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Part 1
Current Status of
Generics Market in Japan




The Government Target of
Generics Market Share 30% by 2012

* Council on Economy and Fiscal
Policy (may 15, 2007)

* Generics have to have 30% F=:
share of Total Prescription A OF A
Drug market in Japan at ShE.
volume base by FY2012! P~ T

/i

Council on Economy and Fiscal Policy



Further Use Promotion of Generics
After 2012

* Road map of the further * Integrated Reform of

promotion of Generics social security and tax

— Next Target of Generic
Market Share ?

— Drug Price Policy of the
generics and off-patent
bland drug

Prime Minister Noda



Comparing Generics Market
in the World (2009)
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The Market Share of Generics in Each Countries Against
Off-Patent Products (2010)

Generics MOriginal brands
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(1)Source: Central Social Insurance Medical Council 2012
(2)Source: IMS Health, MIDAS, Market Segmentation, MAT 2010
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The History of the US Generics’ Market
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Part 2

Activities of
Japan Society of Generic Medicines



Japan Society of Generic Medicines

* History of Society
— |t starts as a generics research group in 2002.

—The research group became Japan Society of
Generic Medicines in 2007.

* The number of members :4200
—Pharmacists
— Physicians
—Researches



Activities of
Japan Society of Generic Medicines

A range of activities to promote the wider
acceptance of generics in Japan, including

(1) Research on quality, information, and supply
structures

(2) International research
(3) Education

(4) Recommendation of Generics Policy to Ministry of
Health, Labor and Welfare

(5) Others



Transition of number of members
-~ of Japan Society of Generic Medicines
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Activities of
Japan Society of Generic Medicines

Committee activity
The main Zz0 jgﬁﬁ_”‘ -Editorial committee
. -Distribution committee
activity -International committee
for physcia -Quality evaluation committee
and pharm - Policy proposal committee
G . — -Biosimilar subcommittee
eneric ergza;mnae
Information Journal o | |
Systems Scientific Meeting and Symposium
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5 . HERT=0gc." 't 4 A4,
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The main | [Sig st 3| FE)
activity | | Mz
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for drugstore

Generic drug retrieval site for patient
(PC version & mobile version) 14

Generic drug Generic drug
request card enlightenment
for patient poster



The Sixth Science Meeting of

Japan Society of Generic Medicines
(June,2012)

Dr. Nobuya Koyama, MD. Chairperson,
Professor, Toho University, Department of Medicine
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Journal “Generics Study” in 2011 FY

Edit chairman: Dr. Hiroyasu Ogata
(professor emeritus , Meiji College of Pharmacy)
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Generic Medicine Information System
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A site that allows comparison of generics in
terms of factors such as quality, available data,
supply structure, and price

Generic medicine Information System
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A Web Site for Patients to Search
for Generic Drugs

* The "Patient's Medicine Box" site was
launched in January 2005

— Users can search for prescription drugs as well as
hospitals and pharmacies that actively prescribe
generics, according to surveys

* The site is intended to increase public
familiarity with generics
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http://gigamailer002.livedoor.com/cgi-bin/ldoor/dnet/xmail.cgi/menu_r1_c3');MM_swapImage('menu_r1_c3','','IMG/new_menu/menu_r1_c3_f2.gif
http://www.ge-academy.org/interview.htm
http://www.generic.gr.jp/
http://www.ge-academy.org/whatnew.html

Tools to encourage the use of generics for the patients
The "Generics Please" Card
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Can be downloaded
from the Japan Society
of Generic Medicine's
web site (in Japanese)



300 pharmacies that supply generics display
stickers to show that they are recommended by
the Society
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Facts and Myths about Generic
D
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~ Q&A about Generics~
http://www.mhlw.go.jp/stf/houdou/2r98520000026nso-att/2r9¢


http://www.mhlw.go.jp/stf/houdou/2r98520000026nso-att/2r98520000026nu5.pdf
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Japan Society &f Generic Medicines has.held’

“ Generic Drug Safety Use Seminar”}
with the Ministry of Health Labor and Welfare
In every year



Biosimilar Subcommittee Meeting
and Symposium (July 9,2011)
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8l l .
Opinion exchange about Generics

with John Lechleiter. Chairman of
1, May 21 2012\
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Policy Recommendation of
Japan Society of Generic Medicines
to Ministry of Health Labor and
Welfare



Recommendation for Revision of
Medical Fee System (2012)

@Introduction of INN Prescription
@Change of Prescription Form
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@Change of Prescription Form
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@ INN prescription
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Trend of Prescription Rate of Generics
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Road Map for Further Promotion
of Generics



Examination Committee
Concerning Generics Promotion

Industry group - provider

@Evaluation to
GE manufacturer
(The stable supply

etc. )

-

Examination
committee

instruction“ f report
- )

J

@Proposal for further
use Generics (proposal
to road map)

@Procurement situation of API
for stable supply of product




Committee Agenda

@Proposal for further use Generics (proposal
to road map)

@Examination about criteria for choosing
Generics for provider such as criteria of
stable supply

@Investigation concerning procurement
situation of API



Proposal for Road Map for the
Next Generics Market Share

(%) “Japan Sociewmic Medicines”
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Super-aging society and Generics

Super-aging society is just around the corner
with the longest life expectancy and the largest

scale at the quickest speed.



The Ratio of over 65 to Total Population

World Trend

Er-%

(%)

45

A

35

25

2

15

10

5

i

I I I I I I I — I
1950 1955 1960 1965 1970 1975 1980 1985 1000 1995 2000 2005 2010 2015 2020 2025 2030 2035 2040 2045 2050

I'E'i
LS £

(206 E)
——- BE= 20.1
=T 19.7
A ir—F = 172
= 16.8
12 1838
A F 16.3
T 161
FAIHSEE 123



t;;'_?[_‘_y_?“ Trend of Medical Expenditure for the Elderly _'i'ﬂ
13.2
10 | Medical expediture per GDP(%) [ 45
Medical expediture without \
G0 | copayment per GDP(%) 9.9 | 10
\a_a
m -
| 8
m -
L
30 |
| 4
m -
Medical
10 | expenditures for || 2
the elderly
0 0

2004 Fiscal year 2010 Fiscal year 2025 Fiscal year



Important Roles of Generics
in the Super-Aging Society

* The advantage of generics is that the price is lower
than originators. Generics will contribute to the
reduction of the medical expediture burden in our
country on real aging society

* Moreover, generics have the advantage of
promoting the competition of the market of the
prescribed drug, and contributing to the control of
the price of the drug.

Informal meeting about ideal way concerning medicine of the 21st
century”“(Pharmaceutical Affairs Bureau in June, 1992)
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