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Where are we now in the race for innovation? —
A proposal of three laws for stronger Japan

Masanori Fukushima
Dept. Clinical Trial Design & Management. Translational Research Center, Kyoto University Hospital

Abstract

The national policy announcement in 2006 of the Japanese new Prime Minister Shinzo Abe and the
subsequent report entitled “Innovation 25" emphasizes the importance of innovative drug development. In
order to promote innovations in drug development, the author proposes three legal frameworks as the
prerequisites.

It should be emphasized that drug development is exclusively a patent business. Thereby, first, a law for
the protection of intellectual property rights (IPR) , which promotes strategic, business-minded management
of IPR in the academie. Second, a law on protecting human research subjects, which covers the conduct of all
the clinical trials under the supervision of Good Clinical Practice (GCP), using medical products manufactured
under Good Manufacturing Practice (GMP), based on pre-clinical researches under Good Laboratory Practice
(GLP), all of which fall under the Pharmaceutical Affaires Law. Third, a law for quality assurance of clinical
practice, which defines standardizations of medical record formats ; risk management and outcome evaluation
systems;and medical audit, by which medical practice is standardized and state-of-the-arts could be established,
and by which the bases of clinical research and development is to be constructed.

Without the appropriate legal framework such as mentioned above, uninformed and unprotected Japanese
citizens could become victims of exploitation by others. The government and other authorities concerned must
realize the importance of a strong legal framework in modern drug research and development.
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Table 1 The three legal framework prerequisite for innovative development

of drug and medical device

ExG - EARESERICETE320N—-FILERRIRIEICLDELZEHH

IN—FKJb A = hE ik

1. Higt FETE V2 R S B A EE R TE AL R

2. W #HE (GMP, GLPZ, #E]) B R R H AR
3. EEIKFABE #EE (GCP), &A1 F 74V R RO BARAE

— 540 —



F23BFT, e MicERE5ETALULE, REORE
FEMEAFRIE I AT 5 &, GMP (Good
Manufacturing Practice) {2 %16 U 7= BH] A3 #4509
I+ ETHER X AL, $72GLP (Good
Laboratory Practice) (ZXfI& U 7= )32 5% 5 B ks
KF—sahnrhild, BERSEELTHRT S0
DEGRABRIETE AW EU(Z — 1 v 34 US
(720 AEZE) BT, MEIRERZEMN
THHH2ENICHEDHLL T, BEREEMIZO>OVWTO
BEERARERIZ, DAE TV L Z3DHEHED A
ERITAIENYRELES>TWVS, ZhizxfL,
DAENZ BV TIE, BUEIRFE AR B O [EE] D
Pl ADN Tix, SEEEAEA &k W ERKRT
RERKABREPETLTED, 20K bk,
RO G L k2 BEDAEERENRHBX Nk
WEPD A, TORROEEMELZL <, HEt
DI-ODERBEEDT -2 L LTIEHTE LW
¥, EESRAROBELESTWS, k5T, F
NTHBERDO & F ANOR5 ISIEHPEHEIT T
BEBRELTHFIEIICEFELARETRETH
5%, ARSI 2 EMosEEL LT, #
SREREBEEREIRETH S, ZOHIZOWT
BIFTIShF YAV = 370 H—FHEATHE
(2B B E R sk

FE3L, KRB TH AN, TOMBEEMERL,
ZDHOER ML 27201213, BIKREZ
FhEd 5 LHETO , FEEBROBE ORISR R T
b5, EHEEFEOEY] AL EMHIZ XD State of the
art BER I TWAWRD | fil% iR e L
T, 3B RE LT, it Hkico
WTOFMY - BEM % REE T SRR %175
DPLEAHBETH O, EEAROEF T TE L
VW, £ Z°T, State of the art /K & [ERO LG
AEDFEARTE A BB & U, BIRO B4 1R
KT 5. BROBRIAED =012, #)L 7 OFEHAL
VA= 3P 2y PO, IRRBHE 7Y b
74 (WEERACH) AT, # L THREEEDOHE
A BEMICED 5. EROBEREEDT, SEFRE
BOBBMOLNLERLEX I E2HNETS
LDTINIZE - T, BERAAERZ (233 2 B

Clin Eval 34 (3) 2007

EHZ LIZh B, B, EREEEEELRERNE
WMOF — 4 ~x— 213, bAESEEKRRBRIZ B
T, Za—LilY—F 3 5M—DHETHD,
ZOFEBRLZLVICERERFAREOEERR I bES
ZLEARTRETH A .

N=FIL1, &3, 3850, KESHREBE, 5
FEOEE#HSEHOMLEL LT, 2. @bAEDS
AFEEOIREEL LTARTHD, EHOHT
b2k 4 Vs b A5 ABEDLET
B, TREZD2DN—=FLELVTTELHDE
Bimid, bUEOAIRE, BTN RENIZE
BB DIZUETDH B . 20064 (12 [E A EER
% [GEER] ~NLe—K{L, BEIZIE [FRl%R
| LLTHAETAILLLEDIF—oDES
Tha2, Z0O [LEER] ORFBLEFERIZON
T3, EEMEREYD TAICH L GHEHET 58
RPEDT—252EMT 5L AT ANGFELET,
BEMLZRAATELOWAREELT —FI2E ST
HMROFRIZL > T [LEER] L LTORE
BRESNTNS, LEAST, $XTERET
WWEL ZEI2E o T, BBRIZSONWTOGCPE S A
fii 2 T2 HEBERHE, 7 — 2 OBEMHER, &
I REMDIFMEO Y A7 L TEBL T K
INICEMLEHRBERTIDZ LB LT, FIHFIIHE
WEhan, My N TEEE TRl S h 3 &
sk, £ T2 E R R B R O B AR O
VEUENRRETHILIZESD,

2. A1 - BRFEREREICH D DFEM
A A

2.1 BRARBOLEN

JIZ, R - ERIRFAFIEEICE D S, BHEEMIC
BEEHZAIZODVWTRARS,
EERERIEOEBEELMESTEhBEA
ETH5. EEREFABTE 3EIIEEETEIR
ENTHED, bAEVNEEFEEMTE2EE LT
D—D2Thd. RECHMNEERIAEIZL > TH
WBTAEHETHH7TTIREL, hEICEES %
HAETEZLZVWES, BRIEOMENEIZLS

=gl —



EEEREEM 34435 2007

NEONGEELEDHIBZILEZFELTRITILL R
LY,
EHSEEAMMEICERATLES Z &I, fEf&
Thd., ZOFRTHIZ, BIRE»SH, EDDHX
XEESHRAI-TELT, 4 FEEFICK
ZEMitEhDiE 6, BEOMBEMEEIEKE
HIBAEALAT, 7V 7ZLTT 7)) H EHEICE
MlixZhEtFDHDENETHS.

2.2 EZEREEICHTI2HHFIEOERK
Rz Y — B3 - WH A pER, BEehh
54T, EBREMMENEZ L OEREE L KE, 3
EH\Z2A &, 2F¥Z ) HBHEE LTRSS OAET
b5, F£ERED EFA 1ML Lo (1JkH
»37) BRIz 13ttdH D, K8, #E2, A4
22, {A1THY, bAEOKF 44t REEST
# TATIARE =4 x-F{1%E4D
BT, L5 AN 1IHBETHS. 77V R
FESEIZE ST, FAYDOANFE R %2 KRAA
A, —#EflEFERLTWS, LALEMNE, &
) U LBISE RS EBIE, bBREKTF44E TR
HERRLTED, ¥v s 7y —v&HiZkl
T, AROFRZDLARVWEEZEAZ LN BB,
POE  — AU FEy—={EREFTERBLSET A
xRN T, TTICKHEERTELRVLTY
5. RAISEREAR AN A A IZFEB IS0 - T, EiffiZ bt
REHE R 4 FREAEA 2005 FI2id R OFRD E
F by 740 T2 HDBIZE SN, 5HE S
IcBESZ L idfEEV R, —F, by DT A
H# — 13 2005 FF B EME T, FEBED EiF4.4%kH
A¥A, TDOHH17%, 7,400 M %% - R
BICHBEL WA, bAEIZEWTRIZECET
BERFEHIZZO1004D 1IZEilanwI &%
F KK FELXBNRETHS, £/, EERMELT
BARICHINT 5 (B2 TH) HERIL 5,000 73D
1UTTharZEELZNL, EOMEEE LTH
NEEIPIIFEFERSFARINETH A (EHE
Dk EhEFEEE B RNEHIE, MBS
FATRZED W),

23 BFEIVRRELTOEERKFRE

A ERESHREIEZEDD TR LOWREFEY £
ATHB. POT77A¥—ZBHDO Ly T2 T —
DAL ZFu—LETEYE - LPOREFIIN
Z20114EICHE A, ¥ 70w 232 4 — (FFH5E
N _Ed 1,000 AL EOREM) BRICHR A%
TH DA TEZMNEIL, 200712k ->T, &
HRTODOWERD I B, HERDZhEZ0 46
KOBEISEVIAZThTWS, §8&, 7741
Y=z 7oy 7328 —EFLIZHRET 5 FHlD
SIEHI LT, rhERT IR OB 3 5 FEEE
REFNTEB2BELEBEALATNSY,
COHRERSHEBYTIICZ OO TEELER
e, Thabb, v—ABER, BELBEKRRAR
OFEFSEFAEEREE LTIDEINIAEZ LWV
L ETCH 5,

bOUENCE ST, BEERITITHAICKLND
THho-7C, FlEeffivE+ZBHigE 552 F 00
b, B AHYNICE LB ATAIEE S L,
FOESBEE»SDAENE BZREFEIZTT
ICHARLEbRIEE S BV,

24 hPENETEBINEHEE

V— TR BEIC OO THE R ISR E
M EL Gaft) TH O, BRERBARIZOVWTIRER
B (i BT 5REOREZROE) D
Wik Th 5.

7o, BEERBRO X 5 5 5 RED B IITEHE
MOMRELBDETHS. ko T, KEREREE
DiEEY MfaSitE&dRT) 2k MIRET
BT, TRTEERIZEDEBRLEINETH
D, BERTLTWBHEL [ERKRUIZE] % BE
FBHESRARTH 5. WERLSOERZI
BOTIIMER S & OZRIZED < Wil & A
ICIEET AL TES, BHLIRTHARET
FrnbrthEas$, 2 L THRIKT — 4 I3H
I A oy,

ZDXS5k) ATDKREW, FEELERK
BIZFNETIRAEN, Z2OEDICRKIZN—FT
A ZF L, BWHEHROKRE &, HEEREEOH

— 54l —



ENEHTH S,

25 EXEZBEBEARON—FILEQXB,
TLTCUZTIEDNT

ZZT, BERHRZIZHDTY Z24EL,
BEN2 BT IEETHHZ L5 RIEEs
v, BEZESLE TORVED D & iR
DEN=FLDFETHD. Thbbd, YFN
DIRBFERHTFE (New Drug Application : NDA)
EUSE» 6 OFRZRGE VI N—FIL, ZLT
EHITEUERBL LTOMLEWIN—FLTH
D, WFhE B EBKREEZ abaiThid
BHEEVWNLETH S, BRRABRILEROMETIE
L, EENE LS HETHS. KLEERHIC
DB EERGABR IS GCPE S ICHEIL U 7= | RS 2o &
BEMAFREhAEEN T o2 THE. —
Fi, B 7 i B UEVR IR L O 72 0 D EER AR D £ <
(TR DFEFRAER & LT, F DI o EHE R R
EHBT B0z EX B, LIELIE 1,000
flzBAs8OBHEIIBMLTESbEIThIEL
5\, ZTD2O0DLRLOERABRALETTS
ZIERPRAABR 2 A BE - SR A 0T U 7= X IR M
(F—=2Xr 2 =) PMETHY, KD 5 HEAEH
OARBIZCES>TEHAKEIZA N2 BZ EICE
5, B~ R FT 5 ZOEEOTEREIC
& - THEBM® S 512 CRO (Contract Research
Organization) FAEBBREL LU THS. L
PLENG, SRIZITHEIMICX3& 1L (EDC :
Electronic Data Capture : BT 7 — 2 INE)
BLOBRFIZEB3aA My v BRI6HB T L0C
55, BRRARICET 53X MIEFY 20— b
DAY - F (BHFBER/F) ICREHIT 5. ko5
T, IZFEREICT B0, BHBBE 7
o —7 v FTHEAERNMThE &V, fiHE RS
RCERTHEBEERCTHEZ L, BERZHRE
THELYFRAVMCED, 2020, EXRLHE
ROEFRBEFIZH T, IO LOERMOL
5, BEROZOHEROBEE VAL, ZLT
FrROGRMFHEIERE, & Iz kDL SRBT
YFFRA VIO (2 F4 HN82 Y H—

Clin Eval 34 (3) 2007

F) BHIXLE-STNWS,

—7, BEEREREARICIZPHEAQEERR,
BREIICEOIY FRA4 v+ GEEDET, 4 X
Y ANREDIKT) FHlic k3 E S EF Y 2R
BohhnwEVwIABEDY) 228 DxF LS,
INho b EmEORKRAAZITHEWVIRD , B
TEEVWEWSIZLERELTEBELE Y, 77
A —tizkM T oy 232 2 —OFARIZHBL L
e, TNEBENDHCKDADTH 7. %
7z, DAETIERAZCHH TN TV B i A B
HFA L 9 HIC K BEIEREEEIL700 AFHISEL
TWb, AELETA S ¥X 805 2%E %
B0, KL HEE TEFEREATHAEANY, Z0
i, REY FEL v P ThIBEFHIDHER
B H62PBBOEALEDOD, HDT Y F KL ¥
P CHAIEFHMDERNFI I WL o205
Thb.

TED

I LT, Al - BERRFARIIDVEICE TS T
A 794 2w EEHRE, BERREORD
NEHLIARZFHEEL LS TV, FUEBHIZHRN
=<, BREICBWTRERELT, ZO4H
ICIRETE3ESIROATEY , HEOLLE
OMREBEHIORIK SISV —20E-BEBIC
BRENTWBLABRETHS, LLENS,
GlcEAMENBZIhbsDy -2 @ICEE
L, i, FEL, $FEHICIS VY AL—YaPt
M) H—=F2FTTHTL 6L, bAEIZTA
HO L WRISEERRFER 4 794 VA RET ST
ENTEDTHA). BBKHAREOETH H8H L
NUFNL DD YN DEHIZE->TE &
ELICEPERSEE ) -FTEB3R3TTH5, 20
KO BEED» S, A - ERIKFRED / oo DR
LB THAIBEBELEEREMICOVTI/RFL .
BEICEH I IBUTHRBER L EFAICL SHBEKEMNE
BT A MEEESI O R A H O =01, P T2
V=Ygt —FAERT 5 ERFEE LR
Kok 2 LB mEEEEHY %2 SNOOMENE

— Q43 —



EERRSEME 347%3% 2007

HIZEBHEETERLATLTWS Y, &%,
Bk o HE RCERBRBIC BT 22 A7 404
RAEMGRZ TS TOELNWEEZL D,

BEXM - &

1) EHHEERS. 4 /=13 3 25, Available from : http://
www.cao.go.jp/innovation/index.html
¥, KRG EHEO TS XBEEH I FR184-9H 29H
HIe5EZIcB W Tirbii,

2) 4 /N—v g V2 WEER®/, [4 / N—¥ 3 25]
hlE D F e AREDL S BWIROATREMEA OB
¥k. 200742 A 26 H. Available from : http://www.
kantei.go.jp/jp/innovation/chukan/chukan.pdf

3) 4 /= g o5ICEEWa AR TIRENEIS
e, BT, FR 1943 A5 HA). 14 H.

4) BIBEGRG R SR R, R BRI 2k (SFRC19
HEHS5M) FHFEXRE, FRR19E3 H 16 H. Available
from : http://www.keizai-shimon.go.jp/minutes/
2007/0316/agenda.html

5) MRS, FREIE, THEIL, Ll , Al
B fOEE], MRS, WEAKEE, AL, BIEE -
FOREFR BB ORLEE— P 7 ¥ AL —¥ 3 F
L) B —F (TR) {RELD 7= I A . Organ

Biology. 2006 ; 13 (2) : 14551,

6) WEMM, Py AL—VaFA ) —FOEE—
AL - #5F R S AR O RS —. FRPRAF.
2006 ; 33 (3) : 477-86.

7) BERE, kHEL, FRAK, FREZ. BERR
EBOFEOLL ALDY H. BHOEBK. In press
2007,

8) (HEEIRPRIESE 638D 2 F 3 & B < JEAE I KE:
EIRF 4955 [JEA KR OE YD 2 il #E X O
BEREAED S CEFRI8FIA12H) 12X 3.
i [BER] & 20 [FRMiFEE] IZofEhs.

9) Wadman M. When the party's over. Nature. 2007 ;
445 . 13.

10) 4 Loy i3 188, #99,000 HcHEHRAL &l
oAV, —AMDERM300 M AE-A ZEMTH
3, BOMAEIEE AT EVDOT, Bk Taf#EH
ERATWEY, TR L7 ¥R AORETH 3 %A
ZEWTXAFHShTWAY, 20T EIRERE
GEIZ RS- fhE O REEREIC L 5 B/ hE» 5
DNTELRBZLNTES,

11) AYPeke, KEMM—, &, MK, & LHsE, |
hih— SRR fh S AL —Ya ) -
FRIBIZ D 7z > TO B R FEAIRS. FRIKEEA.
2004 ; 31(2) : 487-95.

— 544 —





