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International Generic Pharmaceutical Alliance (I GP A) XBE T
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B | European Generic medicines Association (EGA) Mr. Greg Perry
-0y NP3 v 7 EERHE

K[E | Generic Pharmaceutical Association (GPhA) Ms. Kathleen Jaeger
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71+ % | Canadian Generic Pharmaceutical Association (CGPA) | Mr. Jim Keon
ATz 30y VEEL G (B7E, IGPA O@EE)

- > B | Indian Pharmaceutical Alliance (IPA) Mr, Dilip Shah
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6 A20HFHEIOEY Y a 0BBIIBWT, BETH- -1 REXLES
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(o ® Thank you very much, Mr. Shah.
™= | Ladies and gentlemen, my name is Itsuro
Yoshida, president of Towa Pharmaceutical.

_— o I am very honored to be here and have an
Appreciation for the decision of IGPA opportunity to make a speech.
to allow JGPMA to be an Observer As a president of Japan Generic Pharmaceutical
Manufacturers Association, I would like to ex-
teuro Yoshid press sincere appreciation for the decision of
(Prersidem of ;owa Pharmaceutical Co. Ltd.) IGPA to allow JGPMA to be an Observer.
President

Japan Generic Phar ical M turers
{JGPMA)

JGPMA, 8" IGPA Conference

Mr. Shah, &0 &ED TSTNET,
Bk RARMESEEOTHENREHL LT,
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Japan Generic Pharmaceutical Manufacturers Association D& L EL
T, JGPMADHATH-N—ZERET S I GPAORTFIIHLEL T
KD DEH#ZRANVEZL £T,

: o' | Now, 1 would like to explain about our
% oo .| association.
as as organization of the sanddistributors | 1£ Was established in 1968 and currently, there
of generic drugs in 1968 2
Members : 38 companies < Takyo, Japan are 39 member companies. .
President : tsuro Yoshida  {since May, 2003, now second term) I am a president since May 2003 and it is now

Sum of sales of members : US$ 2.6 billion (2003} Second term.

Recently, we have changed our English name to
gf;;m Japan Generic Pharmaceutical Manufacturers

New English name and new logo {since June, 2005)

Japan Generfc Pharmaceutical
Manufacturers Association (JGPMA)

Ry Association, and logo as shown here,
This new name clearly shows that our associa-
Previous English name ﬁ . .
[ Ethicars ical M Association (EPMA} || tion represents Japanese generic indusiry.

JGPMA, 8™ IGPA Conferenca

2T, BREBBIZDOWTTBHWAEL ET,

FERIIIEFI43E (19684F) TR I N, HAESUESMBEL TR X7,
FAZ2003FED 5 AXDEREHBOTEY., F2HAKARDET,

it FAFEIIBEFER L & Japan Generic Pharmaceutical Manufacturers
Association IZE X, T RLETEDICodzEREWELE LA,
ZOHLUWAFIEIREBENAEROD 2R v /ERGEREZRET S 4%
BRREICR L THB U ET,

-

- Share of generic drugs in Japan  {F= Here shows the situation of generic drug use in
% . Japan.
omagbangy Share of generic anugs munisin200s | Market size of Japanese pharmaceutical is 7.25
F A trillion yven, but share of generic drug is only
5.2% in money base.
o In unit base, while share in countries with pro-

moted generic use is about 50%, it is only about
16% in Japan.

208 | 1edy

Japan  Germany UK. U3,

EGA, GPhA {IGPA June, 2004)
(Data for Japan is soutcad by JGPMA in 2003)

Use of generic drug is still low Lo oo 0en conterence

ZZWRARICBIEY R ) vV EOMEARRERL T,
AADEERHZOREZL7IB0MEMTY, Lrl, DU v rEOEE
EEEN—XTH 2% 7217 TT,
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DIZXH L. HATRBRELI6X/ZTTT,

< Japan Generic Pharmaceutical Manufacturers P s | JGPMA will actively work to increase use of
ssoctation (JGPMA) .. | generic drugs in Japan at least to the same level of
PMA will actively work to promote use of the region with ‘promoted generic use. For that, we
?eneri? drugs in Japa: at leastt et: the same would like to ask support and cooperation of IGPA.
evel of the region with promoted generic use . * sg . C
For that, we would fike fo ask support and JGPMA will also positively contribute to the activi
cooperation of IGPA, ties of IGPA, including ICH issues to ensure access
to affordable quality med1c1nes for all consumers

JGPMA will also positively contribute to the worldwide.

activities of IGPA, including ICH issues to
ensure access to affordable quality medicines
for all consumers worldwide.

Thank You Very Much

JGPMA, 2% IGPA Conference

JGPMAR. Jxx) v/ BARES NAMRE DR EBRL LIS
THRRBIZ DR v I/ ROFERHZHET S Z EICERICIDEAET,
ZOHI. 1GPADKREHHEBREANNELET. |
JGPMAWR. Ffo. BAHFLTOMBRENAEREEATAEE LD DL
EicT 0. [ CHREEZEE [ GP ADESICHIEIYIC SiL 2 L £

BT, ERBAREE LTI GPAMBERELTH
ZEEN. BEEBOBNEHED 23U v 7EES
MR TOHEBMEIODWT I LY F—3 3> %7
1ASoY ol

R

EEHHEBICDONT

(FITI GP AXISRFEE S, HARFIFES)
-&%ﬁwﬁﬁtjmf

(Efti, HEE, 7 RE TRANOEZE : EHMINEHE 2 |, FHFEEF
BR. —*313?‘/3%"&‘39%%%)

Ty 7 EEREREER

cEEAERE I
°ﬁ&ﬁ91*Uy077~7®igﬁ%w%bfhé &

- I GPABEHNOBENLZEMROES
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Assaciation (JGPMA) (lyakukyo)

%Japan Generic Pharmaceuticat Manufacturers /’" !

(staius - 23 of M2y, 2005)
tion of the and 0

distributors of generic drugs Pharmaceutical Affairs Committes

Structure Drug Sately Committee

GMP Commitiee

Distribution Improvement
Commitiet

Drug Price Committes

General
Asyembly

Generis Drug Research Commiftee

Pharmaceuticals Consultation
Committee

inleNectuz) Property Research
Commities

Prometion Code Commlttee

Established : 1968

Headquarters : Tokyo, Japan

“Pharmaceutical Development
Comittse

President : itsuro Yoshida (since Oct., 2003) *JapanIGPA Commiltee

Members : 33 companiss Nty ¢5Obehed Commatee
Sum of sales of membets US$ 2.6 billion (2003) JGEMA, B IGPA Gonterence

Here shows about JGPMA.

Currently, there are 39 member companies and
total of sales of member companies in 2003 was
about 2.6 billion US dollars, representing more
than 90% of generic prescription drug sales in
Japan.

JGPMA has several Committees to deal with
issues such as Pharmaceutical Affairs, Drug
Safety, GMP, Distribution Improvement, Drug
Price and Intellectual Property.

These Committees actively work to promote
generic drug use. Two committees were newly
established recently.

ST, BEBICONWTITSIHAWAEL T,

BRIE, 390MBRHASH D, 2003EDIMBLLEOBFED AL S L2 2668KE
FIVT, ZNREY 23y VU HZBROEEDI% U L2 RELET,

J GPMA.

EEE (AT E, 228, GMP.
B 2572010, W< OhDEELE:

s, EMm. A
RITTVET, INS5OEEERI.

PraU vy I EEREREYT DI ERERCROBATHET, B 220

ZESWH LB INEL=.

Japan Generic Pharmaceutical Manufacturers f =~ 2
Association {JGPMA) {lyakukyo) L

Japan IGPA Committee (JIGPAC)

dinD ber, 2004 as C
to deal with mainly [GPA-related issuss

Present members : 19 companies

Chaizmnan : Norihiro Kawamura(Towa Pharmaceutical)
Vice-chairman < Jyuichl Riku {Sawai Pharamaceutical)

Secretary General : Osamu Saigusa
Working Groups :

Pharmaceuticat Affairs
Inteltectual Property

JGPIA, 8% IGPA Conferance

I GPAMIBRNEZERIT. EI

I GP ABJEDME

Japan IGPA Committee (JIGPAC) was estab-
lished in December 2004 to deal with mainly
IGPA-related issues and currently 19 member
companies are participating.

Mr. Saigusa was adopted as Secretary General in
April 2005.

There are two working groups of Pharmaceu-
tical Affairs and Intellectual Property. This Com-
mittee will positively participate the activities of
IGPA.

ZH D BIT20044E12712

B EIN, BEDOMBELENBMLTHVET,
=RKE. 20054 ACEBEEELTRASNE L.
#ZE (Pharmaceutical Affairs) &#IBf% (Intellectual Property) o 2D

DIT—F T N—THH0ET,
=1l %9,

AERBELIE. 1 GPADESICERENICS
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ssociation (JGPMA) {lyakukyo)

- Japan Generic Pharmaceutical Manufacturers /‘"

armaceutical Development Committee

n Di 2004 as Ci
to deal with lssues related to Development of Generic drugs
Particularly, blo-equivalence(BE)
Also, deal with ICH topics such as
Q8: Phammaceutical Development
Q3: Quality Risk Management

Present members : 21 companies

_Chairrnan. Yoshnya i tTowa Phar
Vi i T

man 1Y i {Sawai F
Vice-<chairman : Takurni Kawai (Toyo Phamnar)

This Committee and IGPA Committee will collaborate to
contribute to the activities of IGPA on ICH issues.

JGPMA, B% IGPA Confetence
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NHI Drug Price Listing L.

ew Drug Price Listing
4 times a year (March, May, August, November)

Generic Drug Price Listing
Only once a year (July)
{Approval of generic drug : once a year)

* Request of JGPMA to MHLW )
To change listing of generic drug price twice a year

» Request on July 5, 2004

- Repeat of Request on March 29, 2005

{(as a bargaining polnt to accept 8 years Data Exclusivity)

JGPMA, 8% IGPA Conference

Pharmaceutical Development Committee was

established in February 2005 to deal with issues -

related to Development of Generic drugs, partic-
ularly, bic-equivalence (BE) with 21 member
companies.

It will also deal with ICH topics such as Q8:
Pharmaceutical Development and Q9: Quality
Risk Management. This Committee and IGPA
Committee will collaborate to contribute to the
activities of IGPA on ICH issues.

WHEFETHEXT.

Moreover, there is unfairness on drug price
listing.

While New (criginator’s) Drug Price Listing is
done 4 times a vyear, Price Listing of Generic
Drug takes place only once a year.

JGPMA has requested to MHLW to change
listing of generic drug price twice a year. It is as
a bargaining point to accept & years Data
Exclusivity. I will touch on this point later.

We believe the opportunity to market Generic
Drug will be significantly increased with this
change.

X517, BT OWTANERD D ET,
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Patent term extension faw’ | In Japan, it is possible to extend product patent
S term muitiple times e.g. by adding new indica-
atent Term : 20 years from date of filing => maximum protection 25 years tions. AJSO, mulﬁple related Datents (C]aiming

JP us EY 3
e e R product, use of product, formulation, etc) can be
Kaimum | 8 years|incave seguitory detay exceed | Syears [ Syears extended multiple times,
No.of | Waliple | possibleto extend basic patent | Only | Only This system is extremely disadvantageous to
extenslon possible | term multiple times once once . .
___{ea-byaddng e neatins. generic drug industry, compared to EU or US.
2} No. of Multiple | multiple redated On! . . .
enteligicl | possioi | (product mandtuure process. | one | oneY JGPMA has requested to limit the extension to
for extension tormulation, eic) can be
extended multploims. only one patent and once.

Request of JGPMA to Japan Patent Office on Nov. 26, 2004

=> Limit the extension to Only one patent and once

JGPMA, &M IGPA Conference

HATE. FATHLWARENASZ STk T, EEIES S %
T EMFRETY, £k, HEOBEL - &5, LEoFH, 85,
TOM) E EBEEETDHIENTEELT.
EUZZIIUSEHEBELT, ZOPATARY XU VEERIZESTHR
DARFRBDERH>THWET,

ERBIEER 1 DORBHICH L —ERETICHRE T2 2 E2BRLTBD T,

. Excluslon of Use protected by Patent v | In Japan, it is not allowed to exclude the use
ﬁ Lor pplication of genere crug spproval | T protected by patent, except said use is/was in

‘ In Japan re-examination.
Not allowed to exclude the use protected by patent, ThiS is Significant difference from system in EU

E; id ish i = i . . .
xoopt said use ishwas in re-examination or US, where such exclusion is permitted.

JGPMA made request to MHLW twice, To accept
the application of generic drug excluding the

To accept the application of generic drug excluding it -
the use protected by patent and approve use protected by patent and approve it.

~ On May 16, 2001
~ Repeat of Request on Aug. 25, 2004

Request of JGPMA to MHLW

JGPMA, 8% IGPA Confetence

HATIE, BEEF/BEEENODVWTWEREEZBRNWT, BiFick-o THEEX
NTWDRAGBZERAT D Z &N T A,

AL, FOXRDBRADHFESNBEUEZIIKRED I A FAEDKREREN
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HEFZ 2. RRTHRICEEFEHEIC 2 EEFWZLELE,
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“Vision for the Pharmaceutical Industry,”  ¢ao» | There was a report by the MHLW titled as
released on August 30, 2002 by the MHLW “Vision for the Pharmaceutical Industry,” in
‘T‘D i the and the ph ical industry into 2 0 0.2' . .
sharing a common awareness of the current position of the Industry, It aimed to integrate the Government and the
including what needs to be done and what the future promises phar‘maceutical industry iDtO sharing a CoImmon

Four business models for the pharmaceutical industry of the

future {10 years later) designated by the MHLW awareness of the current position of the
Mega-Pharma | Intemnationally competitive R&D-based Pharma induStI’Y, including what needs to be done and
Specialty R&D-based Pharma concentrated on speclalized What the future Dromises.

Pharma field

Generic | Pharma with stable supply of high-quality Four business models for the pharmaceutical
Pharma generic drugs >

oTe P P e — industry of the future (10 years later, 2012)

. were designated by the MHLW and importance
Importance of Generic Pharma hasbeen realized | | of Generic Pharma has been realized, together
with Mega-Pharma, Specialty-Pharma, and OTC-
Pharma.
Government is now seriously considering taking
more measures to promote use of generics.

20024E1Z, [Pharmaceutical Industry @70 OY P a>] EEUREEYE
BIZXDLR—bRERINEL L,

KUR—=ME BRIZEFROIMLENH D), RGN EDLDTRINEE
ATE BFEDRTIC D W TBUF & BN B2 AL, B E5H
RTHERINEL &,

FEk (RTI0E(2012)) OBEKERDZOD ADDE I FAEFNMN, BEYH
BECLS>TREN, AHT 7%, ARV Y UF4—T7—=IBLVUOTC
Ty—=x&ERIT DRV I Ty - OEBENEHINEL 2.

B, PRV v I/ EOFRAEHEET SO0 VL OHEERED I L%
HAICRF L TOWET, |

] GPAEBEZERLOREANE
MEPICIGPAEEZRELOLENHD. 580D 1 GP ABRHDEER
DEZEEL T, TROEFHANEELZZEH L. BENICERL TOW I &k
HENTND,

- IGPAEE~DHEE

- ICHZEXEE L EEHET—IA\DOEE5
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AL >Y . TwrE ANDA, ANDA HEZEOIHBLAT 0¥
A)
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BIZNSDONDOERIEIHZHDD, FNZ2FRIRRL TRVWEEERERTE
B5EDRAET—H L. TDRMT. Mr. Condella IVAX Europe, CEO) X
ERTHTOTVEANERICERATS & EEHORERI R Y
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