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EREET 5, MAMREGHET 2 H1ICIE, BIEEIR L LN 3 2 2o FiE1E
CHEHYBEERHERT L EE L, NREMOER T, LTI & O i REE it
DitamIc KR E K ES 2720, MEFMHOEREZH VW TIEER LR,

432 WNREFOH—E L EEFTREED T v X

EDEFRIFFEREIRIC BV TH, WREME R 2 _KH -T2 2 LR AOMRE%E
flidl 2 DIBFITREICT % 9 A CHETDH 5, WREMDBAE—TH 5 &, IRPFHWN - HEK X
e, FIZE, PAKROBESEZNREST 2 X0 b, Bl A IC X 2 W™, FiE
A ORI EEEIROBE O A ENRE 32135 PEREER L LT3k 5,

—77. ¥R EHO L ENRE L BREEZ G5 2 & EFIER A FEEE AR IC 7%
22Lb% 0, Lo T, IFE RO ECIIAREAIR Y BEHEEMEZY 1 d 2 & Th 3
25, EHREM AR T 2 2L L DANT VY RE LB L REETH B,

NREMBAE—TH 25511, THOAZARLICKDbDoTLEIHBATHE>THY T
TN — T TOMNT D FIREZR & 9 ISR L 2 5 R ERZHUF L TH <,
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4.3.3 FEROBE

AR Z Ehd 2 EIRO R CHElinE 3%\ 2 & JEFln7 \J <R OWess 1 12k
TERWI &, ERICHIRGARZ ERT 2RICHENRE T2 2 85T b LA RVES
ZERTOHBI TR & TN L h b, BHNGROWIZEIC B W T, Flino FRIZEFE
MZBEST 2 BHADGME L, 7272 L, AIKAREZ FERHEEE & 3 30%E R &, TV
A LRPHANCFROEG B RE L TFHII N2 GEICIE, FioBHEZ&RIT L2 L
ZRETS 5,

MO TIRICBE LT, RIKEZEDA v 7+ — L F -3 vy FEEERIC BT
M7 BCRE DS BT H 2 A3, M OEFIRITZE L [FEkTH 5,

434 Z2EHREOHE

FRE AL L9 2R REBICOVTH, RHREBOAR L BEIENIERDO LR T
Hb, LIzhoT, EMEREZZT 2 EF 2 RMT 2EMZNRE L-GEIRT 5 & v ) Bl
Hlt, RHREOENL ZBEFEDINRICTIRNETH S, —77., HRRERIC I W TIERAER
BEPETT2ETICT 2HREELE CEEE DL O LD L T LEDL H 5,
Zo», EEREOFHEiBHELE 2 b s 5E, EMoFHIC X 544714 (Clinical
prediction of survival: CPS) @& JEHeL L (S 1 v HUEH 2 L RAT N2 HEH | L
ERBT 5,

CPS ZFBIM R CTH 2720, XV REBREREL L TR L L J v performance
status (ECOG PS"?, KPS'V) % T& 35 &0 &fFicEHo 5,

T, £ L) REECHKRBEATONZ 02 ZHRT 272010, BE O HIRAEICE
ToEmE LTTPRTIIEREZIG T2 2 BEE L,

4.3.5 EHRiOFHEIIC X 34&F#% (Clinical prediction of survival: CPS)

CPS &%, HYEDEFRIN 22T 2> o RRERIIC Pl I Wiz BEF o Em P iz ied. EA
DFHTFHNIRFECRENTH L B> T b, Thbb, CPS ZHwE LT
Bz Z T - BT oMY TIE, HEoEmTRIE TSI Em PRI VE Y, Lad
> T, FERIICIE, BRRGAER D BFEMEZ KBS 2 720 DFBINED D 2 fEIESLETH 5,
HEN Ay T 124812 & L T, Palliative Prognostic Score (PaP score) %, Palliative
Prognostic Index (PPI) as_ Prognosis in Palliative care Study predictor models (PiPS models)
(9 Palliative care Phase ™7z &35 2 25, 5 (ZFKRRB CH W O NP v,
Wi, 2EREOHE L LTIT CPS #HHEL LTHwbZ &2 L, TX B[RV performance
status (ECOG) %#ficd %,

4.3.6 FERAIMERE

BEOFEBNFMZ = v VR4 v b &3 2HANGRIIEICE T, SR OGRHBERE % 5F
fiss Z LIZEETH Y, JFHI, Mini-Mental State Examination (MMSE) "9% % il 4 3
LD LD, 7272 LRERIA O FRI R I B 5 2 SRR o5t &, VLA L 72k <
DIRMBEREREZ W23 i 2175 2 L BB ANEYICH 5 2 L AHHOEE S H 5, L
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Tetdo T, BEOTBINGFHEZ v FAEA ¥ b & T 2BANBRINTEICE T, [[ v 74—
LF-avey FHBARETH 2 | LIIFEE DRI O BEDO—EDHIMEEN 3D 5 L Al L
TLWEARD 5,

4.3.7 ETHABREOER

TANARO B E RN ZERT 2 L Z I LIELITETVPARETE 2 ERT ILERDH S5, »
T3 terminally ill cancer patients %° incurable cancer patients & KIZ X115 Z & 3B - 7z,
L2 L ZNLDORBIIERDB DT VTH Y TITDLNAR, 13LALDYE, [EIRTE
BH 5 F 2 XRPTET A (metastatic or locally advanced cancer patients) | & E# 3
5ZLICLo T, NREMPFLARTE 5, BDAFEPFE I N 25E1, TERRFIHIVE
DffiAs A DX IICHREL TH &,

438 HRBRET —%

PEAIREE D EFROMREIS Tld, BRRE T — 2 BB eT ) B L o hnwi v
Vs, B o /PRI BEE T 5 7 IR EAT O O & CTHEEIRGER D L2 % RAKRE LR
325720 0IHHE (BPHEOHBIGEE L& O BEKAE L &) IV AL BEREH 2, NRL
%% BHEDREEZEL, 77— FRNOREHEZES CTIRRIVAEEZRET 5 2 L BEE
L\,

5. BT ¥4 v

SCRERRE « AR OBRIREERIC 35 20587 4 v OME 2R, DIk o7&
FMEICOWTIRBLERFFRZ RS 20 BIIET ¥ A VIO W TR - ANRZIC @ L
72 B DA, T TRFHERETRICHE T 2 sUISCRIRIE O IHIC . SRANAE CTHRFIC
HET 2 R FRR O/ TRE L 72,

5.1 HREEHIEAER & SRERATRTSE

SCREREL - AR IR OWITE C I, JEH IR T CICHEM & T 2 389 - Al R 23 3F
DR E 2 55 G4 < i Z R TRIREIFE T & 105 Phase I/II/II & 5 FEFR
DI CERNI BP0, Lizpdi> T, BREEHER, BERITITIE & v 5 Bl b allR
LT 5,

WRENAER & RO A2 T2 L 2 HINE LCTITb 3 b0 TH S, Zhld
SRORFFEIF BRI L LCIXAIT 5. (K 2)
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2. BGRERIEABR &SRB NI
HEIRMOBAMEZHITIZLZANL T 5

RIENRBONEBRE L L TORRNAR | | RIERR KRR CONRORED
RIERE & RO FH A © BEASE0T X LLRR © WRERRHER
¥7-L58H 7 . ¢+ B7-LRGENER ¢ FeRR-2EFERALEHRR
MR ¢ IIRE-FUH LR

HHRMOKWEPEICT I LEBNLTHHE (BRoptionALD7 07 7 4 MEERE L)

RENHBOMNR L L EVEROHAR

BRN 7 7 4 LILHRR
TRLRROET — LR
TR ERROBVRRR

5.2 XFHREOMRICET BMET V4 v

5.2.1 ®EHK

TR XD AR cancer treatment THAET ZRIWEAICXT L CTFHID L < ITEIREEK
ZHIBE LTITOWHRBECTH 5, Z DGR, 2PAIREE cancer treatment DR 7T ¥ ¥ ¥ L % ix
KIRICH & LBESE R LicE+ 2 2 LM cx 2 (EFUNOER), [FHKC,

D3 A6 cancer treatment P& T 0 HE AL 2 HE T 2 HRZ V. £ 72 138 2
ZEHWIHCTE AED—>TH B (QOL DR - ML),

XFEHREMECIIZE N Z T 2152 =Y VA4 v MicEWT FEdo H 2@ L
T2 el 3 2 BEB D 5,

5.2.2 KEIMREBROMRT ¥4 v

XFRHRENTTE THR DN AP KRR IS CEMI NS ICR 2 B2 i H i T 5729
I, BEERED L IZBIEOEERR A WGt L L2 7 v X 2 biEE iR 2175 2 & %
JRATE 32, CRREE CIRAEROMRICE W CKBIErEH I NG 20, 771K, ik
HE, FIEFEOEW 4 EEBEORFHICE D 20 EHBDH 5,

5221 —HE®R7 v X (LB

HIHEIC 7 7 e R 2 I CTERILEZTT 5. SCRHRENTZE 13t D BEIRDTSE & 77 m 1A U
THY., TOTHA VIC X 2 EERFEORENHENTH 2,

— % D IS T D EFIREER & R TR RO MEE Rl = v PR A v F o KB
BZLVEERED 2, £5 ol iZiHlioh 2 2R T 2 7-0i1cd “EHEW T v
XL R D b B

5.2.2.1.2 BEFRENE_EER 7 v X oLEE

BEfEBR e LC, IHEERESTEL L T2 B2 b2 GE I, RERE Lz e L7
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Heleib % £t 3 .

GRS LToavye 4 23BN Tw AL TH T TIi—RINRBEESH V. #
LWIRIROMIE S 2% B 2 2B D 2 5610, BEEREZ IR & L 72 Pt
EIT S, 0BG, JRAL BEHRER 7 7R EHB L CHERH B 2 L BRI T
W EMEDRD B,

5222 F—=TvI_NFvELHAER

52221 TV FFRAYPCOWTEBRILL72A =TV TRV T v & LR

XPHARE & BSURIE 0 O 2 IC S e 2 358 (BARECKERBAAILZE) 3, =7V 7
~VTHEREIT ) o A — 7'V 7~V TOMKRGEERITAEN 2 &8k L R E DT v FHRA v
PRI 1IN A T A0 5 728, BRI & W2 FHIiE A R HE 21T 5 2 L AARATH
%, XFRHEEAE I 2 O EERNN A R ZOfR, HBEHEAEAAL VWS T
LDV IDBH, X)o7 HATONBHABAAL L2 v X2 tillie LTiTH C
EREFE Ly, N ADRTRTE 2 WIEGAICITEE O ARE treatment as usual(TAU) & 34
BN E Vo EBROBRIGICHI L 727 A VAR S hB, 72770, Z2KRELD
LBl LbHETREZTHD,

52222 EFLREOEBIEBELBEVEA—T VI T v X LMLEER

AFEGCHICHE 2 F b 7 I E ARG/ MR GFRHA R E AN T RO Y D
LWIEE A B A ICITA — T Y IRV T v X 2L % b - THREFERER & A7 3,

TI7A4=) =2V FFRA VI RRBEECH- CHEELA N VXY -V PR vV
CEBNAERPBOGAICE2h v XY =2 v FRA v FUT D Bl S L7255l # 23
HOHE AT T L AEE L,

5.2.2.3 H7 — LRREERIEAER

By — a0z Rl BEEEAER L L-CTiTh R vas, SRR & O HEH mBRay 1o K
BRUERRCEEEET 2 9 A, TR & 7 2 0 ATTEDETE L 72\ & v o 7Rk 7x
PRIUCIRIE L o3 A iEGIECE O 72 BT — 2GR BR % RGER BRI LB T 2 © & 235
%,

B zI1E, FLFEE2H LRI 2 Itk V5 U LoFRMENTRE 20, £7-
RO DD XV EL b hr 2 iERT 2B 2 HET 2, (ECROBBREZUGE L 725 L
WHERR S KRR D EERIRG CREICIRGE, RIEL T A, SHEEROBER AR LIHL T
v R LMEERBRZ FEMT 5 2 L IIBER IR WS, BT — 4 CEHMITEE & 3%0E L TR
THZLIEHY S B,

5.2.3 BERMWIFROWRET ¥4 v

5.2.3.1 FREERVHBRORIERE & L TfT 5 BRI

BRAERERBR D AT & L CFT 9 BERAFE 12, BGEERRERZ 1T 5 20 bk T — 4 %
WEST 2 2HAME T 5, REECHMMEICOWTIHEZIT S C & IZEEARRKICIRIERD
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AR & [\ CoTiEamIcie 5 A3, zhuchnz. HBRERO L ErTRerE Ot REH O EiFRE
7o b a— L DHESFRARE) IConT T 3 M ERD B,

XRHBE TR e D 2 KIZHERICHEBRZITO R bh o R WiExD Y T H %

K H Y, AR C L LR 2 E L Cw» 2 BA I £ 3 HiiE d L <13 %0E

X CfthRLEE 2 T WO EREFREMEZ L 5 L v ) 2 & D EERIABO I & 72 5, FEAl
7 FNEE, WIFEFEMEE ~ DI, FEhatk 0Byl 2 o BRS CRrlic/E 3 %,

R D A3 /IR cancer treatment 1C B9 2 ABUE e BRGSO ATRERY 2 1E R & L <1
NEAEEROT —2035 VIR EZENMNT O 2D CThHE, BRI ZRATR & 55 2 H g
TE L6855,

5.2.4 HARYERER explanatory trial & EERHIEER pragmatic trial

AR ORREERY ., BEBAVERER I U<, FiBARY. FEERAVEER & v 5 B D e 5,
SRS, BERY R BREEIC B T 2 A0RE (efficacy) ZaHlig™2 DIkt L, HEERAIEAR
k. EBROEKRIGICE T 255 (effectiveness) ZFHli$ 2 2 &2 HIWE T 5, AN
R & FEHERIZ, F-oF V0o BbDTIEARL, LD TH S, FEMK
BRI, BEEHE, ST HEEIC» T 28T, MDY (F74~<Y 7T, E2
Bz L) MMOBENR - EEEEEOFHMME, EREEEE~ONAEATTIE, MAT B

b VESTEL, GBERPHIE DML SRR ORBIG I Wb D TH B, £, T4
U7 FALFEFICE o THET, EREOHKESE cHueons b D TH 5, TEHTT
T RTDF—%%H\% (intention-to-treat analysis), 7

YRR IC B 3 2 R 13 2 TR AEEE 23 A L 72 TR I TiTh L 6 72 ® | Jiliax[Ei&
PR X —MAUPTREME DS K 2 il & e 2, 2D & 5 G613, EERVEERIC X 2 280
AEEAT O T & 2 HERES 5, WAEIE 2 7 — L TfT o 72 5B 5 0 B o 7= Bilitisk ©
THEMEINZGEICIE, O ICHERNARLZIT) 2L 2HET 2,

52.5 ¥k - EEMRE

BHMEICE D ZHERE I N TWw 2 23, FEFEROIRIIS CIACE R L Tt Aikz FEEE
T 570D, NAEPE R L ZWERZHLIC L, B, KR, ERIEHER. g
OEBRER., BRI, BOCELR LICT 7'uv—F 3 20O FEHEE v, Ban Nk
HiEge LOUAKERAS ., 2oREAMFFENE 2 2L T3, ¥

5.2.6 BEWE

7o N7 AP EERO RIS GEVNGEE 2 52 Tw 2 2 Ic o TR iEx z L Y A
7z Hif A & BRI C AR B 2N R e 3 5 i oL ORI ICRY 3 2 EREFE.
DPC 7 =2 HwiziiE iz Yo EfE1ED b 5,
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5.3 BHEEOWIREICE T BHET A v

5.3.1 ®HFEEK

ARG ORI T 2 HRVIZ, BFOEROBRICE T 2 2 RMtF2 2L Th
%, iz oWfgee LCit, [ 2RBOMBEEMELT 22 (BEERER) | &, [H 5k
BOREEHL 2 ICT 528 BERWIHD) | L2355 (K2),

JRANIC 1, 2 COBRNARICOWT, R EZHEL T 5 720 OMGERERER 21T 5 & & 23
HECTH2, LL. 3.2 ICBRZBHNEROFHED b & 2 T, MEEAIGERD 4 23K 1T
B A% TIER . TRCOMGERERAEMATEE L W 5 b1 Td e\, BERREEMIC X
> Tl [H2BEOEBAHASHICT S 2 & Ik > THIRK DKM ICET 209 &+
32 LHNTE B,

Bl Z0E, KEIERE 7 = v 2 = &' b 2 EFER O ik 7 & B 7 3 SRS O R o
S 7R R R T 5 B MY F 5, 19
T TIC—RIVITITDOIL TV B IRIEOFHEL B 2 1REH O I e FEROEE FEHTH
52E25%01, IGEOFEEZHAL»ICT S L ZHINE L7-BISMRE D MiiEdxH 5,
T2, MR BEEREZNRE LAHRETIE, Lo TREIN-BEEMEZR L
L72MEERaBR X 0 b, RN RE R D 9 2 2BEENRE L -BRHELZ1T 9135 2
REERNICAB L ZRRABE O N 25805 %,

Bl Z 13, FECTERTH O BB O ¥ IS 3 2 SEE-CHE 7 & NN T 5, GO
BEIREERNICIS U7t HIN 2 R CE 25T VA v 2 W2 L BEHETH 5,

5.3.2 BRWBEOMEICE T IMET F4 v

5.3.2.1 RREERTERER

53211 —“EHERI VX LLEER

— i D S T DO REIR SR & S TRANGROBGEEN A Cli = v VR A v+ o&BEIE
BZ L\, ZD7HT Y FRA YV FFHEiOF 2R T 2 7201 EAWICIT EEFR
TV REIMMEDBRAEEZ LN D,

532111 77X NB_EERT v & LR

B DO RIAE efficacy ZBGET 2 8556, MGERAERII —EER 7 7 v AR 7 v & 24k
HEETIT 9,

AR OZbic i, R, SBRONR & 3 2 AR U ORIE ., HE-CRiEIC
W9 IEHEONE, DHREANSHRO R, 77 v FR A EEBOER P ET 2720
ThHd, 77ROERHICY > TE, BEOLFIRRICAELRVE S 1IC, o gRre L
TV LIRBEDOIRBTELL Tl &, T0%B A v 7+ —LF - avey &5l
&L ERSEAL 25E0RFE (L AF 2 —EofRY) BRON T3 &3 %A
THb, TRXTCOEREDRBELZIT DI ENTE D &) Do fast-track study (SMAZE
ZFBARHNIC X 5T T v X2 k%17 ) 5B oRREE G %,

21/34



RIS, AN L L CORREBR oA, s TEM»rH 2 2 L8 d
TICHEZ L T a8aicit. FRERMcomBitELZ 2 2 HR TR WIRY 77 2 R B
EOUE F TN

5.3.2.1.1.2 BIFHRENEBE_EER T v £ L LR

A e L O, MRS L T 3 L E 2 b 54T, EHERREZ IIH L L /-
HelibR % £t .

RS LToavye 23BN Tw AL TH T TIi—RINRBEESH V. #
LWIBEOSIRSZ % L6 2 22 BI0L 2 S 2 Ha ik, BEFEREZ MR & L 72 leicitba
REMT 5, ZOBA, FHL BHFRRIZ 77 e R L CTHERH 2 2 L ARSI T
WABRREDRD B,

5.3.2.1.2 K7 — LRRGERIERER

TCTRANEOHE» LENDO T A F 74 v iR I T i oMt 7 v 4 4L
BAEMTE RN LD D, 2OHA. L THFA VI BT — 2588 % EEY /T
9. Z ORI AN REBERBE L. WU RRIE - EFIBGEE R & 2T & &3 dE
THh 5,

53.2.1.3 275 2&—5 v & LMLAER
2528 — v LMLl 3EEE B LTI v X LT 30 Tidh ik
DEODHN(2 TAE =) LTIV ELLLZFETH 5, EHHLE LCHEE L 5H
WER COHBEITIBAICIE, 2922 =T v KoLl e v 5 3BT ¥4 v —
DL DD, HIAIE, BIEFRICTE 7 ) = AN ANZRLEET ALY XL DOREERE
R2GEREDPEYT R,

5.3.2.1.4 EBEEOEKES COMROMR (EBRINFAR)

FEANGHE CIE. MAEEREBR O R & 7 2 B L EROBKREL O BEORBICEL D 5
e (K1), 207z, MEEWEERZ#E T L2tk o B omim % B
T =& N— IR E L TR ReMERET 2 X 0. FHEERR L PET S 2 b
HBEFE LW,

5.3.2.2 BRHIWFFR

FCARTSE - PRERWIAFSEICIZ. MREEAVEAER CHL Y M T ~ X 3% BHREIC 375 (hypothesis
gathering) 7z DfffFE L. FLIRIIRAEREG2 2 & AEBH ORI L 35 5,

5.3.2.2.1 HREERYEBRDRIERRE & L <17 5 BERIVEER

BRI ERBR D ATECRS & L CF7 5 BRI (M 2), BEEREEZ 1T 5 720 I Biin
F—2EZNETELRHNE T2, BEORBMEOHEE IS 2 T, E L T 3 HGE
WEERD 794 v OFEREARENE, =V FRA v b OEROZUEORIAH L L%
Hipe LTt 5. BRBEREEC OV TOBER (RetEoR) »iEe s 2 &i3d
A, BEAGSICIZENOFIEZHNE T 5,
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Z OB T, MO EMAREMEIC O WCEHiT 2 C L AAEETH 5, EER[ETH 2
Lk, MET2EEDN L2 LEREINS (B, WML ICE Tt
L ERTEZ GET). BEIHREEZTEETE S GEX) L 2EWT 2, BANRKED
% DK CEEIMRT LV BRI A» o7, b LARTEETERD > 2EHHRED
27T e bEHE X T, W Z T 2 ATICEBAREEZ AL I LT 2 LA E
HWTho,

Hbhe T, WFBRCHHT 2 v KR4 v b OER (HUSHY, BEHELREL &
) OFLWETET S, COXIRIY FEA Y FBERDOD ZENEEL 55, B
BR300 20, G &S 2o THUS T 2 C & 252 2 FFM S %, BESRIWIFZE T It
HELTOIHEIRR L D 8% DTy FR A4 v b ZEBOMERAL v b CTHfST 2 C
ER—RITH B,

BT A ik, Akch i, EMERTREEO T O S b b MEEEER & Rk 7
AV GBHERI VAL 232 nddoohnd, L L, RERER EEET
ZhuEAIlE, 157 — 25ECBIEN o Mo ke a el cE 2546355, H
FHERICOW BN TOT T v AT T 28, R TOEBOEKRIIS & K& R’
BB DHEEICTITHE T — L CEEREMHER (feasibility study) %179,

5.3.2.2.2 BERWZ v X A LEER

RN CTldd 5 — D DRI L THEEOT 7n —F MEE L, —DICikD 46
R IR D B0 Z 5 0o 7RI TIE, BIRBCTHIRSCEWEH O 7' 1 7 7 4 VICERIRIY
BRODDIERAPHFET E22ICOVTHHEIT 272017 v X 2 LlBEZ1To, HlAidd 5
JRREICH T 23 A LHEB2H Y, ELLHHINT WL 288E A lFE & 505% < H 2 233
B BARIRAL CHE0b LNa i ORI L CEIRNICER RS 2 138 DERTH
WFHEE [RE B BE X B 2 AR —FOMAH, L W BFIXAZERT L L1k D,
COXSICEFOERRECHDb 21EREMITT 2 2 L5 ROMITHE D HIE N & &
Hiicfrbiz @,

5.3.2.2.3 H7—LRE - BEWE

7 v X CEERA B EEME T X miE (Bl FEF ISR R o 2 BE I L
THLIRE L XIEB RN EEZ LN 86). H20iE, 7 v & 2 LR FHE 13 A RE7Z
DEMEREME D IEF IR WIS (Bl 212, LT E LB > 72 BF ST 2 77 2 RikER) 1<
B, BEEERERZ Fife & 2 3iIc, BT — L5 BR-C BRI OB OMEERIT) 2 &
BEZUTHLIGEDFZFAOLND,
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6. TV FHFEA VI EFHARE

YRR - BNIREREHET A9 A TCOI VYV FRA VIO EE LD 5, HEL 72
HERDH 20, T CTIFRRECRICHET 2 RUISKRIREOIHIC, AR TR
HMET 2 RUTBANAFEOIHIC /1T CRi# L 72,

6.1 ZXRHREOMEICEIFEZ Y FHEAL v EFHERE

SCRHRIEOFHED DU T D RIc O W THET 2,

6.1.1 774=)—x v F&KRAV}E

6.1.1.1 23A 58 cancer treatment DIREE ICHE T 3 BMEFEM N 2 RS

XL I A TR cancer treatment THAET 2HERFRICH L TP L < ITERE
MEHEPE L, ZOfEE, 23AJREE cancer treatment DR T V¥ v L xR KBICH 2 H L
BEEDI FICE T 2 2 EABBETH L, 29 o Blrie b, 24N R &4 ICE
TRHERTTA~Y —Z v PR v DIEMICH 22 5, FEEEITRREIGE ICEES 2+
BRI AR cancer treatment ODNFICIRIET 2 2 & 3%\, ZoHE, 2EFES
CHHF A CXEEREZ Db OO R R FHII T 5 Z & 2L W,

TR X 0 DA IR cancer treatment DVRIEIGE A EAEE I N2 5B ICHE N TH,
AR IR (. DAAIRE cancer treatment DY B — TV FKRA ¥V FTHEBAR
& cancer treatment DTEEHEE 774 <) —T VvV FRA v MCRET 5, WS HARREHE &
WHBE2 b BENTH 5, BIRBIZET S,

1) B RRIEREEEE M IS N 3 B SCRFEE © A3 A TR cancer treatment D EEHGE 774 <

—TV FFRA VYV MCERET %,

A RRIERZ 6 BERLANICTEE TR ZEBE DO THY, BETEXhroEBH LKL T
ARICRHTH 2L > T 250, 5CETE ZVHEIOEHR AR ERFRIC L
2bDTHo7 b IRET S,

SO XFREZEANT 5 2 L CANAEFRROBE 2 T 2{KEi %7 C 25,
SAMAEEREROBEL T B NETEE G2 M L35,

—ERENG A LS IXREAGE O A FICEH S 3 2 a[RetES D 5,

STV FFRA Vv 2EFRROY e — v FFRA Vv b CTh LHBETEESICEHRET 2,

6.1.1.2 HAIEHE cancer treatment I X 3 AETEOEICHET I AMEEERD L { XKk

A ERRICNT 5 XFEE

TR T RO HE G IR % & . T HEERERZ T £ 72 1383 5 HY O SCFHgRE©
FAEFHRICEE T 2 2y FRA VPN DD D ERET L2 LD H D, 7272 L, HHKATRE
2 OIEHMAR G NG T 2 HBIE. HEMEZ AT 2V FPRA VP 2REL R TEWIT R
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W,

6.1.2 2ofhpxry FRA VT

6.1.2.1 2SA 785 cancer treatment DR ZIH T W L 2HET 3

AEFRZWADZ L ZHME LARRECEWT, LIZLIEAAIRKE cancer
treatment DXRZ T L T L £ o HERAFEROFELMZ Sz & v S AlReME 2 ik
Ll e oz, XFHEIEZ Db O AIRE cancer treatment ICX L TH 72T H
DHENBZINIGAICIX, 2774~ ) -2V FRA v b e L CAFRRICEES 2
TR ZET D REDRD 5,

A7T7AR )TV PR Vel 2 DU ERRHCGER T XZIHETH 2, Pl ITHEH
BR Gr3IRFE G L 2EFEHE (0OS) #2774~ —2 v FRA vV MCRHRE LG
AEFR Gr3 oREHEPIHERICHZA S, 22D OS B—EKEMY FZHERL TWE Lw
DT L ERNINTHD THHOLFEELEL LTEDOLNDE Z LI b,

BlZiE, a7 7 4=) —2 v FHRA VP EZRETEFHERMIEOH & LT, BURBERE
DHEBR LW T 5 7= OGHRGER (T I 7 + 2 F V), HUo3 A KRR OB RENH % 1%
3 270 0fEHHIN/ ) ARz F V&5 2E0H 5,

7272 L. BB & 7n 5 23 AR cancer treatment RN IRFEA L — TR WA ICIEEK
TEDHEL Vo DSATRRE cancer treatment DRIRICH L TH DEE SRR I 0 5 3K iRiE %
WIEEREIC T 25613, NREZRET L LHERIRETH S,

6.1.3 FHfliRE

HEHR DI 12 NCI Common Toxicity Criteria of Adverse Events (CTCAE) @Y%
ZLD LT IEBEIICIACHBON TV 2 IEEZ V2 2 L BEE L v, RHREIT B
ICX o CIHilid 2 THH R 2 720, il 4 O REDEIRIC O T AlEEs % (kT 2.
6.2 BRBEOMECETSET Y FHEA v+ LFHERE

6.21 v FEAL Y FDFER

BEOERZE ST 2 2 L HITH 2 AR HIKHBRICHVTIE, BEDOERZ
IV FRAVPELTHEET S, HlIZIE, SERECITMADORE, Hil3E ¢ iLEO - lE:
ODREXT VR v T B,

TR DR Z T X - THIE T 2 D23 b Y 2 1ZHIEIC T LT R WEEDR S v,
ZIE, AT, 24 Fiffl o K04 (worst pain), P # (average pain) 7z &
BXy FREL v beY H 5, @ Bl EETE, 24 OB ADEL (worst
nausea), V7L (average nausea), WEH:FEIE R &R v FRA v Mgk 5 3%,
CDXHITHEBENRE R 2EMIIAME TS > TH., EMOTHITEIZERD 2 565 0%
Vo FERIICIZEFICL o TIRDBAEART Y FFRA v F2MEL OFRRICOWTHIEIC S
52 EBEFE LA, BkE LCEBEMICOH—I LTy,

L7edoT, Bl e 24, BITMRZTFERSSEBECL TEFICL > TEELEZD
NbxTy FRA Y M2 FEFHEEE & &0E LT, HNIICEZEEORK G D % IR EHifiE
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HELTRHET DI LAHNTH L, RAIFICEELLEXOLNDL T Y FFRA v P HEK
H 551 IE TN G 2 EHO FEFHEEE (2774~ -2 FKRf v ) LT
T2,

6.2.2 FEFHEE & BIXFHEEE O&\»

ERO FEFHIEE Z E W 72856, RICA—BRELGAICED X 5 IKERT 20
DEVIHENREL S B, 2070, HETHLILEEZOLNDLIZ Y FKRAL v M2V TIiZ
FEFHEEE & L. A B L 2GEOMILEZ RS TE {,

FHFHHIHE & BIRGHEEE & TRRICA B0 E U 5E. BBRERIIEEICE 5T
AN ERN R REMED B 2 LIRS L) 285E1EH 5, Hlaid, EHAEL o 72 E
AREDLLRLTH, BELDIBE PIEH:D DO~ L7 5 1F, BRI EICH
W7xATRetED B 5 LR L €. AFIEE /NS IR ATRE R IR 23 70 W e I E RO
KBS & L CORiEEEMT 228 1dH Y 5 5, 72 L. BIXFHGEE o ROE#EME X
FEEHEHEH O Z N L HRTH 2 2 L 2B L. FERICIXFEIEE 2 F2EHEEE & L
B REBE CHMEDOREEZ 1T T L BEFE L\,

6.2.3 FHREEMICE T BEERMICERDO S 5% (Minimum important difference :

MID)

BRAREER 1L, SN2 TR I NNERBFICL s CTEKEH 2 L HKRTE 2, F
bbb MID 2B TE 2 X5 ICT A4 Vv INDIRLEDLDH B,

AR AR e LTS S el ch b b o (QOL REZRY) 1k, FHfED
FETHEIEINE ZEBZYTHLIH, IRLLT Ve W) Hr s, AMEDED FHIEHE
ICRET 22 e eEBET 2 (Blzix, FEFHEEE % [NRS o FifE] & LHaic, &l
KAHHIEH I [NRS 232 SiLA E T2 o 2 BEQOEE | 2Nz 5. 2¥),

MID ZHEIZ L A EDFIHICOWT, EE o ThaWwOT, BESH*E LTRESH
y PAZETOEMFELEN T 5 2 L 2RSS (Bl FEIHMEHEE X [RKOR A
23 33% KT L2BEOEHIGDE] THoTH, BIXKFMEHE L LT [25%KT LZEHD
&) [50%E T LBEOEG] 2Nz 5. K&,

I RO L IXEROARHEFE L E B, T Ty b (RIEHER) OfEic ED
IO ELL -T2 RBETITETHY, Ty N7y b2 X VEUNCEEERL., EY)
A A EL 2L A HNE LTCEMT 2D TH B, TNIT K > THEFHOMED X 2384,

6.2.4 FHHRBE

TR ORI Y 72 o Tid, [FHAME & 2 Y E oM & W ERE R o H ARGERR % 5 F
%, #H & 1% Edmonton Symptom Assessment Schedule (ESAS) @®% Brief Pain
Inventory (BPI) @)% (3 U & L 72 EIREHI R EE © HAGER A FIHBETH 5
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7. WREFDOITICETZHD HFKn

7.1 HE
BRI SR R BT 3 2 HEE B HEF R (Serious Adverse Event: SAE) % # 7] 1 G¥Hiff
T3 ek, ReteshREOmMEIcEWTEETH S, SAEBENAHERTHL L
HifE & TN T W5 720, SAE BAEMEEBHEE IC CRE L 28541, MERE AT
— 2= ) v IRERFIC, HLr e o lcHE 2Ty c Lakwbong, ©0
—J7. XFRERE - AR, RO O BRIRITZE I B\ Tid, bR 132 )5R 0 BAL
LD ITREENTEAL ST 2720, WD ENETIC SAE GEEH) 8L EIEET 2 2 & HE
AN, WEEEE FERGROFROEIC X 25 I T % SAE A% i - SHfi+
523, BRI O EhEIC 2% T 37210 Cld e . BEICEE 7 SAE % Rk nlgEM:
HEL D B,
7.2 ZEMEROEHE
WX N BB, T4 v ARG, RetEHRzEY gy 3 2 8 E
FIRIEETH L, 20 LT, FROEIC X 3T LHETZ C EBTHIE N BGAIKC
X, 6220, flflo7e b a— A TREMEDONGINEEDL L LT 25, BalE
DNGI L T2 AHFEFROKECERITHB T L ICHE L, 7 v b a—VicHidd 2, B
ARG DX R EHE XN LD SAE 5FAE L 258 1 3BEDH HNICHE 2175,
JRROBAIC X 2% 7 v b a— L CRAMEOWNRI LIED L 5E. T EMr
HICEXOVROEHZ T RCHZINTWE I L EZMHELET 5,
WEBTFIHEND D DTH - 7225 DFH
WEDFROBEHIC X 2D DTH D Z & DOHEE
71V T4 D SR SCE DR
Thabb, HCBTHHINEZbDTH Y, 22, HO2IKEHROE(ICL 2D TH
D, o, ANTEOBESCEICRIDHEICRIER I N TV 5 2 L PRI NG A IR
h, BAMEOWNGI L b, BRMEOWNGFI L SN FROBIIC X 251k, CRF
THERENEL, T2V EZ =DM T—2F=2) v 7 REBRCHRE L CEEEZZT
%,
73 BEBT¥FA v
WERE OWiE Z ZR L7123 v T3 4 X3KGEH R EDWMRT A v OFEEIT 5. FEITIC
BLTh, BEOPVEF IO ELZ T IC S WIRIT AL, &2 wid, BEEG (7 —
2 ORMEER) % +0FE L@ EOBERPEEN S, FFICHTEEOTY fvico
W, BFEORET — 2 ETOEZ S RERLZT 7o —FRRLETH Y | RITRRE
FoOERS GO CHEEAET S, Thbb, @EORMT —2@TicE T, LT —
EARHETECZLEDI I BT —EARH[OLNTVZTHALH, &) Blmd L%
128, FBRCREEFRIHCLTEY ZD L) RRHRBE Y L wZ &b, Fl z X,
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HEHONRZE [HELEWTHAIEE] 324 e (FEEAF TV —LIFEh
%), HEMONR L 7% 5 EHEZERL IICHABEL 55, OV

8. FEhitkHt EH~<AY XAV

8.1 EAMLEZRT

SRS - AR ORI ICIRE S Nx vy, BELE 32 BRI X - T
Wix b, WHINZEHE T, HIET A4 v R EIIG L, 3 & Felif, ERATREM R &
HERLZTNE R D v, RS ORE, HotfRicma, ], TEANR] %
Bk L. EfEE 2 20RO ME~ AT AV by AT LAREET 5, ERICIE, RS
BRCMAT, BERMEEARTH 27— 2 v 2 —H 2 0IEIMHYT T —2~4 Vv
—. EPHEIR. WEICIELC) TE= X —R ERMRICSNT 2 2 L BEE L, W5
R X o TR HTEIZZE D Y 5 3 DT, FIRCEBATRELR N IGANLETH 5,

F 7. 3B - RANAE ORISR LIRE, Shaikic X B0 % <. BRBREHE, X
fricatd 2 ERRE IC)G U Tl ¥ 3 authorship i oW Tid, EWM &M coAE%
AR ICERBRBIRRTIC L — V2 IE L T 2 & 230 5,

8.2 MIEDME~*Y AV b & X7 L (Quality Management System (QMS)) D2
HEOERICH o T E OGS I — X2 RFWI/EY BT -o0—#Ho T ok
Al D e RFET AV AV EMO, FEAEESLAT CIhR 2 FEEH - SERGET

b,
BR L3, B — 22T E ZIATH Y, BRFEOHMATIE, b b
5 ARSI IZBE TH 22, BRECRILICIS U, e, BUESRAEE. HHIY R E S ik
ICbh7-5,

Lk TR — e RIfiib o TV 2 R0 $ 0 23, BORFIEA - TE] ©
T LTHY., EERIIZEICH T, BEEmEE & TR IC X 5 mEHE. 22 CoH
RokHE L (3 GCP 72 & OMHIEM:, AZXRE 3 2 EER 5 BT 2 G 5% 2 i 72
THETH D,

Bz 1E, BEEAEIFEORECTHILL, YEOREE X, PMDA, ELE¥EATHY. %
CCOFRBTICHEA LR ING X9 inli. $74bb. GCP 7 LIt 5 il % Efi 3 i
ZNITERE R EE R 5 LA TE S, $, BRI EICL o THRROARZITS
WAL U CPIERE IS R IR L COB T 2 2 L BEBTH 508, HBilkxk HIE T HEEED
D XS BRI O FEEZ KD T B D0, ZOEFEZTICITE D X 5 RfFEVE
DECOIR EREE LML %5, WEOHIOE BIE 2 HiV% B ¥ 2 72 B KHE % GHE iy
ICHET LU ELH 5, mEEZHRT 25 2T 7o v A EHOERPEECTH Y, 5L
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8.3 MEDFHEEE (Quality Control; QC)

CHEERL L 13, EHEEE S T — 2% S u v R0 Y, EHEE AR T 2 Tk 2
. FITL, BB TELLETINTW 22 I22%F 2y 7L, ELL{fTbhiTw
BOEGEICET — X DBIER 7T RO RE L 21T 5B TH 5, EHU R WHEMEE) %
AT ~2, 2hd ol e WEEHEZIT S 201k, WHFEHBATIcmEEHDO X7
LR 5, Thbb, FEOFMEN (BEHEERTIHE Standard Operating Procedure
(SOP), ==a7A7%l) T, THZ@YNGER L, OB Lok, e 7
4= KNy 7 %ffo, ELLfTbR T ARWEGA T R ZDEIE L 8GEE ZNTNDOER
B CF v 73308 BH 5, \wb®wb PDCA (Plan : §Hfl, Do : FEfii, Check : FF
fifi, Act : fLE) WEENCH-D & | MHIRLEEE) (R4 FALT v ) HPEECTH D,

8.3.1 WIZEEIHEF (Fu ta—n) OER

v b a—VOEKE LSS, ORI HR S 2 0E A H 5, i
X, e ba—nrw=a 7 XL, IRFEFHRE T -2 v 2 -t ol B2
EHDIWE7TB P a—AHEERERCL L2 — R EPHAMNTH 2,

832 BERLEVMIT (Fv&ab)

AEREGICRRE SRS 2720, 72 BV MNIHRORELZHERT 2720, HatR
X o Tl R 7iE L FIRICD L OKEID T 24T 5 ERH 5, MHFEHE L IIMZL 72T
— R v X — (FREFFEEL Y X —) OFESL Web-based DESRY 27 L DF|HZZ E21EH
H<H 2,

8.3.3 FT—Z2HIE. b

HYEEIC X 2FHliPHME D ANA T A2 EET 5, H 25\, e, HYERON T Y
FENI KT 27D DOWUNRLETH 5, FAIRPHRED R 7L, =7 — DV iEHE
LI N7-FHETEE O, HETT EOK—. A, WHFEhtaai onHE, FhinEE . hh—
FEHE, hREZFTHIHE, T2 v X —lL 3T -4~ A Ptk
VIR EPERTH L, FEFHEEE R EICRMBEL R T THEREL TS L L
HIT, KMHBAELGEICIEZOEHPRBDFR L /x5 77 — 22 7' 1 2ADEHR%Z IX
FLTHLZLE, 2hoolFercER T 2raEtEr bV AHTH 5,

834 WIROEWEHE, T=2J v

WHgE2s 7'\ b 2 — VLB FNEE 75 &It o TRMEER CEY)ICHE i S LT 5 2 2 TR
T 5%, WRSINE ORI & REEDPHERIN TV L, T—ZPBIELIMEINTHS
2y FEIN TR LBEDBALERINT VRS A, BEICOVWTHEFEL, LEIIGL
THEELEOUEI R T v e RDOWE L FET 5., Mx~DUEZRD S, MIREDHCH
B, 7—2tvx— (H2VENREER) CX2EWERLbRe=2Y v fEgkE
=RV vy W T 2222 ) v RES (RetolR, HoREINE) OfkiEk L
BITbd, MEHF~DT7 4 —F Ny ZIconTld, 20 Y A7 TG UL~ A5 03 E
ETHY, Ay PT7 =210 (BOLWARIFRICHETE IV RY) hop, Fuba—n
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L (e A CHERIC X ST EINDE ) X 7)) hor, H 5w, ik (FFEH)
Loy (ftigk (FEE) CEIMEINDE I AY) hOrBERTRETH 5,
835 F—Z=AY AV}

— 2 OIEMEY:, TREERRAEL. DIE» ORVENFHT A3 AT RE 72 7 — & O SVE K HE % 41
R D ENEETH D, WIEEME &ML 2T — Xt v X —DFKiE, ZYMEOMHR
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AV ML, FHTIEL XDV RWEDE T — X BRIRIICIE - HEL, 7—%
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8.3.7 WEH#EHT
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fEchhiEL 77 ur 7 3 v 2k ECRROBFEEZEMRT 5,
8.4 WEDMEMEE (Quality Assurance; QA)
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RWCH572bDTIEFBRCAIREWEDLH 5, R ORI L, XA rH 5 —EKAELL
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