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1. General information

2. Key issues for JPMA
* Ensuring compliance in industry
* life science budget and the “Control Tower function”
* Corporate tax and R&D tax credit
* Pricing

3. International cooperation
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Abe administration TPMA

Japanese Prime Minister Shinzo Abe focuses on

stimulating Japan economy, and appears “Abenomics”
with his 3 key agenda;

1. Bold financial policy
— 2 percent inflation target

2. Rapid and active fiscal policy
— “Emergency Economic Stimulus Measures”

3. Growth strategy for promoting private investment
— relaxation of regulations
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JPMA and FPMAJ @

JPMA

Federation of Pharmaceutical
Manufacturers’ Associations of
Japan

Japan Pharmaceutical Manufacturers
Associations

-Joining 70 R&D pharma companies
President: Dr Isao Teshirogi (Shionogi)
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Key Issues for JPMA towards FY2013 @

JPMA

Ensuring compliance in our industry

Further enhancement of measures to develop the R&D based
pharmaceutical industry

— Strengthening of “Control Tower function” of science and
technology/medical policies and unification of budgets among
the ministries and increase of life science-related budgets

— Improvement of tax system related R&D to strengthen
international competitiveness.

— Full implementation of the new drug price system: “New
Premium System for the Promotion of Innovative Drug and
Resolution of Off-Label Use (New Premium System)”

Further promotion of international contribution and co-
operations
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Ensuring Compliance and Code of Practice jpya

e Thoroughness of JPMA Charter of Business Activities’ and
‘Compliance Program Guideline’.

e ‘JPMA’s Code of Practice’ in preparation to be effective from
April 2013.

e Promotion of understanding ‘Transparency Guideline in
relation to Medical Organizations” enacting in April 2013.

Scope of disclosure;

1. Research and Development expenses; Joint research, Clinical study, ADR, Post-
marketing surveillance, etc.

2. Academic research support expenses; Donations, Co-sponsored academia
conference, etc.

3. Manuscript/Writing fees; Fees for lectures, etc.
4. Information provision-related expenses; Lecture meeting expenses, etc.
5. Expenses for hospitality as social courtesy



Control Tower Function for science & Technology \_9’
policy and budget allocation JPMA

Shortage of budget amounts and def'iciency In strategic/focused distribution,
duplication of various measures and lack of collaboration

(MET]) based on Council for Science and Technology Policy records

Origin: Industrial Structure Council Industrial Science Technology Policy Committee/Research and
Development Subcommittee reports

1,494; 4% Source: based on FY 2011 budget plan of each
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Ref: FY2009 Life Science Budget 346.1 billion yen

Source: February 20, 2009 Council for Science and Technology Policy records

Establish “control tower function” to allows “further enhancement of related

budgets” and “efficient investment in budgets through
elimination/integration of similar measurements!” 2




JPMA'’s requests for a tax system to promote R&D
Investment and Increase of R&D tax relief

* Perpetuation of 30% upper limit of R&D tax credit
(max 30% of the corporate tax)

— Abe cabinet confirmed that maximum 30% of
corporate tax (current 20%) can be offset by R&D
investment in FY2013-14, along with its
"Emergency Economic Stimulus Measures"

* Further Reduction of Corporate Tax Rate

* Other major proposal
* Introduction of Innovation Box
* Introduction of Angel Tax System for Corporations
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Comparison of Corporate tax rate and R&D tax credit \9

JPMA

R&D tax credit

Effective
- Corporate The value of tax credit ] ) Changes in R&D tax credit
ULESEI) (LJis for small and middle sized firm) e Caiunoieead
Main part: 20%
5% of amount of amount of Allowed carry-over
of increase or tax, period, usually for 1
J 38.01% 8-10% of total R&D spending a certain rate | Additional part: | yr (only for 2009
ae=y (Tokyo) [12% of total R&D spending] + 0{ ;ﬁstshgf 10% of amount | and 2010, until 2011
of tax and 2012,
sales (total of 30% respectively)
max)
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R&D spending )
24% * Increase premium credit rate (large firm:
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150%—175%) from 2008
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UK trom Amount t07.2% of total R&D spending [£7.5m in each Indefinite 200% (from FY2011) and to 225% (from FY2012)
FY2013 [Amount to30% of total R&D spending] project] « In the Financial Act 2012, proposed to transfer to
and 21?’ the above the line credit from the current system
from ° - Patent Box system (Reduce of corporate tax rate
FY2014 to 10% if the profit is attributed to patents) come
into force from FY2013.
byrs
Taxable income (if _ . _
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+50% of (R&D(spegg;{?ﬁ%)/sales amount) of increase - R&D spending for cutting edge technologies,
S. Korea 22% or, . or  [50% of amount none 5yrs increase tax credit rate to 20% (usually 3~6%
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X of increase from 2010)
<or, 30%*>]
Xif specific industry/R&D related to
technologies
» Established the premium credit rate of 250% to
Singapore 17% Amount to 25.5% of total R&D spending - - the R&D spending as “credit for productivity and

innovation” from 2011

Updated 20/April/2012
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Appropriate Reward for Innovation /PVA

Trial period of “New Premium System for the
Promotion of Innovative Drug and Resolution of Off-
Label Use (New Premium System)” introduced in
2010 was extended to 2012 and 2013, on the
recommendation of a government advisory panel
(Chu-i-kyo)

New Premium System is expected to stimulate R&D
pharmaceutical companies to develop new
drugs/indications which are currently available in
Japan only through off-label use.

JPMA propose to make the premium system

pe rmanent. *Chyu-i-kyo: Central Social Insurance Medical Council
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Conventional system and New Premium System @

) JPMA
(since 2010)
NHI price Requirement: the discrepancy rate of actual market price
A Price of forerunner product applicable is not higher than the weighted average discrepancy rate
Forerunner to the premium of the entire listed products
product— @ r = : @
N yen :
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\ Respite of price reduction
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Price of forerunner product not applicable =
: : . J
to the premium (conventional system) LLECEEPEERFERFEEREERL I8
Reduction based on
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forerunner product
Exceptional reduction
(4-6%)
Listing of forerunner product Launch of a generic First price revision

product or elapse of 15  after a generic product  Time
years after listing has been launched




Sales turnover
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New Premium System for the Promotion of ]-% A
Innovative Drug and Resolution of Off-Label Use

Reinvestment in R&D for new . .
Changes in domestic development costs

drugs and unapproved drugs

(Totals from 12 out of 15 companies that responded to a survey)

Patent

period 386.4 Byen

Shifts in sales turnover of drugs subject to the “premium to promote the
development of new drugs and eliminate off-label use” (image)

316.8 Byen

To immediately respond to the needs of
citizens/patients and medical professionals...

. . FY2010 Domestic development FY2015 Domestic development
O Accelerate Innovative new drug development costs (total of 12 companies) costs (total of 12 companies*?)
. Source: August 24, 2011 Central Social Insurance Medical Council;
O Respond to Unmet med |Ca| needS Special Committee on Drug Prices records
O Eliminate unapproved drugs/off-label drugs O Actions to accelerate/vitalize new drug
and drug lag development in Japan

Full adoption/perpetuation of the New Premium System to

vitalize creation of innovative new drugs!



Asia Partnership Conference of Pharmaceutical

Associations (APAC)

Mission: To expedite the launch of innovative medicines

for the peoples in Asia

Organization (12 association/11 economies)

Economies

HKAPI

The Hong Kong Association of the Pharmaceutlcal Industry
élnternatlonal Pharmaceutical Manufacturer Group

élnternatlonal Research-based Pharmaceutical Manufacturers Association

§Korea Pharmaceutlcal Manufacturers Association

Hong Kong

Indonesia

Taiwan

Korea

KRPIA éKorean Research based Pharmaceutlcal Industry Assomatron Kdree
| OPPI Organizaiionof Phamaceutical Products of ndia  nda
_____PhAMA Pharmaceuncal J—— Of MalaySIa MalaySIa
PHPA éThe Pharmaceutical and Healthcare Asseell.etten”ef thePhlllpplnes Phlllpplnes ”
| PReMA The VPharntaeeutlcaIr Research and MenutacturersrAssorcrletlen rrrrr | Thallend |
RDPAC R&D based Pharmaceutical Association in China China
| SAPI Slngehore Assomatron cr)frPharmaceutleelrlndustrres 7777777777 Slngar:)ere |
| JPMA éJapan Pherrneceutleelr I\V/IranufacturersAssometlen 7777777777777 Japen -
Guests: Representatives from PhRMA, EFPIA, IFPMA, interpharma, FPMAJ, MHLW and PMDA

JPMA
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Asia Partnership Conference of Pharmaceutical \,9
Associations (APAC) JPMA

Goals

Share information regarding the challenges faced in each
economy and build a platform to transmit all necessary proposals
of APAC as necessary

Topics discussed at the Conference

€ Regulations and approvals

Offer recommendations to realize early submission and
approval of NDAs in Asia and Stable supply of quality drug
at global standards

€ Drug discovery alliances
Promote open innovation in Asia in order to realize drug
discovery that originates in Asia

APAC will be held annually < AT
2nd APAC meeting held 11-12 April 2013. 1t meeting in 2012



Further international co-operation
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JPMA

Bilateral annual meetings with industry associations and/or

local governments:

- JPMA and DoH, ABPI
N (17" meeting in Nov 2012)

k‘ly
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HAS

JPMA and VFA

JPMA and EFPIA
(Feb 2012-~)

JPMA and LEEM with CEPS,

(20" meeting in Feb 2013)

(9 meeting in Nov 2012 )

JPMA and AIPM
(Jun 2012-~)

MHLW, PMDA, JPMA,

MoHW, KFDA, HIRA, KPMA
(10t meeting in Jun 2012)

MHLW, PMDA, JPMA, NHFPC
(MoH), CFDA (SFDA), RDPAC

(7 meeting in 2013)

MHLW, PMDA, JPMA,

Taiwan-FDA, CDE, industry
association (7t meeting in 2011)
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JPMA

Thank you for your attention




