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1. Current status of Aging Society,
Japan and Generics in the world
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Super-aging society is just around the corner
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Population at the age of over 100 are increasing.
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Japan would win 3 Gold medals at “the Olympic game for Aging Society”.

,GSEEIJJ:A DEE DEEDIZFNMAE—F

) THES

B —

) 65ﬁ'§uJ:)k D i KFRHE (3,4005 A 2025%) D EAN

-..

o« IN\ID—IN\—F)EWY

—EA3)L O
—8BASIL 3

— AT 2



http://images.google.co.jp/imgres?imgurl=http://photolibrary.jp/mhd4/img44/450-200706131210006465.jpg&imgrefurl=http://photolibrary.jp/img44/6465_134317.html&usg=__hknzRppIcLPPZcWzZYt4JL3v5uA=&h=450&w=450&sz=102&hl=ja&start=10&um=1&itbs=1&tbnid=NnICuiiw3RDAeM:&tbnh=127&tbnw=127&prev=/images%3Fq%3D%25E9%2587%2591%25E3%2583%25A1%25E3%2583%2580%25E3%2583%25AB%25E3%2580%2580%26um%3D1%26hl%3Dja%26sa%3DN%26rls%3Dcom.microsoft:ja:IE-SearchBox%26rlz%3D1I7GGIT_ja%26tbs%3Disch:1
http://images.google.co.jp/imgres?imgurl=http://photolibrary.jp/mhd4/img44/450-200706131210006465.jpg&imgrefurl=http://photolibrary.jp/img44/6465_134317.html&usg=__hknzRppIcLPPZcWzZYt4JL3v5uA=&h=450&w=450&sz=102&hl=ja&start=10&um=1&itbs=1&tbnid=NnICuiiw3RDAeM:&tbnh=127&tbnw=127&prev=/images%3Fq%3D%25E9%2587%2591%25E3%2583%25A1%25E3%2583%2580%25E3%2583%25AB%25E3%2580%2580%26um%3D1%26hl%3Dja%26sa%3DN%26rls%3Dcom.microsoft:ja:IE-SearchBox%26rlz%3D1I7GGIT_ja%26tbs%3Disch:1
http://images.google.co.jp/imgres?imgurl=http://photolibrary.jp/mhd4/img44/450-200706131210006465.jpg&imgrefurl=http://photolibrary.jp/img44/6465_134317.html&usg=__hknzRppIcLPPZcWzZYt4JL3v5uA=&h=450&w=450&sz=102&hl=ja&start=10&um=1&itbs=1&tbnid=NnICuiiw3RDAeM:&tbnh=127&tbnw=127&prev=/images%3Fq%3D%25E9%2587%2591%25E3%2583%25A1%25E3%2583%2580%25E3%2583%25AB%25E3%2580%2580%26um%3D1%26hl%3Dja%26sa%3DN%26rls%3Dcom.microsoft:ja:IE-SearchBox%26rlz%3D1I7GGIT_ja%26tbs%3Disch:1

DB L=
RO IHES !

Baby-Bummers (Born in is 1947-49) becoming the majority of the

Coming Aging Society.

~F

1947 ~49%

150)

HA L&

:E

JrLGD

¢




Bl AR AOESSYF (200451081 BBE)

Demographic pyramid in{.J?pan (Oct. 2004) BhEEOhBIC LS
- - - 1938, 39O HE N
M2 XERAMOEE ge) |
L an
ERlkic 1947 ~4 950
BT 5N 70 M1 EAE—T—
o — | 60 _>|
[ 0 19665EM
VORI E
A0
£l Ed
LA 1971 ~ 74540
!EE"’-E—?’-.ﬁ
10
a (10,000 people)
120 100 BD &0 40 20 oCARAID 20 40 G a0 100 120

() SOMELE A O (247 T,000A, XTERD000ANCDNTIL, SERRLA DU & T 8 A2 L0k 00 K
i ERARHEMEH -2



“'l' 0| ‘T
,314 |I|

iy
”u 'i '|.

r*!r e ‘4
it; q
A
ﬁm =3
v 3 _TEO)Q-EIGN_*?F-_.

'x
|1




SR e L TRy EEL

Relation between Generics and Aging Society
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Importance of Generics in the Aging Society
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Production cost for Generics are Same for Originals
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Generics in the world
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The Market share of Generics by each country market
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The market share of Generics in the non patent protected Brand products
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Generics’ market share and population aging rate Correlation
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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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I

from “Trend in resent dispensing fee” by MHLW

ZEREERIE (HE~R—X)
- 200854 A

F5 1 A

T I730%EE
EREAM?

20124
30%E1E




A\
=

]

*
~ &
[ b

ERFRENZERE
(BHEAN—X)2009%

Generics’ share in Volume by each Prefecture, April 2009- Sep. 2009

AH ~9R8 %

)
<

&&=

&

k3

EE
&=
M
HE
[115
me
il
N
EE
HL
EaC
EZE 2
g
74

B RFEMEE (HEN—X)



IN—F2
VIR )y IEERERDRRE

2.Challenges for wider utilization of Generics
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Hurdles for wider utilization of Generics
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Sense of uncertainty in quality of Generics physicians have. Limited information about
the products.
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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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Hurdle for wider utilization of Generics 1.
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Three main uncertainties about Generics from doctors and pharmacists
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Revision of the prescription format
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Ratio of physicians who write “disapprove” generic substitution on Prescriptions
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Reasons to disapprove Generic substitutions
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Reasons to prescribe Generics
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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

ADHFEIEAKE., I—A v/ YK UEL LY

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
AA

o8

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.


http://jama.ama-assn.org/cgi/content/full/300/21/2514
http://jama.ama-assn.org/cgi/content/full/300/21/2514
http://jama.ama-assn.org/cgi/content/full/300/21/2514
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Hurdle for wider utilization of Generics 2.
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Cost and space for Stock at Pharmacy Small drug-price margin
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Issues about drug-price margin
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France Policies Promoting Generic Drug use
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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
and Generics use
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Current remuneration system for medical services

90A K 345 K

HR S

FEELLD

SRR . : HSE R AL
SIET L ?

(DPC)
MEERE
EIfEEA) /\SE

SEHEE (EBMHEES

<: ABrE R <: NREE



3. DPCHIE 2331 A2 5

e

— aESEEE S — HEHTMES —
- AlREFH - BRSSP
: Egﬁ + | ;g
e . B
- 100085 BOINE 5 * 10003 EDIE F

DPCHI|EIZIBIT A2 B DO %8
LHEHME = IS4 + H kB SR 4y

R i
APREEAEL, B (—EAER) ., 3, ¥, &
T2 E 1m0 A Y- a5
= e BA B R B L AR - AR EE
GBS clEEP=k
= RS EEO1 B L7088 <X EFREEERE < fE B

- &S FEAMEE 4 o
TER A I ESW=FEm




DPCR:&E R D LK

Increasing number of DPC relating medical institutions
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DPC: Diagnosis Procedure Combination
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Changes of Drug usage by implementation of
DPC system
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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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Antibiotics
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X-Ray contrast media
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Oncology
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Cisplatin
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Carboplatin
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Substitution Generics for Brands
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Substitution Generic Inj. 65 items all at once
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Cost reductive Injectables(2005)
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Cost reductive Orals (2005)
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5.Relation between medical services for chronic phase
patients and Generics
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Current remuneration system for medical services
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A report on questionnaire about Drug use for long term treatment
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Do you adopt Generics 1. willingly 2. not willingly 3. in between?
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What is the ratio of your adopted Generics to total number of your using items?
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What is the ratio of your adopted Generics to total cost of your using items?
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Executive Summary about the questionnaire
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61% of the hospitals willingly adopt Generics.
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adopt Generics for less than 20% of total number of items, while 23% of the
hospitals doses for less than 30%.
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This report suggests that more cultivation to promote Generic Drug use are
needed.
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A case study on “hospital A” whose in-patients
are mostly chronic phase.
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870 beds( 170 for general, 700 for long-term treatment)
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In which therapeutic area do you use Generics?
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Generic Drug use (Value) by medical institution category
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