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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% 
share of Total Prescription 　
Drug market in Japan at  
volume base by FY2012!　　

　　 Council on Economy and Fiscal Policy 



Further Use Promotion of Generics
After 2012

• Road map of the further 
promotion of Generics
– Next Target of Generic 

Market Share ?
– Drug Price Policy of the 

generics and  off-patent 
bland drug 

• Integrated Reform of 
social security and tax

Prime Minister Noda



(1)Source：IMS Health, 2008
(2)Source: IGA, 2007 
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 in the World (2009) 
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    (1)Source: Central Social Insurance Medical Council  2012
    (2)Source: IMS Health, MIDAS, Market Segmentation, MAT 2010

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



 

　　　　
米国マイラン、フェザー社長、コーリｰ会長　佐藤社長
　　　　　　　　　　　　



　 9(1)Source: GPA Annual Report 2009

(2)Source: IMS health, National Prescription Audit

1984
The Hatch-Waxman Act

1994
The first patent challenge 
：GE. 180-day exclusive-
marketing-rights grant 

1989
GE　Quality 

Problem

(％）

The History of the US Generics’ Market

(year)

1906
Medicare Part D Plants



Part 2

 Activities of 
Japan Society of Generic Medicines 



Japan Society of Generic Medicines

• History of Society
– It 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
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Members：４２０３
Corprate Members ：３６ 
　　　　　　　　　（May,2012）

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

Generic 
Information
Systems

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

Generic drug 
recommendation poster
 for drugstore

Journal Scientific Meeting and  Symposium

The main 
activity 
for physcians 
and pharmacist

The main
 activity 
for patients

Committee activity
･Editorial committee
･Distribution committee
･International committee
･Quality evaluation committee
･ Policy proposal committee 
･Biosimilar subcommittee 

Generic drug
 request card
for patient

Generic drug 
enlightenment 
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)



　Generic Medicine Information System



A site that allows comparison of generics in 
terms of factors such as quality, available data, 

supply structure, and price



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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Tools to encourage the use of generics for the patients   

The "Generics Please" Card

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



Facts and Myths about Generic

～Q&A about Generics～
http://www.mhlw.go.jp/stf/houdou/2r98520000026nso-att/2r98520000026nu5.pdf

http://www.mhlw.go.jp/stf/houdou/2r98520000026nso-att/2r98520000026nu5.pdf


 Japan Society of 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)



Opinion Exchange with Dr. Shwarzberger 
   form Sandoz on June 2009



Opinion exchange about Generics
with  John Lechleiter、Ｃhairman of PhRMA  
on May 21, 2012





Policy Recommendation of 
Japan Society of Generic Medicines

to Ministry of Health Labor and 
Welfare



Recommendation for Revision of 
Medical Fee System (2012)

①Introduction of INN Prescription 
②Change of Prescription Form



30中 医 協  総 － ３　２ ３ ． １ １ ． ９
「後発医薬品の使用促進のための環境整備について」より抜粋

Deleted the column “Unsubstitionable to
                         generic drugs”

Promotion of INN prescription



(2010年診療報酬改定）①Change  of Prescription Form

Clarified for individual drugs 
indicated on each prescription

Comprehensive 
“Unsubstitionable 
to generic drugs”



③医師の一般名処方を行うこと③③　　② INN prescription

Add 20yen 
per 

prescription 



Trend of Prescription Rate of Generics 
（Dec 2009~May 2012)

＊レセプト電算処理システムで処理された薬局における調剤レセプトデータより集計
＊平成24年4月以降は後発医薬品割合（数量ベース）から経腸成分栄養剤および特殊ミルク、生薬、漢方を除いている

Revision of 
Medical payment 
System (April 2012)

Trend of Prescription Rate of Generics 

(%)

(month)



 Road Map for Further Promotion 
of Generics



Examination Committee 
Concerning Generics Promotion

　
Ministry of Health 
Labor and Welfare

Examination 
committee

reportinstruction

providerIndustry group

参画
①Proposal for further 
use Generics (proposal 

to road map)
 

②Evaluation to 
GE manufacturer 

(The stable supply 
etc. )

③Procurement situation  of API 
for stable supply of product



Committee Agenda

①Proposal for further use Genericｓ (proposal 
to road map)

②Examination about  criteria for  choosing  
Generics for provider  such as criteria of  
stable supply

③Investigation concerning procurement 
situation of API



Proposal for Road Map for the 
Next Genericｓ Market Share 

Target　“Japan Society of Generic Medicines”

FY2013  FY20155 FY2017

Total prescription drug(volume base)

（％）

(year)



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



Medical expediture  per GDP(%) 

Medical expediture without 
copayment  per GDP(%) 

Total 
Medical expenditure 

Medical  
expenditures for 

the elderly

Trend of Medical Expenditure for the Elderlytrillion yen

           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)



Thank you for listening !
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