive being FOUNDATION
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ATMI Disease Specific disease target > > > 0o X > Q=<
Contraceptive methods Reproductive health products* (2]
Diarrhoeal diseases Cholera*
Cryptosporidiosis* (1)

Enterotoxigenic E. coli infection
Giardiasis [lambliasis]

Rotaviral enteritis*

Shigellosis*

Typhoid and paratyphoid fevers

Other intestinal E. coli infections High-priority, low-incentive

00000 ©

HIV/AIDS* Q product gap, unaddressed by com-

Lower respiratory infections Due to S. pneumoniae* panies in scope

Malaria @ (2] @ High-priority, low-incentive

Maternal haemorrhage Postpartum haemorrhage* (2] product gap, addressed by compa-

Meningitis Due to N. meningitidis* nies in scope. Includes number of
Due to S. pneumoniae* (5) R&D projects.

Syphilis* Blank cell: no high-priority, low-in-

Tuberculosis @ (2] centive product gap identified by

Viral hepatitis Hepatitis C genotypes 4, 5, 6* @ (1) G-FINDER

*Specific product gap identified, e.g., for a new administration route to be developed, or serotypes to be targeted.



Collaborative research models appear | 2ccessTo
effective in engaging the industry in FOLNDATION
developing urgently needed products with

low commercial potential

GSK

AbbVie

Johnson & Johnson
Sanofi

Novartis

Merck KGaA

0 5 10 15 20 25 30 35
Number of high-priority/low-incentive R&D projects
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Seven companies have the strongest meDicIne
focus on high-priority product gaps
with low commercial incentive

R&D for high-priority, low-incentive product gaps

GSK

AbbVie
Sanofi
Merck KGaA
Eisai

Gilead
Bayer

FOUNDATION

R&D for product gaps not identified as having low commercial
incentive

GSK

AbbVie
Sanofi
Merck KGaA
Eisai

Gilead

O | Bayer

0 5 10 15
Number of R&D projects

20 15 10 5 0
Number of R&D projects



Only a few commercially-promising  mebicine

. . FOUNDATION
projects have plans for access in place

GSK

Johnson & Johnson

U N w»

Sanofi
Abbvie 1HANCNENEEN
Takeda

oo N

AstraZeneca
Gilead

Roche

—
ul
N

Novartis

Pfizer

Merck KGaA
Astellas

Merck & Co., Inc.
Daiichi Sankyo

O W NV W b N
\V]
V] S
\V]
\V]

l

Bristol-Myers Squibb

A bW

Novo Nordisk

—
E

Bayer

w

Boehringer Ingelheim
Eisai 2 Ml
Eli Lilly 1

Phase| @ Phasell @ Phaselll @ Received Market Approval

Projects that target multiple diseases or are being developed by multiple companies are
counted more than once



Access provisions are set earlier when  menicine

. . . FOUNDATION
projects are conducted in partnership

R&D in partnership

Early-stage [N 100%

Late-stage [N B 0 100%
In-house R&D

Early-stage |l 100%

Late-stage [ I ] 100%

@ Affordable pricing @ Donation programmes @ Local clinical trial sites @ Registration targets

® Responsible IP-management © Sufficient supply @WHO prequalification ~ No evidence of current access
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2016 Access to Medicine Index
Key Finding: Capacity Building



Leading companies systematically
address local needs

ACTIVITY

LEADERS

ACTIVE NUMBER

GEOGRAPHIC FOCUS

Companies are more active
than in 2014, with a simi-
lar proportion of long-term
initiatives. Four companies
directly target local skills

gaps.

GSK, Merck & Co., Inc.,
Merck KGaA, Novartis

China, Brazil, Kenya and
South Africa

Most companies build
capacity in-house and with
others. Three commit to
assessing third-party train-
ing needs.

AstraZeneca, Daiichi Sankyo,
Johnson & Johnson,
Merck KGaA

China, India and Brazil

Many best practice initia-
tives but large scope for
better information-sharing,
e.g., to report suspected
falsified medicines

GSK, Johnson & Johnson,
Merck & Co., Inc., Novartis,
Sanofi

Sub-Saharan Africa
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Majority of companies
update their safety labels
globally, but sharing safety
data is less common.

AbbVie, Bayer, GSK,
Johnson & Johnson,
Novartis

Latin America



Leading companies systematically mebicine |

FOUNDATION
address local needs

MANUFACTURING SRR PHARMACOVIGILANCE
MANAGEMENT
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2016 Access to Medicine Index
Key Finding: Business Models



Commercial business models access To
mepIcine

address lower income populations FOLINDATION




Commercial business models

address lower income populations

Company
Boehringer Ingelheim

Eli Lilly

Novartis

Merck KGaA

Pfizer

Name
PreCare
Coupon/Loyalty Programme

Lilly Expanded Access for People
(LEAP)

Novartis Access

Community-based Hypertension
Improvement Project (ComHIP)

Su-Swastha

Global Established Products portfolio
(business unit)

Geographic scope
Kenya
Kenya
China

Initially Kenya and

Ethiopia

Ghana

Rural India

Global

dCCess 10
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Disease scope
Stroke

Stroke
Diabetes

Cardiovascular diseases, diabetes,
respiratory illnesses, breast cancer

Hypertension

Cough, cold and allergies; immunity
and malnutrition; diabetic neuropa-
thy; diarrhoea; and dermatology.

Multiple diseases
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2016 Access to Medicine Index
Key Finding: Product Deployment
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True needs-based pricing is limited eI on

470

280 185
34
850
95 17
61 44
Products priced ..including with ..including in at ..and with at least one
equitably... price differentiation least one priority socio-economic factor

within countries country* taken into account.
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Leaders take multiple socio-economic
factors into account when pricing their

% of equitable pricing strategies* that consider socio-economic factors, per factor.

Disease burden/prevalence/endemic countries
Healthcare system financing/funding
Healthcare system infrastructure/maturity
Demographics
Level of economic development

Cost (of R&D/production/supply)

Commitment from government

Demand

Level of inequality

Ensuring patient education and disease awareness

Availability of alternative treatments [l 4%

Country's economic situation/vulnerability [l 3%

Unmet need/public health need || 3%

Ensuring appropriate use l 2%

Level of human development [l 2%
Supply chain [l 2%

Regulatory system | 1%



Licensing expands but excludes key
middle-income countries

2014

2016

Number of patented
compounds voluntarily
licensed for hepatitis C

Number of patented
compounds voluntarily
licensed for HIV/AIDS
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Large emerging markets are often mepicia O

overlooked in voluntary licensing FOUNDATION
agreements

\ o &
e

Covered by licences for at least ® Covered by at least one licence for @ Not covered by licences for Not in scope
one HIV/AIDS product an HIV/AIDS product either HIV/AIDS
AND at least one hepatitis C product but not for a hepatitis C product or hepatitis C products
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Performance of Japanese Companies



2016 Access to Medicine Index access To

OVERALL RANKING FOUNDATION
1 = 1 GlaxoSmithKline plc 343
|
2 4~ 3 Johnson & Johnson 2.93
|
3 4 4 Novartis AG 2.87
|
4 4~ 6 Merck KGaA 283
|
5 4 7 Merck&Colnc ‘ 2.65
|
6 4 8 Sanofi ‘ 2.58
|
7 * 15 AstraZeneca plc 2.53
|
8 v 5 Gilead Sciences Inc ‘ 2.45
|
9 = 9 AbbVielnc 2.39
|
10 ¥ 2 Novo Nordisk A/S 2.35
|
11 = 11 EisaiCo Ltd 2.34
|
12 v 10 Bayer AG 2.03
13 = 13 Bristol-Myers Squibb Co 1.97
14 4 16 PfizerInc 1.87
15 4 20 Takeda Pharmaceutical Co Ltd 1.77
16 v 14 Boehringer Ingelheim GmbH 1.70
o @ General Access to Medicine Management
17 =17 EliLilly &Co 167 @ Market Influence & Compliance
18 4 19 Daiichi Sankyo Co Ltd 161 ® Research & Development
) @ Pricing, Manufacturing & Distribution
19 v 12 Roche Holding AG 136 @ Patents & Licensing
20 v 18 Astellas Pharma Inc 1.32 @ Capacity Building
L ® Product Donations
rank 2014 0 1 2 3 4 5

rank 2016
change
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e Strong in Market
Influence & Compliance

* Highest proportion of
R&D through
partnerships, notably
NTDs

* Commits to not
enforcing patents in
certain low-and middle
income countries

e Donates to eliminate
Lymphatic Filariasis
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Takeda Co., Ltd.

mANK  SCORE

A > ‘Sales in countries i scope- Revenues by segment (3015)
sl Takeda Pharmaceutical Co., Ltd. R
e i S e New access strate gy
— S
\ 2
- E launched
Sueoyaturnis Revenues by segments
- — : .
B | rites coe et o Pamsot i Tt N S
PERFORMANCE - S — . =
e M 1| . ..
s dicine srategy sbgns with T It newly commts not o file for or enforce nde onon Byl s} e I S rr ] a r ‘ I a S I S a a S
ness strategy. This is not yet coupled with a solid compliance  patents in sub-Saharan Africa. It has not yet established A ) )

L1 2 ot verture between Tabecta and Teva

system, as evidenced by cases of misconduct settled since a structured product donation programme. It improves in
2014, Takeda has strong R&D commitments related to access  capacity buikding. particularly for R&D and pharmacovigilance.
to medicine, and shares P for leishmaniasis and Chagas ds-

ease. It also improves in pricing, where Takeda has newly

PORTFOLIO AND PIPELINE Products per disease category

mrommer mmmmmms o dengue and norovirus

Deogte i kow- and middie-ncome countries

CHANGE SINCE 2014
Iy-stage inovative propects for NCDS have Q-

e for analys forthe st time n 206,

« ¥t Lumched e ccess sirategy supported  + Implements redevant inter country equiable  « Has mproved s audting processes related to
trackeg pro. foe the first v, 15 00 hoc product domations, which & apphes
10 2 msted sedection of patners

ST —
oo Gesans DO o
e st gt dgeese docrdrs.The [ J

s and pertormance.

« b boen handed the targest fe folowng 3
g the peved of ansyss.

(ondact of 38 comparses i scope

« b mproved s measires fo ermur g cin
<ai ks e conducted ethicaly and = more

ransparent with cinical trol data

+ Doos not provede price or voume.of-saies

« Improves s accountabiity for its sabes agents
pricing practces.

« Mewly commits 10 0ot Slng for patents and
10 abandoning patents hekd i sub. Saharan
aria

« Has supported focal heath services m Hats

stakeboidors

cines for 3l dsexses, tree

ny i Gevelopeng medicines ind v

egected tropical dneases (NTDs) and five
NeDs.

Pipetine projects

N

Commits to not
enforcing patents in

33l

I procixts n ower-medde inc

Emsre the long-ter sustainatsiny of &
access strategy. Taeda can strengthen the ik

tcan actively seek

mamutcturers, whve relevant) o explore visble
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access plans 25

company expands
it Focus. As Taked expands ts pipelie nd the
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ong-term sustamabilty o s s¥ategy. 2 the
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eographe scape of
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Daiichi Sankyo Co., Ltd. .

* Pipeline increased 50%
for multiple discovery
projects

* Commits to reporting
falsified medicine to
national authorities

e Supports mobile health
clinics, access to medical
services

* Technology transfer of

vaccines in India,
Cameroon and Tanzania
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e * R&Din neglected
> U iseases such as

schistosomiasis and
Chagas disease

e Strengthens supply chain
management in China
and South East Asia

 Commits to building
manufacturing capacity
in Brazil and Iran
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Q&A



dCCess 10
mepICIine
FOUNDATION

Thank you

jiyer@atmindex.org



