" 2010 Pivotal Year I .

;r'j

J'f EZF/I;IJ"U‘JOE;?%FII:IIJ#:- _'. L= S i&.ﬁ

uto MD PhD \
B} Jdpan Society of Generic' Med|C|
tigal U |verS|ty of Health'and Welfare
% chdol* Professor)




IRy EE R E20105F

Generic Drugs in 2010

20104, 3DNDERK
Significance of 2010
=

=
>




010F VT RYYIEREE~IDDEK~

* 2010 LB DDERTOIRVIERRIZEST
81 B D £ 2010 will be pivotal year for generic drugs
Three reasons

* 1DHDOEK
— RN SUE S
Medical fee revisions
* 2D2HDOEK
- xR )y IBEEM2010FEHRE
2010 problem for generic industry
* 3IDHODERK
— ERTNAFLE5—MNETLT-
First domestic launch of biosimilar




zD1
20104 (T2 R SR o € &F

2010 Medical fee revisions
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Last one before 2012 and government generic
penetration target of 30%
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Percentage of generic drug prescriptions (volume base):
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Amendment in incentives for generic drug dispensing
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Number of pharmacies receiving generic drug dispensing fee (Nippon
Pharmacy Association survey)
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Expansion of DPC hospital and generic drugs

DPC:comprehensive flat-sum reimbursement



DPCEfhEnH

i - FREF
A, FES
B
=RALE
TRET#R DR

ABREARF (38. 9%)

BRZE(10. 4%)

B[RS WT (6. 6%) m G1FRELLN(70%)

BEE ES(13. 9%)

ME
AFEILLTIE, EATICEERVPREEZXLLONA.,
—TFEEO I =>ZlHEo R )y IEELNMEHLNS

DPC comprehensive flat-sum reimbursement:
flat-sum reimbursement regardless of drug usage or tests
This promotes use of cheaper generic drugs
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Expansion of DPC hospital
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Replaced 65 injectable drugs with generics versions
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Hospital policy on shift to generic drugs
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The St. Marianna University School of Medicine example
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Cost-reductions through shift to generic injectable drugs (2005)
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Generic drug displacement by IUHW Mita Hospital
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Generic drug displacement by IUHW Mita Hospital
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Generic drug displacement by IUHW Mita Hospital
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Impact of DPC on pharmaceutical demand trends
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Jsage of generic drugs by DPC hospitals and quasi-DPC hospitals
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Accelerating generic drug industry movement




New entrants in the domestic generic drug market
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Entering the biosimilar era
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Launch of Epoetin Alfa BS Injection
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Sandoz: Human growth hormone
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Teva-Kowa and Nippon Kayaku
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Products, Company, Patent expiry
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IR (EPO)

AL 3aJLEY (EPO)
723X T (EPO)
—a1—RPx2 (G-CSF)
—a1—5 X% (G-CSF)
Ea—vO—J (ERA2RYY)
SRR
AorAVA((E2—DzAY)
TRAVIR (A2 B2—TzAY)
RNAE0r ((oA2—27zAY)
LEZ(fo42—7zAY)

T2 JLJL(TNF)
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T7AH—
1—24)")—
FLTy

Oysa

FLoTy
TLozy
TLoTY
1—24)")—

Y/ TATRTAR
oI )T TS

AN & o
NI z—N25
ALotRn/
TLoTY

oay &Iy

KN

KN

20134 (RE) . L% (BRN)
BN Tl & 3h
20164F (ERM )

5350 (BR M)
20154 (K [E)
20104 (FR M)
20144 (BRI )

K 3h

530 (BRI )

KN

20134 CRE. BRM)
20124 (K [E)
20145 (KE. BRIN)

20164 (K [E)
20134F (BRM)
20144 (B )
20194 CRE. BRIN)



HEDO IR IEEIFNAADEIST—FIH-TILVE
Wave of successive biopharmaceutical patent expiries
approaching
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International generic drug makers are targeting biosimilars
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