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INTERNATIONAL SOCIETY FOR THE HISTORY OF PHARMACY
INTERNATIONALE GESELLSCHAFT FUR GESCHICHTE DER PHARMAZIE
SOCIETE INTERNATIONALE D'HISTOIRE DE LA PHARMACIE

Message to the Japanese Society for the History of Pharmacy

It is our great honour and privilege, on behalf of the Select Executive Committee and all national
societies, to offer congratulations to the Japanese Society on reaching the Sixtieth Anniversary
of their founding in October 2014. In 2006, the Japanese Society joined the International
Society for the History of Pharmacy as one of their members and participated in the following
years with great interest in several of the International Society's activities.

The Japanese Society is a very active society and plays an important role in preserving the
knowledge of the history of pharmacy in Japan and other Asian countries. The record of the
society's national and international congresses is impressive and their numerous valuable
publications reflect the efforts of the Japanese historians to make major contributions to the
field of history of pharmacy.

We congratulate our Japanese colleagues on completing sixty prosperous years and wish the
Japanese Society for the History of Pharmacy every success in the future.

Ass. Prof. Dr. Christa Kletter Asst. Prof. Dr. Dusanka Krajnovic,
ISHP President General Secretary
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American Institute of the History of Pharmacy

LOCATED AT THE UNIVERSITY OF WISCONSIN SCHOOL OF PHARMACY

777 Highland Ave. ® Madison, Wisconsin 53705-2222
608-262-5378 o mail@aihp.org

GREETINGS FROM THE UNITED STATES OF AMERICA

On behalf of the members of the American Institute of the History of Pharmacy, we send
you sincere best wishes for the approaching sixtieth anniversary of the founding of the
Japanese Society for the History of Pharmacy. The Japanese society is one of the most
active in the world and continues to contribute significantly to our historical
understanding of pharmacy’s fascinating past.

We look forward to future cooperation between our two societies for the benefit of the
profession of pharmacy. We congratulate the Japanese Society for the History of
Pharmacy on this momentous occasion.

Gregory J. Higby, Executive Director
American Institute of the History of Pharmacy

Jole Shackelford, Board Member-at-large

David Herzberg, Board Member-at-large
Robert Buerki, Secretary
William Zellmer, President

W. Clarke Ridgway, Treasurer
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Committee of Pharmacy History, Chinese Pharmaceutical Association

For the 60th Anniversary of JSHP

On the day of the 60th anniversary of the Japanese Society for History of Pharmacy (JSHP), on behalf of Committee

of Pharmacy History, Chinese Pharmaceutical Association, I would like to express my warm congratulations.

The academic exchange on Pharmacy between Japan and China has a long history. Pharmaceutical professionals in
both countries have laid the groundwork on mutual learning and communication. Moreover, the leaders of Committee
of pharmacy history in China are old friends of JSHP, and many outstanding experts in Japanese pharmaceutical field

are also our respected scholars.

I sincerely hope that we could carry forward the tradition of mutual exchange and widen the academic communica-

tion between us, and that more and more academic achievements would be reached in the future.

B

Hao Jinda

Sincere regards,

Chairman
Committee of Pharmacy History,

Chinese Pharmaceutical Association
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Congratulatory Message

It is my great pleasure to congratulate The Japanese Society for History of Pharmacy (JSHP. HAZEE G ) for
celebrating its 60th anniversary, and I sincerely praise and admire the long list of accomplishments of JSHP.

The modern science of pharmacy has been introduced in Korea about a century ago, and the first modern
pharmaceutical company (Dong Wha Pharm. Co.) was established in 1897. Despite a long history of modernization of
pharmacy in Korea, the field of “History of Pharmacy” did not receive much attention.

I am happy to announce that the Division of Pharmacy History in Korea (DPHK, #EEth/3ElE ) was finally
established on April 18th this year as part of The Pharmaceutical Society of Korea (PSK, Ki##E¢r ). In this regard,
JSHP certainly played an important catalytic role in the birth of DPHK.

I am a pharmaceutical scientist by training. However, I became interested in the history of pharmacy since I was
introduced to Prof. J. Okuda of Japan by my mentor, Prof. SS Lee. Through a recommendation from Prof J. Okuda, I
was given an opportunity to discuss “the History of Pharmacy in Korea ( ¥[K25E451 )" as a guest speaker at the JSHP
general meeting held at the University of Tokyo on April 14th, 2007, and the content of which was published in The
Japanese Journal for History of Pharmacy ( 512458 ) in the following year [2008 ; 43 (2) : 128-39].

Despite limited participation at the inaugural symposium of the DPHK (April 18th, 2014), many pharmacy-related
groups (domestic and international) showed significant support for the establishment of a separate organization focusing
on the historical aspect of pharmacy in Korea. In particular, The president of JSHP, Dr. K. Tsutani, introduced at the
symposium the current activities of JSHP, and also recommended that Dr. J. Hao, the chairman of the Committee of
Pharmacy History in China, Chinese Pharmaceutical Society ( 1 #%£2& ) should be invited to participate in future
DPHK conferences. Therefore, it is now possible for Korea, Japan and China to collaborate in pursuit of a better
understanding of the history of pharmacy. For that, I express my sincere appreciation to Dr. Tsutani and JSHP.

Once again, I send my best wishes to JSHP for its continued success, and the DPHK is also looking forward to

receiving guidance from JSHP and opportunities to collaborate in the near future.

With kind regards,

S

e
Chang-Koo Shim, Ph.D.,

KRG RGP HHEBEFR

Chairman, Division of Pharmacy History in Korea
The Pharmaceutical Society of Korea

1489-3 Sucho-3-Dong, Seocho-Gu,

Seoul 137-073, Republic of Korea
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EHEERESSRAEILC

A AR, BEREDICHEZ LS INZOT, FHELD S OWESTEHIZOVTORV L ANORIED720, 24
KFER O OPIIE, ANMEED b & THERFOHFHEEPANZREOEMIOSKEAITE LT, ¥R&fkzFE
L, COHLANORBIZ Y725 LIl o7z

ERFBEORIT

AR, KEAITE L COFEREEDH LA T R0y 0, Bl [FEREREE] 2%8TL T, #
RELTORBEOMRIERIN S 2MEDOH Tt 2R L7z, HAREERESR - HREHE, FERFMEEOMILIEERDOY I
MAT, KEOREZEIIL, WIRERTERICT 522 HS L MO [FHELylE ] o@EFIEARMNEENE
iz, BUED [FRL Y —] 13, TORMEET, TELZNETRE2EHZRL TV,

BAEABBLERERAERLS Y >RV VLA

HARZE 20 106 ERFE LS (1986) AP THRAW TS v /v A TS, #HIdid, aRAITLRISHE L
L CHASEED N g & ERBICOWTEE L 72, ilAGEE IR E R E e B P s (1920/BURFRR 7342 ) Tl
ZEONZOT, FEERPGIZIIHRFOERIEIERMAZE, SIL7z. KLOSIE L HFREOM TS S OHFINE
W o 723, EHREORPRIERROEL RN TH o722 L b DOEML Eh o7z
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BLE2ROBEL 2S5 ORRE
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Ex L) BIEEAEOWEHEEL m IR SNz, BRESLE LTUIEREZ SN Lol TE T L TH-72. &
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B FARIIIEE, FHAREUNE —TiTo TVl EBREK L EGOEFRECTHET L 2 LIZEZ 6N, HEAESRD
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RHEA—SR, ®E (1991~2108)
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FARSRICHESN. EHEERRO ROl ] ZROBERIZFRD 720
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o, HLHEIE LB SINIZARE RS APEFRAOEZLFHERECE SN TY S, AREER, REEFOMKOiE
T [#H LWEERFZEIC O W] DR b7,

MEE FBICHET AROAE T ) HAFERER BT A 720DFRAN L AU A Tb N, 204 EI3IEEE
MERE (1969 5 4 (2) 26-7) ORI T HAERLETICERINTVE,. O TRL L B EEOELEHTFTE, LEERDIL
WD N 4 OFSFEL 140 BAEF LT b, ZOGBICHIECISERAZ, JITEE, WSRO =%% LT ORI -
TLEo7 HiEo 1 HICEBRERFEARNEORBER TOBBEOLIRPF R SN T WL, £ 2IEITHEE & g E
DELDBRAROEND. ARBEREADSERFEEZ~OAEREEO SN, FMNEALOEEDERLFEZOBFS & LT 2 mBh
L7z, THRRRBRICEELEFESOZZ I ko7,

BIRLD [Hr LWEZEOBM | 1220V, 1995 (Hfl130) FDFHFAR 75 F RO LA RV RANEICRUEThHflE S 1
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FIDE AT LA DOFEKERIEENIK E 2GRz B2 THAN TE O NWREKRZ B R 72T & PIERGEHE 2K 2
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LCRtRtz EA, By, EERT [FEERME] 2317, VEL L OT LA 77020 AF =03V O AR 3B
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REFFAIRIIRBEE L7z, 36 IS 213D ) OB EDOEMBENFADOBIR TH - 72, HERFARDRILED— NDEIEE
DRITTRBAZ L FFRIZEEL 72, RE S AORKT [#FHEm | omEe, KE, R WINO=ANTHHEL TH#EL
720 FE D EGH S NIRRT E RS B L 72, SR E LT ORMBEICECEDLZ LIl o 72
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L THEBIGEE 21T o 72, SAUIEEBIREOmE & L THEBEFEMREICHE ST 5 (2002 2003). 72, AHILS
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HUBE 20 & BORHE O BEERIR % 20 72, [ER L) ORINEE), [A T 1 v 3 A MY —] GEartl), T3R5
(FVLE) B4 DDLNT, FO—HIIEL I L 28Uy ST T30 FEE M2 2HELHHIN TN S,

PR AT ARSI 7 2 0k OILF O 2 Mk L7z, ZOMETERREFEER M 1R 0 X OO IL KO
RIS OB 2, XY B RGERAERICANE IV — T Ol 720 BRIEEDOIEND £ U IHFBRILE
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Baro 7z QUSRI [EEEFELET A F) SEHEHEE, 2004).

ST [RANZNTERLEs | BLO [HARERSZARHER] OMEREITo72. 2 ORFEREROEE 72 &12D
WCIHHDES S ADHE L L THO TV 2HRME BB LA SXOARMO YU BV 6 BOFHITIZ, LI UITHEREHIE
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FTCATV, BRI+ EERL T OO T, SRR O ) 2 15 TRIEEELABIZELERICHIE LY LT
E-EEMOLHFLREL, Q0 MmB T2 2 K MO ED LN IO TEER ST ICEFE L. F72, 280
RN FRFELEBE LTo [HABMERREEL] PERICES o mFIRETHo 2L EbN, Iht
SR AN U R s O & L CEIEMERLOMBEDS SR S N7z, INHARKIZEE LSS Tk 5 E3
FERRBIIOWTHEL LT TRz, 0720 THREFEGDERIAL] 2IWHKEL L, HARO [E3H SRR
& T HARESEMEEBAD | FER RS COEFMR T, TAAAREAMEB L A ARELEOELHEFRES, #
FHEMRR DB L ORARER R THRET LT 72, TAREHGOEEN 21570 215 MDY [HAREEMEFRHAL] %
FLi T 2 o7z, ZOREMAEARBELEDIIINES AOMEE T O [{ZHREFS] SERICET), LIELIEH®EE
HEREBFXWTEEL ST EMER L7z, ZOERFERITHER S5 O HARRSESEESE R I, O Ko3ELR
FAEREMAZHATRE U CERHHA S, RPEORO HAREEREE S & LR S.

[FE AT ER ] ITRHM LM, FEHFMRE BLORLERAEORTIT 2O O ERREER, ERah e
DFLERE, BB LI AL L e E fek L7z, MRORBEZHIMT 5 72901275 3 2 TYER L 7256 % FR, 1R
L7z SRl EHPEREL DNy 7 F U N— D AFPATRROBAE, ZTORLEKIEERIZ > Tnb, FEHPRL
L CHTERIGEIIN A2 EETH o 20T, UHFOFTHELE TREGECHI- o7z, HfRE) OHRKZ O ERET
ol WHHEMBETFERENITL Y ¥ —OFREH CHEOUEN SRR EHLE TR (COEHITFERFLELRLY -4 L
DFEFZEEF 2 EEAROHERFEDOLTIT) LFH) OFE) FRTHo72) H< DL AT ¥ TELFRHHFELDOE
Bt x L7z,

HURZFHAAR O£ 3 —TId, RIEERAIIZEOR 2 LITLIdT To 72, MR TAHRS APHE IR T
WEPOFRZMAL T, ZOMBRLERIER T [EESEAE—REWOEETIR] (BILE, 2000) ZHRL 72 3
HZEE T, L B, JERRLS, LW & o 5 RO EBEEEORTORRMIE, ZOHE, EBLMREIZ ST ETH
ELTHEELCEZD, INOOFROETEEE [77 Vv~V a ViE] »OERES N T4 EHOME Y CHR S vz, Jtx
(EFEED b HARZEAIRT & T/MEAEBRF L LCER L 72 [ HARSEAII S MR E | CGERIRfREELE L 3 [0 B 12 L CHEHI A
KEESTHRIREN) OFFH»E 77V~ ED a Y FE ORI E 72,

F72, BEHEWRICE Do TE2A, BWIIE ERE RO TRALEDO T TERABERHRS, RAEERR R
ET, RSO ) EEBBEUEOMN 2 EAQT [HABEREE] 2L TRz, 2O 0720128  OEF L ETH#
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Summary

This publication, commemorating the sixty years since the founding of Japan Society for the History of
Pharmacy (JSHP), provides an overview of the Japanese pharmaceutical industry over a thirty-year span
from 1980 to 2010. In the first section, entitled Medical Evolution . The Growth Period for Pharmaceutical
Products, and the second section, “Patient-Based Medicine : The Period of Information Prioritization, the
following themes are examined.
¢ Changes in Drug Pricing Policies, Promotion of Bungyo (separation of prescription from dispensing),
Measures to Improve the Safety of Pharmaceutical Products ;

e Appropriate Use of Pharmaceutical Products, Drug Discovery : Changes in Pharmaceutical Product
Development and Actual Conditions in the Domestic Launch of New Medicines ;

¢ Marketing (Medical Representative) Reforms, Pharmaceutical Industry Mergers and Acquisitions,
Internationalization of the Pharmaceutical Industry.

The following papers are provided as further references to support the conclusions made in the sections
above.

e Changes in Japanese Drug Discovery Technologies and Drug Development

e Japan's Pharmaceutical Market and Shifts in Manufacturing and Sales

¢ Changes in Clinical Trials in Japan and Appropriate Use of Pharmaceuticals

¢ Internationalization of the Japanese Pharmaceutical Industry
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In 1970s, the material patent system was introduced in Japan. Since then, many Japanese pharmaceutical
companies have endeavored to create original in-house products. From 1980s, many of the innovative
products were small molecular drugs and were developed using powerful medicinal-chemical technologies.
Among them were antibiotics and effective remedies for the digestive organs and circulatory organs. During
this period, Japanese companies were able to launch some blockbuster drugs. At the same time, the
pharmaceutical market, which had grown rapidly for two decades, was beginning to level off. From the late
1990s, drug development was slowing down due to the lack of expertise in biotechnology such as genetic
engineering . In response to the circumstances, the research and development on biotechnology-based drugs
such as antibody drugs have become more dynamic and popular at companies than small molecule drugs. In
this paper, the writers reviewed in detail the transitions in drug discovery and development between 1980

and 2010.
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B4 23RS | I2 X DG EP AL SN, ZOPT,
E#Emo EIEERH] v FESMO bz, L
LaAs, [E HICIEENE bV 2V ) 79 Vil
PRI, RASCEEI [HHOER] PRilsnTwn/zic
IS FTELCLE o7 IRNCHFIED 2 HEHE T
DB L%, EWERETROEE R LT
b5,

BIECEH L22BIEHO#EE 252 bdH b L
Mo, 9 LBEEZHIET 5720 1979 45 (FFI 54 4F)
ICESEMEERABERE LSRR SNz, Ok, vl
OO Z A L 2004 48 CFRL 16 ) |Z3iE S vz [l
SATEEE NE SR R E R R AR A 88 | (Pharmaceuticals
and Medical Devices Agency : PMDA) 7%, #iF%H %
ToTWwa, F/z, FEEPEY LLEI0E, BEOBHE
WBWTHH SN 720, HBRFFTIIE SRk L 2 1E
WFET B, Leh > T HREORELT LI LI28-
TIHRDWEE - AT SN, Z ORISR EHRIS IR 5.
CDOYAT AN A 7 V$ 52 ENTENL, EF
SR L o TEYIEER LOREUENEL 75,
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1. EEXKOERKRHRER (B8 OXE
1.1 ABROEVILSE

H ¢ E R IR EE AT A S 720131961 45 (EF]
36 4F) T, Z OEHIZEEEAKEE S N RGO RIBLICK
THIEENTVEEAMTH o7z, WORTHIEE N T 5
EVI)FRENH UL, DAETITbN BT BIORIKT —
Z R L TR 5 2 AT E 72 1980 4E (IFA1 55
) 4 FICSUEEFED AT SN2 ZOYERLEIZD
72 RESN, EROITBIRED S EHL STV 2 0h
FET, RRICEEMSEOmME, B, REMEOHERHY
TALE NI, ZORT, WoT [ER] PAEERIED S
n, HEROIR ($804%&m2) & L CEHREKIET 5
Fhie HERETE O JR U H 7 & S EBRREE S A M L7z
HPE LTI, ARHFEOZOIT) BEREE 55
LT3,
FEIBORRIIIEY % A2 EBRA R RV, 20
JEMEPR R ERIZ B3 5 H5E AT 1983 4E (KA1 58 4F) 4 A 12365
BEEME LT ENR. Wb b [ERGD%4eMIC
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1.2 EOHREMEBEORE
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LIS THFEERHOE L] & LTiRE L, BAEKiEEs
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R OPHE HFET DHRICT — 7 28k L8R 2 346 L7z
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CHICHEEML 27O - g v a— FIZEE LHIEL .
Z 0%, HIEETIZ 1997 4 CFR 9 4F) (ZHSE A AR R
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1993 4 (PR 5 4) 5 A
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SUESEFELOMEAT (10580 420 2)

[T ORFRRBROEM I 2 ()] A%
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[21 ML DBESEG DD ) FEBRRE ] ks
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EERE GMP 516

47 TR AR O S
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[EERAERIGTEL 3 7 4R & |

TR ERFEEREROEA (GCP A4 —iE)

2004 4F (P16 45) 4 H
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1.3 #® GCP #Hl
B3 D B SABR1S 51) B R A 24T T, I T

HOMRAROER T 2 BMR K] (BE RERE
WRAEHIZ) % 19834 (HEAMIG84E) 1 AICRREL 2 4
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Clinical Practice : GCP) 23AFK &I, GEi% ENtET 5D
M BlEsmEn, £ md, HEEZES (Inst-
tutional Review Board : IRB) #f%iE3 A2 &, X/ ¥—
WIEFEEMR A2 G2 &, BB RO Hi 7% &% 3l
LEE 2G5 2 EHMNEZNETH 72, ZOEM%Z
Ko THEFOQEFGFHIG TOHFEIRNE o7z, BRI, R
a4 T4 L OFEBEEY Tk, BEOREZES
FiELE LTXETZELBETTY L anTwis, 55
MEV) EHEICEAHMICL > TEEPSHAEXESL 2
ENREE DT ZO—T, HAKEGEE L i
T 27200 MOSS 1At 1985 8 A2 ofE v, Z o
BRI ER RS 2 &5, BRI T —~ e LTI s
DIRAMIIEFAE 12 AICaEE A 29 LzWio
B A S, ARER R 2 BIREER 2 1T ) 720 OB A
LRl <mfbshre.

2. BROEBEEZDHSDENE

2.1 ARBROERKR

HARIZBIT 52O TO GCP F#RHEINTLK, HER
4T 9 E Mk Tl R P O ] o Rl A2 2% T
Hotz. BlZIE, MHRNTIRBZEELZDX Y /N—1(C
FHMRREZBRIE 2 TN 5 T HiNOFEREE O
filc, HE=FHWRIED S L, FERE, MEoAR
TBEREDPONRTDHT b Dol TOk, ENXEHE
a0 I S O F R TR & IS IE & 1TV 1989
. CPEOTAE) 10 AIC TEE R ORR RIS 2 Fhtdk
] ZREEME LTAML, BED 1990 F K 2 4)
10 ARSER L7z (WbwWwAIHGCP). 29 LTHARICE
VF % BRRRBROARHIASFEMICA S — b L7z

UL, BEHBIGTRO WKL 722 L I3pbes I c &%
DB, MHEHREORMEMICOVWTHHAT LI LT
Hole. FINEEBROBROyEL, EIrLOREL
5 2 EDIEFIZEE L /N OGERITIZE ALES R
Motz —J, AEGIOETENE TS TH -7z 1994
(PR 6 4F) 6 HICKFmbE % & T4 E F 2% bt 629 i
HANOERL 72T v — MHEY 12X 5 L, IRB OiEkESL
DEBDOZIN D W T E 21572 400 iz D) b, &1

63 ik (16%), 7 L 332 fi#% (83%) THh &k LLyto
FERIBOWARWIRETH > 72, T CHIIFAEOHEEN T
LTWABHREIPIZOVTIE, LT3 242 fiik (63%),
W 144 fligk (36%) TRESE AR TH o 7.
PR IE 70— VIS SN2 ETH D DT,
FHETHEOBEFELENLING. 22T, EEGHOHH
LDHkERHF—LT L HNT, FEOFMZXL 72012
HK EU O =12 & % ICH 251991 48 (PR 3 4E) 11 AN
VE=DOT) 2y THOTHRES N, HHENH L
LR RS 2B 2 B OB IE b ATER S g i
fLL7z. o ICHABEIL 2EMICHES N, EH LM
PNEZHETHELAEINS.

2.2 ICH-GCP NZEi5

1996 4F PR 84F) 5 H, KED ¥ » b » TICH &’
b, ICHE7 & LCGCP2%step 4 &2 1), EEH O
GCP DR IIC B E &Nz, bW b ICHGCP Th %
COWNEDELLEIANVY Y FESEEBICILTED LN,
fERRJEHI, GCP MM S % ¥<Fd 5 2 &, MfEsh s
Pl PN L fah - AMEL 2 IBERT 2, HHRED
NME - 24 - fEHIERHER, MR ICEBET 2R 8%
HRE L 72,
SFTOHAMEEOEREE CIER{, SRIIEHOH
CEMEICL > THEBRET ) D EI DEBRIRT L L) 2
FEL L T o7z, WBRE I CBE T 2 15H % $R - 3
LEBEHODRAMETLHEEES LrLEeds, A
BaAT) ER S IRBRICSINT 288 2L ->CTh, HbLS
EECE LS L1220, DOENCBIT LIRS 4 12
TL%L otz IHBNBEOERE S N & E M)
BTN EEPBRHEINL LI ho7 MATHED A
Y— FosfEv, KEHFEAOHIM 2SRV OMEE o,
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3.1 BARORESEDEEAN

—7, 1980 KNS, HAREOF ) T v #ih & 4 &
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W OPAREZE S b 2 ) X~ 77 EAKGE S USRI
o TWwh. [2009 SEREERG A F] 12k 2 &, RO
e k@ EAL100 oD 9 6, HATE TR
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SWOFERFEN VDD LFLND L)% -7 1990 4F
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3.2 $1 GCP OHEIT

EIBR 12 25 E OB 2 FiAT§ % 72012 ICH TO HK EU
Oipi#E%Z B LT, HEREZRY D L4 R I — LE
EMORBEOEEN, R RIS L 2 L3
LAz 1991 4 CFRL34E) 205 ik & B ARy
WEEEHRTZOH 1996 F CPH84FE) 5 HTH 7. &
9 L CHADGRIIK T 2 HlEOFIFALESR S N7z,
ZOFER, 1998 4 CFR104E) 4 H 1 H2 o [EHERO
ERIR AR O E ORI T 244 ] (GCP AH) & LTI
GCP & MiAT SNz, Thbb, GERI/EHILS -0
Thhb. F72, GCPEFOETICHET AL M L7
CTWEDETIE, MAREMPH 72, ZO—2130H
GCP OHEIH % [HEAY 72 FL 8 0 (R0 A0 3 1E
%N L CTHIRBEBONEOFIREZ SO 5] T EIZHED
PRRBREAT) Ll o e, FRCEER ML, HEBRE, S
THEICLBFHHEABZER LD ETHo7. 5T, O
FEHCHM LRAZEZ BRI VT ISREA L TBITIEEDY -
72, AHIELETHELZINER S v, HEEIZE ST
b, MEHTI) DT A Y RMET 2L R 21
FERWSd o7z O RIEFEIME & AR H AR O FEIR 5RO
HENE, Do) EHro72EFOER 2GR r 7. —,
R fti ik CUEIRER % 1T O R R I ZIGERTEAT R Al & L Chliak
DYFGERT R CUIEE AT, IRBROKIEE 13 IR
LRI EEOM, RBROELEHRT H7200E=
) v TREARELIT) . AT E LCIE#EE PMDA 2%
Y5, EEPORIWER 2 S0t E 25, GCP it
XITOHTHH. Tbb, #GCP I, WhHED AR
BERMRL, EROFHE T — & DMEER), BRI S
n, B, wet BEESICOVWTERL) DEORE
WEERBIE LN 2 E R HIRL 72

Lo L, SERERECEE LB L 2xtis s 35
CLIIWEERIRILTH o 7z FRICEERTIC & o THEEIT L
WETTEOEBOFFMA L, HFEDE 2 HEOBH
HIC D EEZ RIZT LI kot 2070, HEND
F R < SEHI Rl 45 & BRI I E ORI — 7 1 & — 5 — |
(Clinical Research Coordinator : CRC) & L CERL L, Kl
DIHEH O L ZE SRS L) IC L £, B

W COWRBEG T R— 32 [EBMER SRR ]
(Site Management Organization : SMO) X BAZSZENTT
IGBEG T A D [ESEmHIEER iR ] (Con-
tract Research Organization : CRO) & Z#) L, gk TD
EERVHETTE 2 L) EBORLL, AHIEA SN
3.3 ABROZREL

G =T AN S IR R ClIKEEE Td % HE MRS
LT, ZIFANTEROBERE L L C—EOEHEE Y
T2 L)% o 7z, IIEEE R ER 5 O R4 %
L 72 D2 S35 E BRI BRI R E B % 74T L 7 W it
BHALN, DAETORBRIIRE-M D220, BT
MPEL LI hoTworz, ICHES OFEIZL D 1998 4
CPHC 10 4F) 8 HICHEIRRIR T — % & 1 ALhASENZ At
FCE LIRS WA L7z, W TR T EOT— 5 %
AARICHBAATHFETESL 7)) vV » 73k (bridging
study) SRR LIz, ZFOMEE, MEAEIIENTIEE
BRAfTOTT VTR TEBEN 2 EREIT) &) 12%
D, bPEOBEEGFER T GOEEEEOER, BEND
HFRREORMEIL 2 & RO ZEL] (CXoT, MEE
HB L T2 AR RIBICBEVWR END Z ko, 4
RO IR B O IRBL % 1 1R 3

4. BROZREADIME

4.1 BRBROEML

29 L7-HREICH L, OB 2R oI R e
BREORI % [HHEERZ MGk 2 720 0/Ets] %7
B BT 9 OGO, 1999 48 CPK 11 48) 6 12
FEAEL, T TIEEBREOSMER L 12010
SFORIE, R T O IRBREA R T X 2 4 L ofl,
Bk COGBRAR OB 2 xRS Lz, kT, B
A (E94) 122002 45 CFR 14 4F) 7 H oSk
WIEICL ) TESHBRAERT 28] Lo Tz (5E
80 &) L, 4 (R 154E) 6 A1 GCP &4 % —46
WIELCHAET A 30 H2 O ERFEMOERSTE S &
I L7z TEROBIEMAIEIZ L BIEBRTIE R WEME 50
ZRTHBDPTE D L) L HEROBRBROFEBRL R &0
B SN

BIZEE LT, 2003 4F (CFRC154F) 4 B [ & ERGBREE
b 3 AR ] 2RS4 & SCHREE CURHE) o 3kfE T
RIEL, GEROFERAN O FEFE R BEE O B i —EAR 121
BRFERE SRR D A v N7 — 2L, ERfR O R
R DFEE R ZKIFEGI O KA, PMDA T DR ERAH
REEICDAMAZZ, Ziud, W TR 2 RS T
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HY N EENTEARRESEOIH TR 2 PEA S N%
WEIN, HDVITREOOICEREO S L EFRNEE,
RO N BB OEME SEREIT) VAT LTS
B, DD UFEREARM SN D 2 LDERMIZE T
WKRDA) v Moz, 72, 2004 4 (PR 16) 4E7 H
WIFEFEIE, BUGCPAS % —HduE L, EfiFED
BRI 2 8 R SMO (2RI % I H B L EE
WX BEBEBDS LA 25 L) 122 0HfEx K- 72,
4.2 ERBROMBESE

HADERS L) —@iEt 72002, EIX 2005 4F (P
174F) 3R [WBBOH ) HIHT a4 &akiE L
[N C DIRBR D MM ATE W R R R 2 O X SRS 2 e L7z
FLC, [F4E 12 B ER 3SR 0 E RO —FE O #E
EaHEE L7z, 2006 4 CFRL 18 4E) 3 HIZIX GCP &4 % —
WUOE L, BT AT 5 OMRSREE 256121
WD IRB 2 MM TE 5 2 L, BEANKOD 2HE121F
HRPICEEEIT) %O IRB HEOE e m L% %
o7z, 2008 4F ((FRL 20 4F) 12 GCP A4 & — ik L,
IRB i#F R OME D NG & FH AT BB ML O & — &= —
VER L CEEIEROSMEMRL, EWHEE S
Z) L7ATEIH»A S DNy 7T v FdH 500, EhiE
BRI OEBIZE D 2 TOLIRTIITENEF TH 5.

F 72, ENE [ 72 2 10 BRIG AL 5 77 4E5THT ) % 2007 4E (°F
% 194E) 3 HICIESE & CRHE oL TRAE L.
21E, EBRRCER R E & C & 2 AR RE & 10 2007,

- -
- -

W R R % 30 oA A BRI 2 BiF T A L9 1L
7o, ZoMh, WA RS AHA LM EBER TSI L]
EHRLE N, EE L TRBRH ORISR L CRIEIC L
TR ATz 2007 4F CFRCL94F) 9 A TEIBS L[
AERICH T B EARN B2 ] 28K L, RFERHEO
EBREICARLBIMTE D LHI1C L2, — /T, HHok
ERLESEREOTRELHBLT, ) MR ary s 3y
AWgE, 2) BB Y o8y HENTIIZE, 3) v b A
T == A— FI%E, 4) BERESZE, 5) EYEIRm
R ER DT, KEWIEBI BT 5 &2k o7,

4.3 KREBEOXE

2O LT &2k LT, 2009 4 (PR 21 4F) 5
HICESERER DB B 2 SR 2 & b -
Pz SRR AY [ — Mk FIE AR AKGRIE SR L v
¥ —] R, BHEOF#HESECTHBES LI L
PO S NI RAGEE R LIZonT, BFRAEICT L TES
B, WA SR, SEITEEH SO 1T
LIz REMOBFIC X > OSEEFHIATE b0
D, WIEI AKBIEA S R E 2o 72,

Z2T, HiE [EE LOVEROBNKKRIE - #ISsh
ST ] 2B/ L 2010 4F CERL224F) 2 A,
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AR DOV C R O MESE R FEET 2 2 L. ZoH
(& TARIHIEE ] OB MR ARG 0 7290 (28 1T FE i
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WUBELRRROR UL MRS 5 2 L8, BEASEICH L
THEREIIETLZZLTHL. FRRMAPLELED
& o o RAGRIED D\ IL RISV 72 &2 G - MR L 7
ZOfERAE S 12, 2010 4 (PR 22 4F) 5 HIZENE 108 1
DR FISIEIC OV TREICHEOERE 21772
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7RI L o T, B L TUEME OB RIAKGEEE 7 &3
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7o, O E LTHATIE, KREERFEEHRLAY bT—7
(UMIN) 2%2005 4 6 HICEEkS AT A% BtEL, DWW T
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RELGEETH D [ERGOBMEAKEE T 5 AT
12DV 2SI SN OHI, HESE SRR 2 41
DORIWER#E 253 2 2 L AHE S 7.

1960 4E1%12% < D BE A5 A L 72 SMON (HF 2k pi
TR RRGRERE) TlEF 2 RV A0SR L HEE S, 1970
(AT 45 42) 9 HICHGE D — I IR R E A & & /e,
ZIHLgEdH Y, 19714 (HEA146 45) 6 HIHESE
MOBIERMERGZ 24600 SEMEERE L. $72,
F4E 11 A IR IC IR > T 22 BIE G 2 BEARRR o 4
TOEEMILAL, BERAHEELDIET 2 L9127

WHO R ORIERTE#R % IES 2729 FDA L
BLKET Y v b T2 im0 7. £k, 1968 4
MY 2t — 7T THEBERSE=5 ) v 7 HlEIERIH
DO BAED TSI L7z o 1972
# (BH4AT4E) 4 A2 5T, ThIZE > TIHMI BT 5E
VEBHA A ATTEDL L) 2o 72, 1970 4 (1EAI
45 4F) 1ZIZ H RBE SR IBH A~ 7 — (JAPIC) VLS {3 20
SOMNE L) SN, ElOWNID S OZFEOER
A L - BHI L &SR3 2 L 912 L7z WHO T
T EOBRL2S, 1978 4 1 AIZ AW = — 5 > @ Uppsala
ICBRLERERME=Y ) v ey sy —L LT RL
INBED S ORWER S 2 ko7 20%RIDL ¥ —1d,
Uppsala Monitoring Center (UMC) EFR&EN 5 X H 12741
HBAE TlE44F Annual Reports Z 38 LT 5.

1997 48 (P 9 4E) 7 A S RN & ERGEF Lk % 3
HEL LAEER O [EELSREVEEREEHE] 2596
Fol:. ZOtk, 2003 4F (PR 15 4FE) 7 HICI33EFEICH
FEIN, TRCOEBMHRLER»OOMEL#BL TS
[EE3E N - RS S L MEE IR B (A E S h.

10.2 EEKHFANE

ST SCE I, B ISR WERYTAY
RIEWIECTH 5. JEERIL 1983 4 (HFFI 58 4F) (287212
B B S O R A SO o R R & e L 72 1993
G 54E) 9ROV ) 7Y Y EEOMEERICBT 5
DS, EEBIIE S 2 AR SRR SCE O R
HAYEL, FE1LHICHER [ LoFEZ] Mo 8
BICALE LT/ THHEER] & TEIER] omncsL,
RIS 2 EHPERZ L > TR ) B ICEHE L7

1995 4F CPRL 7 4F) 7 H, HARTHO CHEEYFLE PL
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(Product Liability) #EAEIT S 7. @R EFEHL 2 T
DB ORIANZ L HEENDIUTRFCE L. EELZMH
45 ETROEEZZ L1E, EBEHRETH 2R CE
CEMVER OO B #EASMEIL L2 ThoTz, Thb
B, RSN TRVETERPRE LA, %5
Tl TR - BELORM] 12h720, RAEL 2 iFdz%
S5 b, ZO, PLERITOEIZEMEDS DR
R SCEHWUET O B S & ATKE R 8 S e,
ZO%, ERERRARNCEOLE LSOMZEIIC X > Tl
e, (8BS 18] 2RSS EREBIL, K
LEEIORT 2 &L e LT [EHREAREMRM CHEOR
WEH] RO LoFEoRBF ke duE Lz, EAE
EI g 1997 4F CP94E) 4 HIcila L, ki
PHEEBEIE L7, BUEOMEME (R LoEE] WMo
SEHICAE LIFHER L HEREICXG SN, EELRE
gL L CERRBIUS T S Tn 2.

10.3 MIITBUAAERREEBBLSEE (PMDA)

DEE

PMDA |2 & 2 &M O EHMIFHROFERE X, KEHO—
BERICE > TOFHATEEROBEMHICEBKL T
. RALIX 1979 4F (WEAI 54 4E) 10 A CRESE S REIEH #
BERELLTRAY =ML 208, AHoOETL LB
EBPMNIMESNTE 7Y, FHEESODLIEIZFEY 1994 4F
CPBL64E) 7 A2 oH7z1c TTHEE <3 D HKE] 255
B, —Mm RS OBEEMEFICHT ARy T
B Lm0l 2004 4 P16 4E) 4 SO AT B
NIESE G E R IR AT & 70 ) e e s, FAapE
FEIEEEORERNELIT) T lho7z. 20K
FEOHIAZESE O AP H RN X 2 EGAE x5
Ll k. Fio, BHHAERGOREMNREORITERE W
LRAR—AR=DIZHIL, BEBREC—REIRIZIR
45 X912 L7z PMDA AVEH LI L TWw 5 R — A
[ 4 FH IR 38 i & — i B 3 iy D I A U S48 L
END Lol Fk— A= 3L ILEEL D E
HLTERIRME Y 27 4] & LT1999 4 (PR 114E) 5 A
P HALE FIF Tz, PMDA H35] Sk X [ B 38 I i
EHIRME R — 2= ] & LTRAE L EICEBEFHED
FHLCTw7z 2006 4 CFECI84E) 1 HA 5 [BHENME
S A R ABREE N, FE 1L AH» 5% TEERIER
E~= 27 )V s, SICHT L eatiEmE
AHERICOLCHHATES L) Ik otz. SthlE, EEe
S OREIEHEE 220 5 2 & REIVEHBEIED &L
APMDA IZ 1 ARILEND Z LR &S, BIEHEAEHRD

K=V,

5512 PMDA (3 EE 2 &&= 4H 9 .

B bH Y I

BRREER D 30 E M 2 MBS % &, —HRIL ) bATBUAE
12X BB R UEEN R END . FEFEOBZED 72D I1Z ek
WADTFEEDLDVENEA L7222 LA, fERO LA EE
DEFBBERLHEE LIS KB R 5 27, 2Ok
B BB HEREEEZ L > THEBEHIZZLE &L
7oo Ak, BEICIEERESKRD 515 0T, ICH O
RO FERIZ L 2 T T ADH D72 vz k. 5
(&, Zu— VRS CEIRIIE 1T, HARSR T
Lo TR HORELEEZ L. ZODITIEERMLMO
EHEHERELTIEST 2 2 LU ETHY, —HTHEEIZD
ERRBROVERZHE L CLH ). B /) N—Ta v
FEOE DS HRIN & o THr7z Pl oA X 2 B 25
AGRAT B L EDND D, FHOGREO T, % F b
ATWBIMRPOBED7-DIZ, BHEWN R HEESE &R TR
WSR2 RO LNT WD, Z9) LR OBM %
RECHEAGE S B3I, YREE IS S AU IE I fl
DRIFNE R LW, $4bL, BELEEEHEEL, €
L CHEEIRGET 2 R3S —fk & o C, BRI Z REIC[F
| CELRBEEMET LI EVRUTH 5.

20134F (PERe254E) 4 A X W EmSh [ESELY 2
7 EEHE ] (Risk Management Plan : RMP) &, #dk%
AKBHFET ABICHEEFR & LT PMDA IS 5.
COHMIE, FEEOBM L LEMEHRSE TR EEL
HFRBRILZ ORI > T A2 Of/MbZe &% E/_T &
LAy ML, R TIZERICHEBENTE Y, HoE
TOSBOEREPIRFEINS.

— 5T, BRMZEOMEREE RIER2T— 1M LL 7o
E—va EEICHIA L2 RHOIANEFEREE L, HRmIcd
MRS o7z ERidD 5 VI EEAEO ML EOFERTEIC
DVTIEBEEDERICBWTOHMAENS. bivbiudE
Al L THIlE L TERLEND L.
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1) #5E—IR ENE RSB NER SR OT R LIGH)
FRARSER 44 1 127-130 (2013).

2) NEKEE @ S OB, NEREEY:, 34, 134-135
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3) a7 - YT ST O B M LATE, LM
[t  BUCEAR TSR], 3 Fvy 735, p 166 (2008).

4) BT RBRICBIT A GCP OFIK EME S - GCP I &)
TbbOP—ICH-GCP &4 ¥ 7+ —AFa vty b, EiE

W
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5)
6)
7)
8)
9)

10)

11)

HEA%, 27 A, p60-78 (1996).

AR IRB OB L HRED] L7280 O GCP A4 DTLIE,
EERSER 38 : 29S-30S (2007).

AR E R EIRZIEFONg S, BRIRESE, 21 : 47-57
(2005).

H ARSI T 38174+ JPMA News Letter No. 138 (2010/7).
PMDA, 5% 24 4F 12 H 26 HE 2 gty - REEHLHS.
gy ¢ R B R ] & SRR, RS TR
MG % 3, BERE S, p 3 (2005).
TX¥AMRELZES, MRBHMET XA M, Ui3H, pl96
(2006).

AR - FDA ERAL &AL~ o, #FH AL, p 142

12)

13)

14)

15)

16)

Summary

(1999).

HEAE—H  HRICEIIWLSSH 2007 5 17 KRS
HELHM A 7 7L R THIREEOH - B, 822
(2002).

AT ESESOBIEME L 4 axE—PMS OFE®, p 5,
Ciz9, (2011).

HERE KT VIV AT D EBFEPOTEEL AL, H
HlgEs 15, 31-43 (2010).

ANERIEE R RO EIE R E, BFEOH 0 H,
138, 181-183 (1986).

fle 22 RARE - BEIE SRR L s - WRZe IR R A4, /D
HAREEMRE © IR, AEIE, p 130 (1998).

This paper reviews the status of clinical trials and appropriate use of drugs from historical perspectives in
the last 30 years in Japan. Industry-sponsored clinical trials in Japan began being regulated under the revised
Pharmaceutical Affairs Law in 1980. Japanese modifications were made to the ICH-GCP, which reached step
4 in May 1996, and a notification called the “New GCP” was issued in March 1997. This was fully
implemented as of April 1998. The number of clinical trials, however, dropped sharply after 1998. Patients
worldwide who have no drugs for their diseases are waiting for new medicines. Clinical trials must be held
as part of a scientific and valid process. Physicians have a duty to use new medicines considering a balance
of effectiveness and safety. In Japan, several “yakugai” cases were observed in the past. They were not only
caused by the toxicological effects of drugs but were also due to social factors in drug use. Responding to
these scandals, new regulations were developed and contributed to the appropriate use of drugs in Japan.
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iU &I

AaRtE o L bbbz 21 il b HEE R B L
7o, B SHFES N TCEHARDERFEEIL LS
BARLFRTH Y, BUTOHAROEREE G LY % BB
F—BEB L o TETWA, FEAHOMKT, 2010
FRE (KREEELORFYN), L¥al—2 a0k
AL, PURERSE S 72 & DN A F REE SO HEY 2 & Oy AHg,
SEBICHREEIEMN (Vo) v 7 EEE) ok s, K
ERMEICHEE LTV,

A ARGEE L 60 BEL &7 0T, #3044
(1980~2010 4F) O HADESREMOTY;, ik - Wtk L
DEBIZOVWTI ML 212 L72Y. B, HEADEHK
a TR RO O BINERHERE G THO TWHDT,
CZITIE, FELTERMHEREMICHKE L TR,

1. EERTSEEEREOHE (1980~2010 5F)°°
1.1 HROEFRRTESEENEERE

F)ETL R, RIEEMOWIGERSE & RIEEMAERE LI
IR LTV A, SO ICBIIT & 72055 1970~
1980 FEXTH A, FTHHAWHEEAIZKWTHIES N
eH, 7ay — (BUEEEE) & Cafipids (BEHZE) (3,
ZRRTEPUR PR L ER ORI & %2 - T, 1980 4E1%
OMHROESRE G T SIS, TholZima<
1980 FARIE 121, AR AEGEHIEROFF - GHEE
ELT, TyIVAT Yy - DREAEIE HMG-

CoA BILH RN ESRK 2 N s h, ZohHEX
1985 4 (HAA1 60 4F) T 940 & F)v, 1990 4 (PR 2 4F)
ICIZ 1431 FIVICEL .. 2L T, INs2SFfEa
&7 o 721995 4121, 2865 fE FIVICREM L7z, S 512
0 WA KIZAR D &, WK TIIPURESE 2 &0y A F REE
SAVEN L, 21 IR 1213 3627 18 RV L, 2010
- CFRE 22 4E) 12138 F RS AT—BL L iR L € 8794
MRWVIGEL7:, FIZ 1985 06 D 25 4E T 9 f5, Hriit
PO DI0ER T 24D DB ZRL TW
5 (#£1).

INo EHREIRT o Mg - EHICA B &, 1985 4F
Tixdek (281%), HA (149%), WM (175%), €0
fii (395%) DY =T & oTnA, BINTIEFAY, 7
FYA, AZNT, AF)ADNEIZKE L, TS 4 HE
EEDLELEARNSGEZ LRL 2T b Z0F%,
2000 AEAIZ A B ALk CRED 29K & SR L 72120
LT, HAR, BINGEENMETEmAR L2 1S, HAR
1995 FF 1T A 0 2 Fih % & > T 728, 2010 4RI
F1L0% EFTIERTL, ik 18292 RNLE%B->TET
Wb, F7z, 2010 FEETIIREZE Lo 2dbk T IS
LT\ 5%,

COWEITIE, SRR E TS 2 R O X
BEFESTIOMORA L, TR THARDOH A I3
il CEAG ) ORBEPHL EFbN TS,

B OK E WIEEERIIHOA TW 2 TR S

L OTERREEACFERNZET  Institute for Chemical Research, Kyoto University, Gokasho, Uji, Kyoto 611-0011.

" AARE RS

The Japanese Society for History of Pharmacy.
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£ 1 ROREIELTHED (1985~2010 4)

(AT« |8 Bov, fEEtt © %)

e 1985 1990 4F 1995 4 2000 4F- 2005 4F: 2010 4F
HEsE AT MR HEE AT HESIE HEE AT BRIt e AT AR M AT REAEE HESE AT W
Jek 26,451 28.1 39,270 27.4 88,380 30.9 156,000 43.0 267,700 44.3 333,500 37.9
HA 14,038 14.9 26,775 18.7 60,973 21.2 57,680 15.9 67,700 11.2 96,400 11.0
FA 5,995 6.4 11,424 7.4 21,203 7.4 17,410 4.8 31,100 5.1 42,200 4.8
77V A 4,465 4.7 10,888 6.3 18,072 6.3 16,690 4.6 32,400 5.4 38,900 4.4
1597 3,671 3.9 10,710 3.2 9,119 3.2 10,880 3.0 19,800 3.3 26,600 3.0
1F) A 2,348 2.5 4,998 2.7 7,628 2.7 11,250 3.1 19,400 3.2 20,300 2.3
Z ORI 27,791 9.7 25,032 6.9 68,800 11.4 119,600 13.6
R 37,132 39.5 39,092 27.3 23,400 8.2 29,800 8.2 31,400 5.2 60,900 6.9
TIT T IV FRT =T 29,700 10.4 38,100 10.5 66,200 10.9 141,000 16.0
& E 94,100 100 143,157 100 286,500 100 362,780 100 604,500 100 879,400 100

1990 4 : 1785 K b/ ¥ FHbEfi

TR - HARBLEE T2y DATA BOOK 1995, 1997-98, 2009, 2013. SCRIP Year book 1939

[P ORI ] BREERESEBORIIZEIT, 2007 % &

LD, TOMFEETH L. WE, HEZL DT D7 FHE,
Axva, TIVNGEPEK BILUORINTIEEZEL D
EDAAD M V3, FY U xh EOFEENFEELTE TV
L. ETREREE LW ER A v Fid2 AOoEE
LLE5BOKETHE L TERSIN TV,

O &Iz, T 30 E R O o B G T ER 7
HUOZRLTWE—HT, T THRTE2FETILTX
7HRREBOM AL, FTOHAD Y = 71
1995 SEDF LI E THEBIRATYL, ZRIIKL, £
DORDFEE DM H > TETWLIRRIZH 5.

1.2 BAROEERTSEEERE

H AR @ BE 3 B 513 1960 R OFUEWE RS % B
12,1976 45 (HAAN 51 4F) 12Hll5E S 7z AP IS & -
T, 1980 fFHH2H —B LGS L7z, TihUltEo TR
T HBAE LR L, 1980 4E205 3IKMAIEL, HFR
B2 O EET LI o7 E51219904E 121,
TryIF Tyl - I2EEETZE HMG-CoA #IT
BRHEELR L, HREOHEOEY;Z L) 5 JHEIE
L, SO FEELRENEFHEN 7Oy 7 N5 — Lo
21 AR TAHIZIE 8 JLITAITAR D, 2009 4E121d 10 JBH
DOREITFES T2,

CDEHIL, HRDOEEMIHBEILZ O 30 £ TIE
E3REICHIML 222 8 12% 5. 2O, 1990 £ 12
I L7 T A RFERE R 2000 FE AL O KE 2 HF ik
WIEZ & OB L) — R L 72R  & o 7298,
MhRE SN AT & R INEA 7% < BRAQEFR T B
AIELTELEWVZ D,

BI1ISRT L9112, EHREMETE LED ) bEFRHERD
NELAELE DL, 0T =713 1980~2000 4 £ Tl
70~80% Hi 4 THeRE L T\ 7295, 2000 4EIC A5 L~ 12
Wz, 2002 4E121X 85% mIZE L 72 FN DD R4 I L
FL, 2009 41213 B H BESE fn asH) 9 Bl & 5@ 2 AR
o TE TV,

oMU, EEBESEGOMOITMNZ T, 20054 (F
K17 4E) \SHEAT S N7-UOE SRR R R FRIESH o 3%
B - A0 (M&A) HEI2E->T, —BHAE#ES (OTC
RAEHE) MMM - /SN2 LIk BB L—HE
AHND.

CO X ICHAROEEGEEDIEFILE L TE2E R
i, 1961 4E (HRA1 36 4E) o [ A SRR BE O BT % 1%
CoL LT, EROMWERER, Ut 7zEHREE
FEEDSEIE, N2 TERFEMAS AN Oy R % <F 2 A iy B
EmTHEILPD, RAEHIHT WV ELZIT L
V) FEBR R BESEBRBEIC B B BRI HARIE AT 2 R AR AR R
i GEMHE) Z2MMALTWALD, FOHEHEILSEM
CE R R RO 7 & D ISR I < B % 2 5 W HEIX
Lo TwD, 2070, SEFEICED L ERERE L%
BRBERIIHDL (M),

H AR o [ B PR 9% 2 1% 1980 4F o 12 JL M A2 & 1990 4E 0
206 JEFIZIZIZRERS L, 1999 4E121d 30 JLH D KA 12T -
72, ZOHL BEEILAE S E M 2 THE 2~3% Ol T
R ULy, 2010 4E121% 374 JKFII2 74 1), 2015 4B 121 40
JMHBIET 2BV TH L. 2070, BUHFEREIZER
EBEOMAEZIHT 52—k LT, ERED2~3%H%
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EZEmA (B

120,000 r

100,000

80,000 -

60,000 r

40,000 -

20,000 -

H ARS8 T30 25 DATA BOOK 1996-97, 2006, 2013

HOLEHNEOHELY TIF 2R LEDTBY, 20
R L THADBERSEGTHOMOESLL, #5R%E 2T
LLERENTND.

1.3 BARDEERAEEROEEZEMFTLEOEE

(1980~2010 %)

2\ HAR D B B i A PE R O SER BIRE R L & 7R 5.
1980 4F- G I HUAEW E S R HE A EFE O 30% 55 % 5 &
TW7zAs, 1990 fEEHA S LB SRR E FHIEAME 4 [N T
20% Witz HOL L)%Y, FUEMEE ANEDD by
T et otz PUEYE L O RGO RE TG E L A 7 1
AR L, FOBLHRTEIIAEWERE LIRS 3L
BRSET72. La L, 1980 4F DR IZELA IS & Atk
WOWB % EXHAMEE 20, e A EE D L
2010 FE X 7T E CRB L7z, —F, TEBREEH,
R IR IS & 2 A & S LA SR O R R T
BEREZDBIML, SR SIS L CHESE - sk
B - BERIRIE 2 OB R B S NI L R
FEAICMIER L7z, 2 oMo REEIE S X O R 58
S T7T~11%DY = 7 THEIZIALZ HD TS, FRIC
RAHEDOEEHL, THFEOA ML ALK L T
2010 4F 121 2 R I E L 7z, LR B3 o R AL
AT 225, MR - AREHEES & CEYFR A O 4
BSOS ABEIERIC L) WS EICH 5.

HADESE MG (XA —7 =5t b)) CEREREOHER. B A @A (R -

ERE (EM)

4 350,000
516
4 300,000
94,462
4 250,000
4 200,000
- EXRLH
- ERAEES
o —BEEES 4 150,000
A BREES
—— - Tt 4 100,000
——ERERE
4 50,000
7370

S S B S SR S
1980 1985 1990 1991 1992 1993 1994 1995 1996 1997 1998 1999 2000 2001 2002 2003 2005 2006 2007 2008 2009 2010
&)

R S RS SRR AN A,

2. EEXROEIEHHANEE (1980~2010 F)*
2.1 BAOEZEZOTEHHESHHLE

1980 4% (HAMI 55 4F) @ H AR D B3 5 o e & EFIIC
A DL, KRENT 232 M (LA 247%), N4
94 &M (100%), HES2MEM (55%), 77 v A 381&
M (41%) BEOFEHE6MEM (38%) DAL 2> TH
D, REMFAMGO—%2 555 (F£3)., I+ —A
NS T, BE, AL R, ALY, FAERMAAE, W
HAFSAIZ D 807% I 12DITD. FDHD 5 FEHDM
FHZ X AUE, SREMTE LA S S8 L =50—D k%
HOLETIHKRTE2—HT, 1Y, BB, 77 AN
BEANAMENICH L. [EH SN0, PE, BEE VS
72T VT BEOERHEANOHLETH L. KA, 2010
UL, REFT 1273 1 (336%), HE 338 f&H (89
%), WE270EM (71%), AA A 2686M (71%) B
XM 507 2554EH (67%) THY, ZhbORE~L~
O EAZIL 634% DI 5.

2.2 BADEEKOEERAKXLBMARE

HADESRE SO AL IZ BT, ko E KT
A5 <, 1980 4F (BAA 55 4F) CTlakE 712 &M (27.1%),
N4 521 5 (198%), A A Z 293 HM (11.1%), A
F1 2 1371M (52%) ONEFICH Y, WMAFHIIINS
DE % TEEOLGYD EEEDTWL. STy v AR
Wk, A5 )T . TIVAR, F T E Vo RN FEE DS
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# 2 HAROBERTES A EA O EEER IR L OER (1980~2010 4)

AL %, () : ERE
TRy Fofio PR ELEEE il AEWER BUAEWE Bp 7L (N
EVE SEAE T SV S fREEE ) HFH) F—HgE B
1980 12.1 (2) 8.6 (4) 9.1 (3) 6.2 () 2.8(12) 3.8(@®) 27.3 (1) 4.1 (7) — —
1985 15.0 (2) 5.5 () 8.6 (3) 8.0 (4) 3.6(100 4.5 2.4 (1) 467  — —
1990 17.3 (1) 5.8 (5) 9.1 (3 9.0 4 3.8 (9 3.6(10) 13.2 (2) 4.8 (7) — —
1995 19.1 (1) 7.9 (5B) 844 87 (2 506 447 8603 4.2(@) 3509 3.0012
1997 195 (1) 7.7 (5B) 84 (3) 9.1 (2 52 ®6) 4.4(@® 84 45 ((7) 3.4 3.2(10
1998 19.8 (1) 7.8 4) 7.4 () 84(2) 56 () 48(@® 8203 596 3.0010 3.409)
1999 20.0 (1) 82 (2 7.2((GB) 80@ 57 (@ 47@® 8103 576 33010 3.4
2000 20.7 (1) 813 7.2 8312 646 4.7 @ 7.0 45@® 3.4(09 3.1010
2001 21.6 (1) 852 75 8301 536 45 @ 726 410 43@® 290D
2002 21.4 (1) 9.1(2 801 8301 526 44(@ 656G 400 3809 310D
2003 22.4 (1) 9.1(2 82 @) 8403 546 410® 6.7(0B) 3.8 4.2 (@ 290D
2004 22.0 (1) 9.7 (2 87 @B 844 546 45 (@ 6.2((B) 410 3.9(0© 300D
2005 22.6 (1) 10.1 (20 7.7 4) 9.1 (3 586 4.0@® 6.0((B) 4.1 (@ 4.0(09 3.1010
2006 24.3 (1) 952 774 8503 6.5(0B) 43 (@ 5616 4.0 3.7(09 3.2010
2007 23.7 (1) 9.8 (2 834 8701 6.4(0B) 47 @ 516 390 3.9(0© 3.3010
2008 23.9 (1) 10.1 (2) 8.7 () 87 4 6.8(5) 4.6 ®6) 4.5((7) 4.0 @ 4.0(@®) 3.1(10)
2009 22.9 (1) 10.2 (2 9.7 (3 89 @ 7.0(B) 46 ®6) 457 3.8(@® 3.8 3.2(10
2010 22.7 (1) 9.5 (3) 108 (2) 84 (4 7.3(B) 496 3.9 (7 360 3.8(@® 3.2(10
()t B 3 AR FENEAT &2 7R3, 1995 45 1% UF 2001~2004 4E D &5 10 M I3ALFER Th B, Bkl | RS 4
(e T A BTl HARBIET 34 DATA BOOK 2009, 2013
# 3 HAOEEMOFZETE & GligE (1980~2010 45, -1 20 20H)
(HAT - [HM, %)
A4 (HEt)
%4
1980 4f 1985 4f 1990 4f 1995 4f 2000 4F- 2005 4F 2010 4
TAYH 23.210(24.7) 33,914(25.7)  31,353(22.3)  49,580(26.9) 136,255(46.3) 146,413(39.8) 127,227(33.6)
KA 9,426(10.0) 10,333 (7.8)  14,359(10.2) 19,841(10.8) 11,543 (3.9) 17,887 (4.9) 9,084 (2.4)
B B 5,201 (5.5) 8,093 (6.1) 7,811 (5.6) 8,286 (4.5) 8,585 (2.9 9,888 (2.7) 10,808 (2.9)
VAR 3,828 (4.1) 7,710 (5.8) 9,487 (6.8) 14,543 (7.9) 18,218 (6.2) 19,275 (5.2) 9,592 (2.5)
% ik 3,594 (3.8) 3,443 (2.6) 6,941 (4.9 7,254 (3.9 5872 (2.00 5569 (1.5) 5,274 (1.4)
F—AN7U7 3,365 (3.6) 3,927 (3.00 1,766 (1.3) 2,438 (1.3) 2,557 (0.9) 3,641 (1.0) 1,216 (0.3)
i 3,227 (3.4) 7,195 (5.5 9,263 (6.6) 11,101 (6.0) 10,686 (3.6) 18,871 (5.1) 27,006 (7.1)
AA A 2,686 (2.9) 2,074 (1.6) 2,669 (1.9 1,847 (1.0) 5,067 (1.7) 15,844 (4.3) 26,814 (7.1)
ANA v 2,315 (2.5) 1,861 (1.4) 4,650 (3.3) 4,418 (2.4) 4864 (1.7) 4,153 (1.1) 4,917 (1.3)
54 1,989 (2.1) 2,104 (1.6) 1,573 (1.1) 2,063 (1.1) 2,469 (0.8) 2,869 (0.8) 5,779 (1.5)
1Y FRYT 1,983 (2.1) 1,981 (1.5) 1,242 (0.9 1,018 (0.6) 849 (0.3) 1.019 (0.3) 2,483 (0.7)
T8 1,971 (2.1) 2,362 (1.8) 2,890 (2.1) 7,015 (3.8) 9,356 (3.2) 17,719 (4.8) 15,742 (4.2)
157 1,928 (2.1) 6,366 (4.8) 7,657 (5.4) 7,235 (3.9) 14,528 (4.9) 16,555 (4.5) 25,543 (6.7)
vt 1,645 (1.8) 2,131 (1.6) 994 (0.7) 528 (0.3) 1,253 (0.4) 749 (0.2) 1,620 (0.4)
N F— 1,617 (1.7) 2,225 (1.7) 6,065 (4.3) 10,223 (5.5) 17,587 (6.0)* 16,290 (4.4)* 18,301 (4.8)
£ F1) 2 1,427 (1.5) 3,655 (2.8) 2,294 (1.6) 5,388 (2.9) 7,594 (2.6) 13,042 (3.5) 5,654 (1.5)
2N 1,090 (1.2) 1,432 (1.1) 2,692 (1.9) 719 (0.4) 1.271 (0.4) 2,136 (0.6) 2,576 (0.7)
H 785 (0.8) 4,849 (3.7) 11,292 (8.0) 10,023 (5.4) 6,351 (2.2) 16,391 (4.5) 33,752 (8.9)
FrN—7 1,004 (1.1) 2,714 (2.1) 435 (0.3) 469 (0.3) — — —
IRFAY v 409 (0.4) 858 (0.7) 1,167 (0.8) 686 (0.4) — — —
Dt 21,201(22.6) 22,611(17.2) 13,939 (9.9) 19,863(10.8)  29,493(10.0)  39,353(10.7)  45,351(12.0)
&5t 93,901 (100) 131,838 (100) 140,539 (100) 184,538 (100) 294,398 (100) 367,664 (100) 378,739 (100)
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# 4 HAROBEZE O EEEASL @A (1980~2010 4, £ 15 20E)

(AL mhH, %)

SR (HEt)

El%
1980 4% 1985 4 1990 4 1995 4 2000 4F: 2005 4F 2010 4
T AT 71,243(27.1) 130,655(39.2) 91,106(22.2) 93,545(19.8) 100,036(19.5) 154,251(17.0)  249,057(16.4)
FA 52,161(19.8)  50,499(15.2) 100,434(24.5) 102,367(21.7)  91,450(17.8) 123,648(13.6)  219,304(14.4)
AA A 29,309(11.1) 32,447 (9.7) 63,855(15.5) 40,505 (8.6) 33,290 (6.5) 82,288 (9.1)  206,728(13.6)
1FY A 13,727 (5.2) 16,796 (5.0) 35,485 (8.6) 56,550(12.0)  63,293(12.3) 131,141(14.5) 103,280 (6.8)
PR K el 17,304 (6.6) 9,986 (3.0) 2,951 (0.7) 1,221 (0.3) 3,834 (0.7) 6,154 (0.7) 68,407 (4.5)
1597 13,538 (5.1) 14,835 (4.5) 8,232 (2.0) 13,196 (2.8) 21,217 (4.1) 54,840 (6.1) 89,215 (5.9)
AR 13,519 (5.1) 11,643 (3.5) 13,066 (3.2) 25,903 (5.5) 24,035 (4.7) 70,630 (7.8) 132,375 (8.7)
ER 4 5,875 (2.2) 3,078 (0.9) 6,759 (1.6) 8,070 (1.7) 6,001 (1.2) 5,033 (0.6) 9,852 (0.6)
i 5,230 (2.0) 3,469 (1.0) 5,150 (1.3) 4,542 (1.0) 3,352 (0.7) 8,817 (1.0) 16,860 (1.1)
ANRA 4,495 (1.7) 4,320 (1.3) 2,129 (0.5) 2,237 (0.5) 4,165 (0.8) 17,161 (1.9) 43,911 (2.9)
BB 3,034 (1.2) 3,181 (1.0) 3,663 (0.9) 1,962 (0.4) 2,081 (0.4) 3,114 (0.3) 2,908 (0.2)
aa 2,93 (1.1) 6,474 (1.9) 6,114 (1.5) 12,793 (2.7) 15,640 (3.0) 30,045 (3.3) 53,901 (3.5)
AFva 1,760 (0.7) 2,567 (0.8) 582 (0.1) 1,502 (0.3) 1.533 (0.3) 1,040 (0.1) 849 (0.1)
F—=AMUT 1,290 (0.5) 2,783 (0.8) 2,514 (0.6) 2,356 (0.5) — - -
NV F— 515 (0.2) 6,328 (1.9) 7,460 (1.8) 11,326 (2.4) 21,506 (4.2)* 33,483 (3.7)* 81,308 (5.3)
Z DAl 27,397(10.4)  34,129(10.2) 61,267(14.9) 93,539(19.8) 122,203(23.8) 184,321(20.4)  244,624(16.1)
aat 263,333 (100) 333,240 (100) 410,767 (100) 471,614 (100) 513,636 (100) 905,966 (100) 1,522,579 (100)
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3. EERHE - RESZOEE (1980~2010 &)

3.1 BAOHESFELHRE

#2512 1980~2010 4E- 0 H RO BIE R OHRS R .
HEAEL BEREOBIEA O RINT 5 &, FICEHERK
i a BIEIRTE T A M L AR (OTC KB L
&) RELENFE T AMEIISTTONS. FLEETIIAIR L
7o E O WCEHFAEEMDT 9F 2 DT,

5 OIEETHIE O [EHEN - B LR A
IZE B &, 1980 4E 25 2004 4F ¥ TiE, HADBIRM IR
12 1,000 #EEL_Ed 5 7245, 2005 4F12 1,000 4% % ) A ¢ &
ZDOBATIEA A L 2010 4E121F 370 4L K & < dd
L7z, 209 bEICEFRHERE 2 BERGET 5 031X
1980 4 7> & 2004 4F % T, 370~490 #: T - 7245, 2006
EREUFEIIRE P LTI HEEFTZTIZR TS
T/, TORTEICERERES (o) v 7)) 2 HER
7L TV B S0 2000 4 F TR 70K BT b o 7245,
2006 4 AR08 L 2010 £ 123 27 - F T L T .

Z @ 2005 SFELIBED RFER O AL, 2000 FH 4 95
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7o KIE 2SR T 0L (2005 4EHETT) 12X 52K
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s o 72100,
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RO NS Frittid DI A BE - TR
DHEATHBIL AL 813wz, RKRE L TR 2
Ty =< EWBT L ERE LI ENH L (F6, 7). f
21X, HRTHRATHESHOREE L TH-> T, #HF
DNRZ RN 10IZIZ A>TV, KRR EEDE L7
TATIA (1745), H—=3 (1947), HL=2 (26 i)
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FAZEIZ 10~20 F D H L =K% e b - £/ - BEPLE
ThrbEEEZDLE, HOLBEOHBEL T LEFILETH
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3.2 BEICHITINEREEREE

HROE 2 OEIEMTYE TH 5 AR, IERKFRIE
WDEIZLS>THDH 2T TH L. 1970 FEHFE THAD
FE R FRH RS HEN D S O A - AR TE LR b

F 5 HAOBIEMFER (1980~2010 4F)

FABEFHE S an

FIZ—#H  Fofio

B

e BE AWENGE  RERE  ERE o
(R FBESE i) BUEMGE W - B T
1980 (HAAII 55 4£) 1,312 368 625 319 80
1985 (HAAI 60 4£) 1,369 435 622 312 81
1990 (°FHEE 2 4£) 1,496 433 588 475 86
1995 (°FHEE 7 4£) 1,512 465 524 523 89
1996 (FHEL 8 4£) 1,424 441 487 496 85
1997 (FHEE 9 4£) 1,400 436 486 478 86
1998 (FHK 10 4F) 1,468 473 471 524 85
1999 (FRE 11 4F) 1,151 476 (71) 476 199 82
2000 (R 12 4F) 1,123 478 (66) 449 196 80
2001 (PR 13 4F) 1,104 471 (71) 443 190 79
2002 (PR 14 4£) 1,068 474 (75) 418 176 79
2003 (FHK 15 4F) 1,062 474 (71) 416 172 79
2004 (PR 16 4F) 1,026 488 (69) 411 127 79
2005 (PR 17 4F) 972 477 (72) 387 108 75
2006 (PR 18 4F) 364 121 (25) 126 117 74
2007 (R 19 4F) 380 104 (22) 156 120 70
2008 (PR 20 4F) 351 117 (64) 158 76 70
2009 (PR 21 4F) 376 101 (18) 160 115 69
2010 (PR 22 4F) 370 107 (27) 143 120 68
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NERE iibe >4 sebw  Arille R&D #
1 Pfizer CK) 58,523 28.8 9,413
2 Novartis (A1 A) 41,994 9.2 8,262
3 Merck CK) 39,811 57.8 10,991
4 Sanofi-Aventis ({A) 39,515 1.7 5,832
5 Roche (A A A) 39,389 -9.5 8,673
6  GlaxoSmithKline (GSK) (3%) 36,167 -1.4 6,351
7  AstraZeneca (%) 32,515 1.9 5,318
8  Johnson & Johnson (J&J) (k) 22,396 -0.6 4,432
9 Eli Lilly (k) 21,685 5.1 4,884
10 Abbot CK) 19,894 20.7 3,725
11 Bristol-Myers Squibb (%) 19,484 3.6 3,566
12 Teva (f A7 1)) 16,121 16.0 933
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In this paper, the writers reviewed in detail the pharmaceutical market and the shifts in manufacturing
and sales including the trade balance in Japan over a thirty-year period from 1980 to 2010.

From the 1980s to the 1990s, many innovative pharmaceutical products were developed and launched in
the Japanese market. During the same period, some Japanese companies managed to develop their first
internationally marketable drugs, which were antibiotics and effective remedies for the digestive and
circulatory organs. During this period, Japanese pharmaceutical companies were also able to launch some of
blockbuster drugs. For two decades, the pharmaceutical market grew rapidly. For this reason, it can be
called “The Growth Period for Pharmaceutical Products” in Japan.

After that period, drug development and sales slowed down due to a lack of expertise in genetic
engineering and biotechnologies. This situation caused a large deficit in the trade balance for Japanese
pharmaceutical products. However, with regard to the trade balance (including technical royalties) for
pharmaceutical product technologies, Japan remains in the black even today.
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The Japanese pharmaceutical industry experienced a period of rapid and economic growth following the
introduction of the national healthcare system in 1961. Triggered by a major revision in Japanese legislation
from process to substance patents, leading Japanese pharmaceutical companies began to invest in research
and development (R&D). By the mid-1980s, some had managed to develop their first internationally
marketable drugs, many of which were antibiotics. The emergence of novel drugs gave companies the
impetus to engage in progressively more appreciable investments in Asia, Europe and the United States. In
the 1980s, internationalization was mainly inwardly focused so as to limit firms’ exposure to risk. However,
as profits increased in the 1990s from the sale of new drugs, Japanese pharmaceutical companies were able
to engage in even more sizeable, outwardly focused investments. By 2010, Japan's leading pharmaceutical
enterprises had succeeded in putting place three types of global operations : manufacturing, marketing and

R&D.
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