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Regulatory Requirements
framework

Conditional Early | All of the following 4 conditions

Approval System | 1 The drug must be indicated for the treatment of a
serious disease, such as a disease with high mortality or
an irreversible progressive disease

2. The drug must have proven clinical utility in line with
the following points:

There must be few therapeutic, preventive, or
diagnostic options currently available for the drug’s
indication

The clinical utility of the drug is superior to that of
current therapeutic, preventive, or diagnostic options
with respect to efficacy, safety, and tolerability

3. Conducting confirmatory clinical trials for the drug
must be difficult or take a considerable amount of time

4. There must be a reasonable prospect of a certain
degree of efficacy and safety, as evidenced through
clinical trials other than confirmatory clinical trials

SAKIGAKE All of the following 4 conditions
Designation 1. The drug must be innovative. In principle, the drug
System include a new mode of action

2. The drug must address a serious indication, such as a
disease with high mortality or a disease with few
therapeutic option and continuous severe symptoms.

3. The drug must have prominent effectiveness

4. Application for approval must have been submitted in

Japan before anywhere else in the world
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SAKIGAKE designation system Breakthrough Therapy Priority Medicines (PRIME)
in Japan in the United States in the European Union
Year 2015 2012 2016
Criteria 1)  Prominent effectiveness 1)  Serious conditions and unmet 1)  Unmet medical need

2)  Alarge medical need medical need 2) Potential benefit to patients

3) Technological innovativeness  2)  Substantial improvement on a with unmet medical needs

4)  First developed and planned clinically significant endpoint
an application for approvals in
Japan

Prioritized review  Applicable Not applicable Applicable

1-4—2 BEFREOFMATE ARSI E (R & R HARAIE)

H AT, JEAE T8 D3 T S < BRI B 12 2017 4FHDi@ % C i 2 B
BEL 59, 2019 FEIZIEHIMES AL, 2020 429 A 25 [ G A S AR | L CThEf TSN T
WD ORI EE O TR CAMATEARGRAEZ T DIE SR SNIE, LU D 4 S A 79
N5 () BEREFREMHRETHIE, (i) ER LA AENEWEROLNLZ L,
(iii) 142 RIE A g PR Rk D SEHi 23 R B C b 57>, Tt rIHE CTdho ThIBE B D722
CEEIZ I EHEITH Y O W A BT AL HrE A& (iv) BREERYER R FRER LLSL
ERAR B EDRAEIC LY, —EDOH R, BRMENRENLLHBISNDZE(F 1)
S0 A TG F LT PMDA 1, HEERF AT —E DA ME K O 22 st L,
KRR E U THI R IS M B2 205 E A O 7= D fiti gk B 72 X % B T
(X 1a),

1—-4—3 ERBEIBRORMATEAGRHIBE (S-S R HIAFBHIE) 1
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7B ERBEERII L T Ao T B DD : () BOER ET I A R T H W AETE IZHE
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FNH LU TELUWE M - RN IREE NS, (i) BiR T — 2L A 20k
LRMEDETNREN TS, (iv) #8 EE R LA BB BN B L
THEEINTWD, (v) IBMOEERRER O FHESK#, AGRKIX, FRELEEL
TG Y AZEHIC LD, A - 22t B L OREMERE S BREES LS (K 1b),
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(a) Standard process

Exploratory
clinical trials

)

Confirmatory
clinical trials

Conditional early approval process

Exploratory
clinical trials

)

Approval

Application
review

Approval

Market use
(Adverse reaction reports)
(Postmarketing surveillance)

Application
review

Market use
(Adverse reaction reports)
(Postmarketing surveillance)

(b) Standard process

Exploratory
clinical trials

Confirmatory
clinical trials

Conditional early approval process

Exploratory
clinical trials

)

Plan for
postmarketing risk

management
Criteria for
optimal use

Approval

Application
review

Approval

Market use

(Adverse reaction reports)
(Postmarketing surveillance)

Application

Market use

(Postmarketing surveillance

(Adverse reaction reports) >
)

review

(¢) Standard process

Exploratory
clinical
trials

Confirmatory

cli

nical trials

Conditional early approval process

Application
review

Reapplication or expiration

Postmarketing risk management

Collection of data in real-world use and in
long-term use

Approval

Market use
(Adverse reaction reports)
(Postmarketing surveillance)

within 7 years of

the first approval

Clinical trials
(predict likely efficacy,
confirm safety)

)

Applica-
tion
review

Market use

(Further confirmation
of efficacy and safety)

(K1) (a)B=H 5, ()RR, (o) B ARERERE OAGRAT— L

Market use
(Adverse reaction reports)
(Postmarketing surveillance)

Conditional and time-
limited authorization

Marketing authorization
or revocation of the
conditional approval
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AR ZEMLEYLABROHENT+9 CTOTEEMOETARSE L EHESIREAEE FAEEIRBEERVUNA—DY—KF) T, Kadk5Shi-
&EE

REBE . ZEMLEYABRDOHELT 9 COTHEEMNOETARSE IEHESIREAEE FIEMIHRBEERTNA—Dvy—K) T, KENRESIA
WEE

<FTEHEBEBE>

ARBTIEARKS12B%. SBECTEEFI2ERICETIHENRES (RRREBXIEZFHOEREEDLLEVRKER) OTLFAHE

< BIRERIH>
A@AF120650, xEREEB0H5!

ATISvYE

<HRBE>

S~ B OERR S TAIS A-COIMEEERIEE

Aad  ARECHEAANLON, REOLRVEHRDERETL. ARERSSNEBE

X AREICHAANON-BETEARZEALGN > -E8F

<FEFHEHEE >

a7R— k1 25#678E (4917R) A S180E30BIZHLNTAISY L— FA2EERE LI ENE LI-EFDEIE

O7R—h2: R5#678E (491TH) A S180L30BIZHLITAISY L— FATERRELL ENE L-AISBRUCHEEHEFIDEIE
< BRERIH>

ak— M HHEHERER6~SGERROAISHA, HRIBEGET0~T0BNDEE L LT, KERF2TH. »EEEAH,

ak— b2 HHBEERER~8ERRDAISHABRIIC, FHHIBGF T20~T0mNEE L LT, AEBHOE3F. *EREF1256],

N—FI—F

<HRBE>
AR AROBERAEZENE L TEBRHERIRNAITHOA = R TOESH
R ARDBECRREGLIBETAREFER LGN o 1=EH

<FEFHEEE>
DR B B ESE E T OHIRE
< BHREGIE>

AEE AREEQOBRHRIASTONEIRTOESNZHRET S b, BEET HIABEFHRIIEDEL,

BHE. RABTEFD S bRAITEREINF606ICDOVT, BEZ2FUERBLAEFERNRIC, EWMFREZTIEFTMED & L OTRBELLEL.
AERODBENEEERT B,

XHEREE - 1206] (BRERBEHARI2FEEB LEH)
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(R 7)) FRREIAMEFICEI T2 E 0 E B (GeBRi F A e EI M)

HR5E4 HERS $550BIE ThEER IEZ R BREREABRE MR Hh il HEBTYIY Eiks GRERA)

*EEERF DB 8. EhEhEEE FEFHEEESE

TOHERRKR

F72 b ERAEER R VETEEFIHI YV 14 EfE R 11 FERIET AR AFIEE - 1306 (5 BBARANTH)

#E 250mg M #EH RAE AEXVEVIEEBGH 11 DE &g, (VISIONERER)

BAEREE ER DOUIBRAFEELEIT - B 123 HEE% FEFHEIEDR  FE

*REINT ) F 0 IE/NE R Atz

WBEXIE

b A

axX1y)—k ERAEER 33 NTRK @t &&= FEHE EfE R 11 eI RRAER AFIEE - 20745 (5B BARAN164)
LYAh7+ M B\ HAE DET - BROERE 15 DE & ihig, (STARTRK-2:(E%)

JL 100mg, [ RO EREE E& 84 MeE% FEFMER  THE

h7tL &

200mg

*REINT

WBEXIE

Hoig [ Ax

EVETIL ERAEER & FSURYALFUE E R 111 TSRk R TS5uRE 1776 (5H5RKRA5H0)
h7FENL (4) $Fishe HAE D7EIAA =R b4 R, BEIXIE B _EERILIT ARFIEE - 26451 (SBBKRAN12 )
20mg EHED. B (BFAERRUVEER) Hhigi $ B8R B L EER (B3461028 5ER)

(6) RS FEHEIER : ERZFFEHHEVETRUD

*ERBINT EED MERRICEET D AREE
WAHEXIE

Hoig [ Ax

JRING R ERAEER & BREXITHAMDFLTI EEEE 111 FEREMEALLL XTEREE - 86 45l

40mg (1) FHEM RAE BEEFEEGEORM 14 nE. 83 % A BR AF|EE : 169 {5 (0301 HLER)

MO EREE E B ¥ B MR FEFMER . £EFHH. T2ERLH

*EBINT & SHMARFHMEEZE S TLEROEE
WBHEXIL

H it (& A L
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JIIL—4 EERAEER — ABIRIIBEIA VT E SR 111 BIEAL_EER TS5 REE 231 fix
§& 10mg, [ (1) HHEM oA L RERE 3 HE. 297 Kk 1T EERE LB S ER R BRSEREE 377 Bfx
& 20mg BAEEESE AFKIBE : 456 filx (T0831 EHER)
) *BEFE. AVILIUFBEEHESH
*REBENT =%
WBEXIE FEFEIER : 4 > 7T VS ERLRN
b (& 75 L ER 111 JEXtRIEE R ER AFKIEE - 104 filx (T0822 EHER)
4 % *B8RHB. AVIIILIVHBEEHESA
=153k
FTEHAMER : 4 V7L VS RHEIAM
S8 LR EEAEE FO&E FEETMEREILIEICHE S R ER 111 —EERILITER TS5 REE 324
L 0.2% m (3) # RAE [BRE 9 MEER e ER AFIEE - 30451
BERKRE E5H (NPC-12G-15%E8)
*RBENT B FEHEIER : R5MRI12EBRICEITSH
WBEXIE REBHFICLDMEHREEORERE
b (75 L ER 11 JEERIEXR IR ER AFKIEE - 9445 (NPC-12G-25RER)
10 HEE% SEIER : B 56E52BRICHITAHhART
BHFEICLZMERMEOREE
ELTTY EERAEE R IHYURBREYEY ENR I/11 FERAZRER AFKIEE - 1645 (P1/28RER) . 5-17 &
RS E 250 () % RAE FIZ& VREEER D i E N E& FEEIER : HERICKEZOR O T 4
mg BV AE B A b T4 UEEFD VAN HEBERVEIY Y UBRFYEY
FEESR REDFERINLTLNDS EBES
*ERBEINT S FavIUXBHORX b)) 11 TSR BEE AFIEE - 1645 (201586%) . 4-9 &%
WBEX(E =R fO74— 2 nE. HEHREF BIEZEERIIT FEEIER : HERICKEZOR  OT 4
Hhigh [ 75 0N B BA BERE LB ER DRAURYEBR (DITRA2TOY ME)
DR—RAS5A4 b DE(E
AFRA= EERAEE IR HE L BT ETX ENR I JEERIEX IR ER AFKIZE - 95 (001ERER)
U RIEEE () LB EFOESEIE 2 ek FMEIEE REURUVERME
73w 49000 AR SE
mg/300 mL FEER ER 11 EERIER IR ER AFKIBE - 2145 (0025KE&)
2 1EE% FEFMIER  FHE
*RFBENT
WBHEXIE
Mg (7 L
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Tn—Y | ERREE DRALERARICHE | ERRRE Il FERMEALL | ARB: 1266 (55BAA9M)
RERIEI100 | & ) H L= HER2 BHEMAM | 2 »nE. 66 ik B R EAZERE - 6268 (55 BAASOH)
mg REEZEM. UIRRTRE R ST - BR (J20275%)
(6 #mE DEE TEFHES - EHE
EKRBSIT | EXS.
WHEXIF (10) £d
ik A A D EZRER
(B
EEHREp
(2532))
TErLy | ERAEE | A | ORFECBHEIR | BN 1 FERIENBRER | A 5B
HARER | R (D H | =R FRBROEENE | 16 (1025488
¥ 250 mg BMRAE 2 HEEE - EYE
HEES 5 [/lla | SFERFXEHRE | H1E1—t
+KRBENT 768, EXIEH AFIE - B
WHEX(E AR Ellatg/\— b+
Hhig I 75 0N AREIEE - 3140+

PO 18— FEEEEE
(10158
SR : EHE

ELT TV REHE 250mg. 7H vy I R RHERHE 250mg (X, LR EEREFERVEMG T ESERHEDERME
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(%8) HRIRRIA LD

A (2 BE 9% SRR A R (SR & LI RGGR I BE D 5 R 1= K )

HR5E4 HEEX S LEH ShEE. THRXIL1ERE B PREXBRZE FE b il HEBTYIY BRI GRERA)
*BEFOE £ 5, EEEER FEFHEESE
S TOREK
P
FA kL— EEAE & PNALERERICEE EfF R 11 FERIEXTHRER AFIEE - 6145 (5 HBARATHD) (KEYNOTE-164
EiEERE Em @) IR L1-#1T - BREOSE AREEL I A ER FRER)
20mg, R e E A= ExA4H09T54 k E. 21 &% FEFEER  THE
EE%E 100mg . & AEEME MSI-High)
(6) #H =BT HERE (FE

REIZH L EEER M ABRNRH#ELES -
< 164 & =B 3) EfgE R I AREIBE - 94450 (5 B5BARANTHI)  (KEYNOTE-158
B 158 StER AFEL 15 5 FRER)
=z kYK E. 43 fEE% FEFEER  THE
=017 &E
bR) .14
DEX (b
o—JL+ ERAE — AKFO > > x+—+MH EfgE R 1/11 EERIET IR AHFIEE - E 11— F 27661 (3BEAAN 39
#E 25mg, [ E-S QD) EFN I X E A AKBEEL 13D E& B1) (1001 ER)
#& 100mg FEYK BOALK @h& BT EXI(Lithis, 47 FEMEER - TFE. EEANEUE

nERE SO UIBRTHE 4 AT - B4
*ERBINT B BROIE/NEME
WAHEXIL
g [ A7 Ly
Ion—y EERAE — L2 EEED & HHER2 EfgE R 11 EERIEXTHRE AFIEE - 26361 (S5HBAANG6H])  (U2015KER)
RiEERE 100 Eam () BHEDOFMAEERIEE AKBEEL 8 H E& FEFMER  THE
mg AL HIE (EENMGARE E. 72 &%

nERE PR TIZEIZIR D)
*KEIZH L B
T U201 K&
FlTLYE
T ETH
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(2019 &
12 B)

ELFTY EERE F IHYURBREYEY EA I/11 FERAENE AKIEE 1645 (P1/25KER) . 5-17%
RUEEE 250 Ezm L3S FIZ& U REEER D i E N SHER FEHMEIER  HERICEKEZOR b OT 44
mg FEMK A= ArAT 4 VEBEFD DINOERBERUVIYYUBREY BT shE
NERE B REMNFERINA TS iE5 11 TS RxRE AFIEE - 1645 (2015KBR) . 4-98%
*RBEENT E5 FTavIUXBHIR 2 nE. HEERBEL EBlL—_EEH TEFEER : HERIZEEZCRA M OT 44
WBEXI(E SCER fOo 44— L] W ATEER LB VIRIEB (DIREZ2TOY MK OR—R
b (75 L (12 E& SAUhBbNEL
=¥
iE
e I EERE SeER PIRRTRE/: BT EITX EA I JEERIER R AFKIEE . 545
9 R m =& (12§ IXBFTEHEOERLE 1 HEE% E& (102:8%)
7 250mg FEMK =i FHMIEE : ERhE
NERE iE Ea I/11a EERIER R FE /A=
*ERBEINT B THEER. EIXILth E& AFIEE - o5l
WBEXIE b & N FEllatg/\—
g [E A7 Ly AFKIBE - 3145%

APIDE 11— FBEEET
(10158
SEEE - EME
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(FR9)  SRMEAT & R GRH L ] 2 58 & e B 3R AR e 1 3K S IS 1) DIRGB AR D i

5t 4

KR

Ein

EERITEEERE

772 Ok 250mg

1
2)

EXRURAVBEEHBEZRENL., BYICRET S &,
ERTORBREFNSBOTRON TS Mo, HERFTR., —ERDES
ICREZT—ENEESINDLETOMIE. 2EHFEZFRICERARBERAEEEET
BT EITLY. REDERBEDERFERELET AL LB, FAlOXEM
RUEMMICET ST 2 €RHICREL. FHOBEERICRELGEEZE
L&,

oXYy—kLSHh T 100mg, BH T+
JL 200mg

1
2)

EXRVRAVEEHEZREN L, BYICRET S &,
ERNTOBRBRERMSBOTRON TS Z EMb, WERFER. —EROAES
BB T—ENEHESINDIETOMIE., 2EHFEZFRICERKBERAEEEET
BILITLY . KEDERBENDERFERELET AL LB, FAlDREM
RUBMMEICET ST -2 ZRHICREL. FHOBEERIBRELGHEZH
LdZ &,

EvS4IILHhFTEIL 20mg

1
2)

ERRYRAVEEHBZEZRENL., BYICRET S &,
ERNTOBRBRERMSBOTRON TS Z &ML, BERTER., —ERDAEH
[CHRAET—AHMNEBRSNLETOMIE. EMEAMRICERBERAEEZRES
BT LIZEY, FHDERBENERFERELET S L. FElDREM
RUEMEICET ST -2 2RHICEL. FROBERRICBHELGHEZSE
LdI &,

J R84 & 40mg

1
2)

EXRVRAVEEBHEZREN L, BYICKERT S &,
ENTORBRESNBOTRONA TS EMD, BERFTR. —EHRDES
CHBRET—4HNEBRSNDETOME. £EMEMRICERRERAEEEES
BT EITFY. FAFERBEOERFRELIETHELLIC, FAIDREMER
UEMEICET 5T —2 2RHICIEL. FHDBEEFERICLELGEEZHEL
D&

V7 I)L—4E 10mg, RI&E 20mg

EE

RUROEBHEEETOL, BYICERTHE,

FINYLRTILO0. 2%

1
2)

EXRVRAVEEBHEZREN L, BYICKERT S &,
ERNTOBRBRERMSBOTRON TS Z EMD., WERTR., —EHRDAEH
[ZHRET—4HNEBRSINSETOME. 2EMEMRICERAREREEEES
BT EITFY. FAFERBEOERFERELIETHLELELIC, FAIDREMER
UEMEICET ST —2 2RHICIEL. FHDBEFERICLELGIEEZHEL
D&,
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ATROZ Y RiFEEE/ v 5 9000mg/300
mL

1
2)

ERRYRAVEEHBZRENL., BYICRET S &,
ERTOBRBRERMSBOTRONTNS Z EMD, BERTER., —EHRDAEH
[ZHRET—4HMNERINDETOME. £EMEMRICERAREREEEES
Sl EITEY., FHDERBEOERFERELIET S LLIC, FHlokeH
RUBAMKICET T2 €RHICIEL. FFOBEFRICLELRIBEESH
LdI &,

I UN—Y HEEE 100mg ®
) AL RGERCIEE L= HER2 [BED
ARYIBRTELET - BROBE

1
2)

ERRYRAVEEHBZRENL., BYICRET S &,
ERNTOBRBRERMSBOTRON TS Z EMD, BERTER., —EHRDAEH
[CHRAET—AHMNEBRSNLETOMIE. 2EMEANRICERBERAEERES
BILIZEY, FHDERABENERFERELET S L. FElOREM
RUEMEICET ST -2 ERHICEL. FROBERRICHELGHEEHE
Lbdl &,

AT = RHARRS
B

XA MIL—4F FiEET 20mg, FEAFEEE
100mg

1)
2)

3)

EFELR)RVEEHBEEREDND L, BUICERT LI L,
NAEREERITEELEET - BROMSI-Highz AT 2EARESREEZTRIC
EEFD2ODETHARICONT., BTHREONIZZOHEREEREZICIR
Hmyas L,

MSI-HighzH 3 2EMED S b - EREZRCEREOEUMEICET 51E
HHARSA TSI EMD, WERFGER. FARERAEEZERET S LICK
YU, AFEABEOERBERETHICIEET L LELIC. AFOEHERUR
2T T4 ZRAICREL. AFOBEFERICKLELGHEZHLSC
&,

O—7J L7 45 25mg, [REI#E 100mg

1
2)

3)

ERRYAVEEFBEEZRENL, BYICRET S &,
ERNTORBREFNPBOTRONTNNS M, HERTR, —ERDES
[ZBRBT—ENEHESINDIETOMIE., 2EHFEZFRICERKERAEEEET
Sl EITRY. FEFERABEOERBRELETHELLIT. FHOREMR
UEMMICEY 5T —2 2 RHAICIEL. FHDOBEFRICLELGHEEZEL
5 &,

AEID, fEOZE., LFREECHEELEMICE >TURAShSEEHIT K
BN RIFIZOWTHAITEE - SATEHIERBERVERICEVLTOH
IEbhdE 5. BERTICHE->TRELGHEZELSC L,

I on—Y A#EEST 100mg ®

) CECEED % HER2 I A MY
BRTREXR IEHRIE (ZEMLARNEE
HIEEIZERS)

1
2)

3)

EERURVEBHEZREN L. BYICERT DI &,

IE2EEED H HHER2IB D F M AR IBERIEEE E M RICEREPOED
HERERICEFT2XFOADIERVR2MIZONT., ERRGICEYICERIZMH
5,
ENTORBREFNNBOHTEOLA TSI EN D, BUERFTR. —TEHOEH
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CBRABT—ENEESNLHETOMII. 2EFEIARICERAREREEERET
S EITEY, FRDERBENERERELET S LBIC, FHloRek
RUBHEICET ST -2 ERHICREL. FXFOBEEFAICLELHEEH
L&,

FEER T EEEERE
AT E BRI
E

ELT TV RiEEE

1
2)

3)

ERRYRAVEEHBZRENL., BYICRET S &,
ERTOBRBRERMSBOTRONTNS Z EML, BEEHRFIE, £EHE
MREL-FERBERAEZEET S LITLY ., FEDERBEOERERZ
BIETHELLIC, FROREURUVEMEICET 2T -2 ERHICIEL.
AEOBEFERICLELGHEZELDZ &,
AEOAEMMRVREMOERZEME LEBREBRRVERNLCA M ZA
WEEZERL., BRTRFOHDICHBRBERVEMBERZIRHETI S &,

TExILy Y R EiEEEE 250mg

1
2)

3)

4)

EERVRAVEEHEZREN L, BYICKET S &,
ERNTORBREFVPBOTRONTNNS Mo, HERTR, —ERDES
[ZBRBT—ENEHESINDIETOMIE, 2EHFEZFRICERKERAEEEET
Bl EITEY. FEDEREBEENOERFEREZILET S L LBIC. FHlDREeH
RUBMMEICET 2T -2 ZRHICREL. FHOBEERICBDELGHEZH
LdZ &,

UIRTRGBEBXEDOERBESEE EXRICERPOFETMBRRICE T HKF
FRAVEABEZOEMERUVREMICOVNT, EERGICEVICHERIZH®T S
Z&,

AFZRVWBRAICOVWTOREEZRIT. SKEARAICEHT S+ 7050 -
BERHIEMDAICEI>THLLGNEE S, BELGHEZHELSC L,
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3. ZV=H A J_R—ay - FyhT—27 (CIN) IZLBL VAN E A B

RIFFEDHEEE

-1

w

[t B OHIRRAT 7R BE ) B OY TRt Ad & FMIARGR IR ) ik, kAT O g
IRBAERS R O N DT, TRE DL EXIRNEE L 725, FAETIE, AR
BULERICLET 2015)  (CFpk 27 4F 6 A BERE) FEIZBWT, 7 U =T - A /X
—Ya v %y hT—7 (CIN) #ENER S, 2R 7155 % £t X 5
IRBAFEBR B DEEN 0, RIEBERIBEROMITEZ B ULt ROMIb 2 X 5
Ll &N O, KETIE, CIN fFICOW T L7 9 2 T, BRRBH IS BREE ~
DA X7 NEEIZHOWTEET D,

3—2 CIN OHfE

1 SOFEIARIZELETOMIEBHF L TIEMNDO—RET-L0 | BIETIL 10 &
RAVEBZ TS T 7, BIFSERHSE L OB R ITH 346 L ONE AR 2R B FE D K X7 B
E7R0  BEA~ORMEDOPENZFIZH T ER E/2>TND, SHIZ, FEEFHERFEOE H
HINEEAM D L7222 | A ERE ORI RZH< FEHI O 7 o 23, Hl
R RAFZE L e N TORFR BRI KBS D28, B H O KI5 13 E R GER [ BA# L T
BY, ZOE ML 1991 05 2003 FEORIC 10 fFIHIMLTZ ©, BAEAL _HEM
TR IRERERIT . BRRRERIC I T DA IR 7 A L | PR 0 A 2 A R
HUME—DIEFHTEXL HIEESID, L L, ZVH ORI T E 23 S EE TREE 2372030
FRICHEBRE R E NN EETHY AL PEICZ L BEICEMETHD ™,

ZO7H | REEL TR EDREBLCHEELEMICEHT LB RONEL BELL TH
FINTT — A R—=ATHHL VAN Z AW BE RN Thi &, 7oex iR,
International Cancer Benchmarking Partnership CTlL. Zx[E2 & Te 6 23E DO KA
AL AN EFIH U2 B e D B TND P, Flo, AV = —7 » ClaE#Eh ik
W - MAE TR RNV AN BB RIS TG T, LY AR, ENOEE
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MR B OfE | BURPESE ~ O I E IRt i ORIREBRIZ 31T 2 3h R B
MANZAHHTHD, Fio, R OEAN varba— L L THIEATES @ 7,
SHIT, LVRAN T — X FEEIR T —# (real-world data: RWD) DUNEER, iiGIZE
FHANERICH T 5 LIED 7,

HARTIE, BUFD 2015 ARIZZV=J1b A ) _X—Ta Xy hU—7 (CIN) 2@ U7
L AR ST i R BF P2 O HEME 21 7B U T2, CIN [ [E ST B B P R A ge 2o 2 —
(NC) 72 E D EFRBEEA N EHEL | JEBI DR Z AL HE L TERIRDTIE - B RGABR D Br 5E 4
BETHIEEBNELIZ R T —7ThD ™, 2016 FELIE, PEEE Ok ->TL
VAN AR R BR D BN TS, CIN 7ay =7 M 2016 FITBIAAS L, B
JEFIE CIN #EHED 76D 12 2016 12 31 (B, 2017 A2 48 B & FF L7z, CIN ® H
BEIX, 2020 FEFETIZ 15 OV ARNEESH, 20 DL AR FEME A G RATF ST - B R 3R
DI, 5 DOV AN BETART AL DA THD ™,

CIN DAT—7AVA —IZiL, EFEHEEE (BRI R LB, 24 NC 2 5Te) |
PESER . 3R R SR O HERE (PMDA) | B A SR IF 42 B S A (AMED) 2387
L. 74 BRI T B R 2 ThY | BT, T . FESR . PMDA,
AMED & hNL ., CIN #eE | B Ak A igmm 32 ¥ (X 2),

The Conference of Improvements and Promotions
in the Clinical Trial Environment and Developing Platform

3) International network | __| 1) Academia . | 2 Industry
Asia training centres Clinical Research Core Hospitals, Pharmaceutical
for regulatory sciences universities, National Centers, companies

scientific societies

AN

4) Regulatory affairs 5) Funding agency
Pharmaceuticals and Medical | «———> Japan Agency for Medical
Devices Agency Research and Development
(PMDA) (AMED)

Promote research and development for new drugs, medical devices,
and regenerative medicinal products in Japan

([ 2) 7V =N A ) _R—rqy P NI — 7 DR
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3—3 L'YAN)

B IR BRFE BB HEE 3R 1T CIN O BAEARRE L, FEOH A H YANMERK
35 (5 10), 2016 FEIZiE, THTIT -PMDA - JZAE G54 - s R ORI L DL Y
ARVEE NS LS, F2. 6 ODEN B EE M EEE L 2 — (NC) BLO
7 SRR « (LR - SR SR T 1, WS A, B3 A, e RME DR B AR DA 4
Jia WA EE R ﬁ*ﬁh{“éﬁ AR T = BEIRIF . A X AR REGE /N A
PEE R ERAIEE . AR BICET AL D AN ZEHE LTS (F 1), Fodic
I%. 9Tl :zw’lﬂyM&%‘Rb@b’éﬂjbﬂ\5%0%&;50

o SCRUM-Japan: Z[EBIED BT ) AAI)—=0 T LU AN, G 1-A RIE
WA, ORI - IR A B IR I A2 HET 5 O (LR
¥£D<°u1%'ha WHINES N, SN RHREEE L CoTE AL RiAEN 5,

o REMUDY: @ Ahm7 ¢+ — & TRk 5720 DL P AR T, i
RGO 2T — 4 BIEFEREHRE ST ¥ RIEBE X G LT D83
T T SEBR T AT E HE ] ORI RITN TG B8

o J-MACS:Z.0offiBh A T.0 B (EVAHEART) O iR % AL ¥ AR, A fE R
AEFSR, QOL 7 —#MESI, TR &FH O RILIZETBRL7Z ¥,

ORI, LA THIGEBE O | AR RER ~0 BE B Gk, kg A
REICAHTHAHZLERL TN (X3),

Clinical innovation network priorities from 2016 to 2020 in Japan

Year Priority

2016 Networking among stakeholders

2017 Development of registries tightly associated with regulatory sciences

2018 Acceleration of registry-based clinical research

2019 Preparation of a consortium for drug development

2020 Publication of guidelines and guidance for registry-based drug development

(32 10) 2V =T A ) _R—ar oy "N — 7B S IE B U AR
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Examples of registries in Japan

Affiliation

Disease

National Center of Cancer

Lung and gastric cancers

National Cerebral and Cardiovascular Center

Stroke, congenital heart disease, fetal arrhythmia,

heart failure

National Center of Neurology and Psychiatry

Muscular dystrophy, mental conditions

National Center for Global Health and Medicine

Diabetes, AIDS, hepatitis, infectious diseases

National Center for Child Health and Development

Rare childhood diseases

National Center for Geriatrics and Gerontology

Mild cognitive impairment

National Institutes for Biomedical Innovation, Health, Rare diseases

and Nutrition

(£ 11) A AR TEHZILTWOBL AR O]

(a) The stages of drug development

N,

pd

V

Preclinical
stage

Clinical stages /Approval
Phasel Phasell Phaselll

Post-marketing
surveillance

(b) Utility of the registry during drug development

Market
research

(¥3) L AR O

Identify potential participants
enroll patients in clinical trials

Use data in the registry
to support approval

Search
real-world data

— T LVANOFNERIZHTZD , BENODA L T — LRz NS L
RV PANRGE (TATI7) ERINE PEEFR -7 7 I7) DM OZRKIZRE. HA
THMORGEED T COBEIHF MO 2R IE LOANMEREOAM, IHIT,
PMDA (ZXAL VAN 7 —2 2R A G R L TEDINTFHl T D0 W o 7 BRED 7%

SNTWD,
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3—4 F&

A AR TIIL P AR 28 TG R <0 AR B gk, TR A ITTE -l S Tldng
. LAY AR G PR EABR LR O AR A L BT T A B E D LL ik
(ZFE DA NEDRE BRI IHEST SAU TR 50 28D TRBRO AR IRE S L
TOL VAN DOEHENWS Te AR RERIRRER A~ ORI L EZ 0 LIEE 220,
UOANNIRGRSN T — 213, BEA (L —EEHREER THOWO A RIFET O T
— 2T T FRERIRE O M B IR B DR ERECIRIE T AR T A2 | PFREE LN
ST EIFREEEEDOBEWZED AT AN EL L AIREMED$H D, Ll AR A5
TIE, TURHRA NI VAR GRS TIE BN RS0, DO = RARA b
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Individual projects to promote the CIN

Project

Purpose

Budget (million ¥) in
2017 (budget in 2016)

Preparation of
registry

Registry-based
clinical research

Registry for specified rare and intractable diseases
Registry for medical devices

Registry for historical control in approval

Registry for postmarketing studies

Registry-based clinical research for drugs
Registry-based clinical research for medical devices

2020 (740)

User support Evaluation of registries in Japan, development of 34 (0)
program registry lists containing possible applications
Provide one-stop service for users of registries
Regulatory sciences  Development of guidelines and guidance for approval 20 (20)
for registry-based of drugs in registry-based clinical trials
drug development
Preparation of Cultivation of human resources for statistics and 2760 (2300)

infrastructure for
clinical research

coordination of clinical research

Development of hard and soft infrastructure in the
Clinical Research Core Hospital

Preparation of training centers for pharmaceuticals
and medical devices regulatory affairs

Networking clinical research worldwide
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1.

10.

11.

US Food and Drug Administration. Fast track, breakthrough therapy, accelerated
approval, priority review.

https://www.fda.gov/ForPatients/Approvals/Fast/default.htm
https://www.fda.gov/ForPatients/Approvals/Fast/default.htm

European Medicines Agency. Conditional marketing authorization.
https://www.ema.europa.eu/en/human-regulatory/marketing—

authorisation/conditional-marketing—authorisation
https://www.ema.europa.eu/en/human—medicines—regulatory—information
https://www.mhlw.go.jp/english/policy/health-medical/pharmaceuticals/140729—
01.html

Ministry of Health, Labour and Welfare, Strategy of SAKIGAKE
https://www.mhlw.go.jp/english/policy/health—

medical/pharmaceuticals/dl/140729-01-01.pdf
https://www.pmda.go.jp/files/000221880.pdf

Notification No. 1020-1 of 2017 of the PSHEB/PED
https://www.pmda.go.jp/files/000227089.pdf

Notification No. 0731-1 of 2017 of the PSEHB
https://www.pmda.go.jp/files/000227090.pdf

The Pharmaceutical and Medical Devices Act. Article 23-26, Act No. 63 of 2019
https://www.mhlw.go.jp/content/000489905.pdf

Cabinet Order No. 39 of Reiwa 2.
https://www.mhlw.go.jp/hourei/doc/hourei/H20031110020.pdf
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25.
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Matsushita S, Tachibana K, Nakai K, Sanada S, and Kondoh M, A review of the
regulatory framework for initiation and acceleration of patient access to innovative
medical products in Japan. Clin Pharmaco!l Ther, 106, 508-511, 2019.

Matsuhita S, Tachibana K, Kondoh M, The clinical innovation network: a policy for
promoting development of drugs and medical devices in Japan. Drug Discov Today,
24, 4-8, 2019.

A report of the conference of improvements and promotions in the clinical trial
environment and developing platform, March 13 2019.
https://www.mhlw.go.jp/content/10801000,/000487614.pdf
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