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1. Genericsin the world
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Drug market size forecast in Japan
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Generics have to have 30% share of total Ethical Drug market in Japan at volume
base by 2012!
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2.Challenges for wider utilization of Generics
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Hurdles for wider utilization of Generics

DEEHERE] Health care institutions
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Sense of uncertainty in quality of Generics physicians have. Limited information about
the products.
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= Dispensing Pharmacies
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Cost and space for Stock. It is time-consuming to explain Generics to patients.
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No recommendation/ notification of Generics by doctors and pharmacists.
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It is not really widely recognized that quality of
Generics marketed in Japan is getting better and
better.
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Japanese guidelines for the Bioequivalence study for Generics
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Criteria for approval of Generics are getting higher and higher!!
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Reevaluation of Generics
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Quality Assurance of Generics
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Dissolution test
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Orange book of Generics marketed in Japan
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Comparison between JP, USP, EP Specification on Famotidine
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JP Specification is tighter than USP, EP ones.
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Still Physicians do care
about therapeutic equivalence.
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Clinical study on Generics

20104 2 A 25H Medical Tribune
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Search clinical evidences of Generics
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Evaluation of therapeutic equivalence between Generics and Brands
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Evaluation of therapeutic equivalence between Generics and Brands

- ODﬁ Oral Dissolution Tablet —
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No.

Drug Class Studies Subjects
f-Blockers B 135
Diuretics 10 135
Calcium channel blockers 4 242
Antiplatelet agents 2 50
ACE inhibitors 1 23
Statins 2 71
a-Blockers 1 43
Wartarin 4 138

DOwerall 30 B37

%

%Ei%%%’ﬁﬁtﬁl j’bﬁ%ﬁ%nntw RV IE
ICEAT A3 HiER

Effect Size
(95% Cl)
0.00 (-0.24 t0 0.25)
=0.03 (-0.28 to 0.22)
0.00 (-0.53 to 0.53)
0.21 (=019 to 0.61)
—0.09 (-0.68 to 0.50)
=0.25 (-0.62 10 0.12)
0.06 (-0.37 10 0.50)
=0.08 (<0.33 10 0.15)

-0.03 (-0.15 to 0.08)

*

7 H
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Favors | Favors
Brand Mame | Generic

- I..D —CI s} D D.-ﬁ 1 ..D
Effect Size (95% Cl)

Clinical Equivalence of Generic and Brand-Name Drugs Used in
Cardiovascular Disease A Systematic Review and Meta-analysis
Aaron S. Kesselheim, MD, JD, MPH; Alexander S. Misono, BA; Joy L. Lee,
BA; Margaret R. Stedman, MPH; M. Alan Brookhart, PhD;

Niteesh K. Choudhry, MD, PhD; William H. Shrank, MD, MSHS

JAMA. 2008;300(21):2514-2526.
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3.Revision on remuneration for medical services in fiscal

2010, especially about Generics
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Revision on remuneration for medical services in fiscal 2010
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Key principles at the revision on medical service fee in fiscal 2010
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Japan Policies Promoting Generic Drug use
(Dec.16th 2009, Central Social Insurance Medical Council)
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Changes on Generic Drug dispensing intensives for pharmacy
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Distribution curve of the number of Dispensing pharmacies by ratio of Generic Drugs dispense
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4.Relation between medical services for acute phase patients
(DPC)and Generics use
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Increasing number of DPC relating medical institutions
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Changes of Drug usage by implementation of
DPC system

P EHDPCiH i n =LY
200554 H12H




%

=

DPCx} &R Jm e - E fim:
IR )y IERERE

4

ﬁKJE( HTH

K

Generic Drug Use at the institutions with full/ pre implementation of DPC system
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What kind of Generics has become used since the

DPC system implementation?
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X-Ray contrast media
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AA/3—2300 64.71%20mL 5 AA 802870 T5.52%50mL 44
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AA/3—7850 75.49%20mL 3 A4 503300 Y Y 61.24%50mL G
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Cisplatin
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Carboplatin
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Substitution Generics for Brands
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Cost reductive Injectables(2005)
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Cost reductive Orals (2005)
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18[E744Y° 7 #9h S ER 1g 1g 1%9b F—=H t7X%)° -INag#iEH1e [NP | 1g 1INATL -7n
19[t7 447" yEmER 1g g 1N4ATL F—=H t7X%)" -INagiEH1g [NP ] 1g 1NATIL -7n
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2017 b 399 S iE A 250 250mg 1NATI GSK 7YI0E Vi E250mgl Fl 38 | 250mg 1NATI =3
22()05—T 3& 200mL 1NAT7IL FYDES bV EIR 200mL 1wy =7’n
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31N vy REST &R 100mg 100mg 1A S N 7" 83 AR EE I 100mg [7404 ] 100mg 1A 7404
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Mlemb=y 0. 5mg 5% 0.5mg 1A HMA Ev41)23£0. Smg 0.5mg 1A =7




= HRREZRREM

BEHA mE

427 RN VE SR 2% 1mL 1A N-B'1 | [akvistik 2% 1mL 1A $a-)y
437’ 0A4NEY - FiE 5% 1000 1mg 1mL 1A INEF 7°0AE;E1000 1mg 1mL 1A =t
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