PhRMA
Annual Press Conference

February 1, 2017

Patrik Jonsson
Chairman of Japan Based Executive Committee
PhRMA




Japanese Policy Changes

Have Fostered Patients' Access to New Medicines

 Thanks to the transformation of the PMDA, pricing stability,
and predictability, innovative medicines have become
accessible to Japanese patients much more quickly

« Pro-innovation policies such as price maintenance premium
and sakigake system by the Japanese government have
yielded positive results

« Also, we have seen an unprecedented wave of innovative
medicines that allow doctors to treat devastating diseases
like cancer and hepatitis C




Improved conditions drive innovation
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Observed Improvements

In 2014, the submission gap was From 2009 to 2014 the number of approved Number of medicines in
21 months shorter : innovative therapies in Japan development increased from
than it was in 20107 increased by 93%° . 619 in 2009 to over

1,200 In 20155

ok Japan; 2PMDA 2012 Currel rmaceutical regulatory aff n; 3PPD 2013 Conducting clinical trials in Japan: A CRO perspective; *“MHLW June 2014 Strategy of

Products Approved; "CIRS approvals in ICD Countri 4




Innovative Medicines Have Increased

Cancer

New therapies have
contributed to significant
declines in cancer death

rates in Japan since its
peak in 1995.

"

3 out of 5 people

at least 5 years!

mw Source: Health Advances analysis; 'FPCR 2014 Cancer Statistics in Japan; *WHO Mortality Database (accessed February 2016)
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Survival Rates in Japan

1995 to 2013 — All Cancers?
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Percent Decline in Cancer Mortality Rates Since 1995

United Kingdom

1995 to 2013 — Various Cancers in Japan?

-12% colon

-22% Leukemia
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Full Benefit Still in Front of Us in Japan

Sharp increase in the number of drugs submitted for regulatory approval - more than double-
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Continued Increase In Investment

In clinical development across Japan

8 2 ; (+21% since 2013)

CLINICAL TRIALS*

18,095 s

SITES** ’
# of clinical trial conducted ’

16+

THERAPEUTIC AREAS

Allergy Infectious Disease

Cardiology = Musculoskeletal Disease

CNS Oncology

~ /
201 ® Dermatology Ophthalmology
. 101 ~ 200 - Endocrine Metabolic Disease Respiratory Disease
' 31 ~ 100 Gastroenterology Urology
s Hematology Rare Diseases

Immunology Others




The Biopharmaceutical Sector in Japan

Has the Potential to Become the Largest Investor

Share of Business R&D by Industry!2

13% 5% 0 0
USA 3 5) 4% 3% 1%
Pharmaceuticals Software Automobiles Aerospace Computer Systems Scientific R&D
& Medicines Design Services
27%
EU . 5% 5% 5%
8%
Automobiles & Parts Pharmaceuticals Technology Aerospace Electronic & Banks
& Biotechnology Hardware & Defense Electrical Equipment
20%
JAPAN %
1370 0
3 9% 7% 7%
Automobiles & Parts Electronic & Pharmaceuticals Leisure Goods Chemicals Technology
Electrical Equipment & Biotechnology Hardware

&D spending is conducted by other industries, including subsectors of the machinery sector, the electrical equipment sector, and the professional,

enter for Science and Engineering Statistics, da nds s 0 siness R&D performed in the United States,
2013; 2European Comr n, 2016, The 2016 EU ind al R




The Aging Population in Japan Is

Straining the Japanese Health Care System

The elderly population is expected to make up over
20% of Japan’s population by 2040*
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Elderly patients spend per capita
4 times the amount of money

on medical care as younger patients3+4
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The Needs to Continue Investing In Innovation

To Develop New Medicines

In 2014, the societal cost of dementia was ¥14.5 trillion,
nearly 3% of Japan’s GDP! 1§0]0, ’ 0]0]0,

The number of people quitting their jobs each year
to care for sick family members?

M Inpatient Care ~50 %

The percentage of the societal care cost for

B Outpatient Care . . .
dementia that is borne by families?

Home Care

Institutional Care

30 months

The amount of time spent in nursing home care per
patient that could be delayed if currently available
medicines were used for at least 9 months?

B Informal Care

By 2060, the projected societal costs of dementia are estimated to be

¥24.3 trillion




Vastly Different Health Care Systems with

Some Common Challenges

Innovation Medicines Can Be Part of the Solution, but...

Chronic
Disease

Today’s medicines
are dramatically
/ \, different from the
medicines of a
Poor ﬁ
Outcomes ‘;;:m

€¥ g‘géﬁzslﬁg decade ago, but the
way countries plan
/ for, regulate, and
\ fund innovation has
not kept pace

Access
Restrictions




Uncertainty and Unpredictability
In the Japanese Marketplace

)
Innovation is harder
and more costly
* Per-patient clinical trial costs in Japan

are two to six times higher than
anywhere else in the world?!

o
Investments in innovation
are increasingly risky given
the unpredictability of the
Japanese market

* The innovation premium has not yet
been made permanent?

* Potential introduction of annual price
revisions will make R&D investment and
drug launch in Japan less attractive®

» The stagnant Japanese economy is a
risk to future investments in health care

o
Challenges exist impeding
patient access

* “Optimal Use Guidelines” are
introducing uncertainty in the new
product adoption process

* HTA programs that impose cost-
effectiveness at the point of listing new
drugs threaten to undo progress made
minimizing the submission gap*




Investment in Japan Would Become Even More Risky

As costs to develop a medicine has increased by 1/3",
Average peak sales per medicine have been halved since 2010

Since 2010, the average cost ...While at the same time the average
of developing a novel therapeutic has peak sales per asset has

INCREASED BY 33%... DECREASED BY 48%
33%

r— ¥89 billion 4 8 %

Y173 billion sadles

¥130 billion
¥46 billion

Source: Deloitte’s “Measuring the return from pharmaceutical innovation 2015: Transforming R&D returns in uncertain times”

T http://www?2.deloitte.com/uk/en/pagesl/life-sciences-and-healthcare/articles/measuring-return-from-pharmaceutical-innovation. html
T fﬂ |‘ i Deloitte’s Measuring the return from pharmaceutical innovation 2015: Transforming R&D returns in uncertain times publication has been written in general terms and therefore cannot be relied on to cover specific situations; application of the principles set out will
{ depend upon the particular circumstances involved and we recommend that you obtain professional advice before acting or refraining from acting on any of the contents of this publication. Deloitte LLP would be pleased to advise readers on how to apply the
. E——F principles set out in this publication to their specific circumstances. Deloitte LLP accepts no duty of care or liability for any loss occasioned to any person acting or refraining from action as a result of any material in this publication 12




Yen (billion)

Spending on pharmaceuticals in Japan
will remain flat over the next five years

D

2010 2011

Market Segmentation Sales

2012 2013 2014 2015

2016 2017 2018 2019 2020

mNon-generics mGenerics

Other




Japanese Pharmaceutical Prices
Fell Below the EU® average in Recent Years

ity o1 | 12| 21

Median
of the ratio

e 1.13 1.25 1.03

Europe)

Number of

28 18 28 27 26 19
products

* Incl. UK, Germany and France




Drastic Change in Drug Pricing could Lead to Risk

RESEARCH

PROGR!

For tha Owarnaul of the Drug Pricing Syatam
December 20 2016

Inniwaive and highty expensive drugs have been appearing In recent times, but given the
Inabiliy of e curent drug pricng System 1o handie sUCh UGS Wih fedbilty there s
ConcEM ower the IMpact on Me national bunden and hedth nsurance iNances.

With a view to achieving a edudtion in the national burden’ and ‘qualitative Impeowement:
of heafihcare’ for e benefit of the public through combiring the “sustainabiliy of universal
COVErAgE’ Wi the ‘romoton of Innovation’, the foliowing Initiatves shail be taken to
Oveshaul the arug pricing System with cose attention given t the PDCA cycs.

1. Overhaul of the drug pricing systsm

{1) To taits= 3 respanse 10 changes N the croumstances following NHI listng and
ensure the prompt handing of crugs achisving Market EXpENSIn Over and BOVE 3
certaln fevel following the additon of dlcatans stc., the price of sueh drugs shall e
revised four imes 3 year taking MEpmU SOVantage of new dnug ksting fmings.

{2) To control the nationsl buden MIoUgh Me Tmealy FEfection of market prices In NH
drug prices, all products shall be subject 10 an annual drug price survey and their prices
revised on the basis of Me resuls.

Accomingly, In 3gdition t e cument biennial drug price SUVEY, 3 Survey snall be
Conguctsd ON M3JOr pErstons St. dunng the INtervening year 35 wal and the prices o
P prica {522 Note) shal be revisad.

Noba: A on the shall be 017,

In aagition, the accuracy of Me Mesulls, Me methodologles used and other matiers
conceming the dnug price survey shall be verfled. WEh reference Sensio the revision of
thes sunvey per se shall be discussed and 3 concision reachad dunng 2017

[3) To encourage the deveiopment of INNOVSENE New OGS, TE DETIIM ta promets naw
drug development and elimination of oftdabel use shall be subject to 3 zem-based
ovemaul. In conjuncion, cost-efeciivenass assassments shall be introduced on 3 full-
s basts Into drug pricing, Incuding poviskon Tor the price INCR35E 0f dugs gven a
high cost-efectiveness @ng. This and other measures snall am 0 ensure the

HOPE

For the Overhaul of the Drug Pricing System

t of Innovation thrugn the proper Idsnifcation of genuingly efective drugs
hots Investment In R&D.

for e fulecde IMmducion of costeffEctvences 3sseEmENis, wih
o to expert inowiedgs, the modalty fr the condust of the assessMENS
oz and frAmewOrks WiN @ Indegencent standpolnt shall be
bid  conciusion resched during 2017

Jaitvas to be taksn alongalos reform

luracy and trensparency of drug pricing fonmuiae shal be fuly assured.
, win consideration given fo Ifonmation regamed by pharmaceuscal firms 35
Ifidential, messurss to carty the Dasis of drug price CaUIAEONS and promots
Jrency of the drug pricing process shall be discussad and 3 CONCIUSIN rEached.
the forsign avermge price SdUSIMENt Method fr high-cost dugs: &5, I
Jral be Improved through more acourate identification of the fonsign prics with
[erence to system wariaions.

lia busness condtions of parties aTected by the drug pricing o shal e
[iifed and actions to take where necessary based on the findings shall be
bd 3 conciusion resched.

bum Japen's phammaceutcal Incustry from e cument long-isted produst
ol Into 3 strucure bearing greater drug dscovery capabilly, messuss o
E RAD suppon for Irmovative Dlologics and bIOSITISTS, SUPPORt veniure
a0 promate Market competiion aMong genenc ManUfscturers shal be
b  concusion rached.

re stable drug supplies, greater efclency In distrbulion shal be achieved
ng consideration to Me achal business condiions Of operaiors while
forts to Improve distibution practicss and taking appropriate acon to
Proft Stiucture In Iine with the market envimnment. To faciiate Sppropriate
pﬂczb'mamn effective messures o promote single-product, single-price: tansacions
and 2any setfiements N particuiar shall be discussed and a conciusion reached.

(5) Measures to ensure the prompt delvery of Tovel haam technologies wan an
esiablished repuistion fo pafients shal be discussed wih reference fo thelr cosl-
effeciveness.
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Conclusion

What is at stake?

« Japanese patient access to the newest medicines (drug lag)

« Japan’s reputation as a pro-innovation and predictable
Investment destination

* Potential for economic growth in sector
v' R&D investment

v Successful move up the innovation value chain for domestic
companies

v" More jobs




How Can We Address Total Health Care Costs?

« To maintain the Japanese healthcare system, we must
consider financial stability of the system

« At the same time, here still exist significant unmet medical
needs and we might be able to treat/cure those moving
forward

« We, PhRMA believe that we need to strike a balance
between...

Sustainability of better outcomes,
better access, and continued innovation




The Need to Seek a New Health Care System

to Keep Pace With Innovation

Chronic Disease

(Reduction V \’

Economic Growth Increased
Enabling More Spending
Spending on ¥ 3 But
Innovation

Greater Effect

\0/

Get well and Return to
Economic Activities




Conclusion

Challenges: Japan has the highest proportion of older
adults in the world, increased instance of chronic
disease, and cost pressures

v Key challenge is finding the correct balance between
pro-innovation policies and cost containment

v' Major reforms undertaken too quickly and without
consultation with relevant stakeholders may yield
unintended consequences




Conclusion

Goal: For the Japanese government to achieve
goals, PhRMA is committed to

v Continue to provide Japanese patients with the world’s
most innovative medicines in the earliest timeframe

v' Strongly support efforts to build upon recent successes
and maintain the long-term stability of Japan’s world-
renown healthcare system

v Focus on ensuring that the Japanese biopharmaceutical
sector achieves its full potential




Conclusion: Reform to the System Must Involve

Stakeholders

« Sweeping changes to the drug pricing system -- under
consideration

« Rationale for contemplated changes clear -- process and
outcome remain unclear

« Comprehensive reform of this magnitude -- only succeed if
all stakeholders, including Pharmaceutical industry, are
Involved in a meaningful way

PhRMA is willing to work with the Japanese
government proactively to achieve mutual goals




