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LA : DLEE S ik B i 8 th A= B AR v 5 SR AR iRe
2. TG R

T GG A 32 47 ) () AT VRGN 8%, RIE AN A B IR AL, ATRAZ A L ik
LA IR Jls 7 R 2 21 B A FL BB, IR0 o 000 B2 A A 45 WA 2 W, I PR 2 W Js Tt
F DA BN SRR A R [ Brgi vt 70 28D (ICD-100 Ak ke K s e A2 Sk
R YEmE, Horb:

F E HOAZ S bR 605

(L JRRMEEBELF 4L

(2) EVELT YNNG 20

(3) J M AL/ 220

BRI

(1 JRADE;

(2) YT Binet 4HT R A TR B8 400 19 1% ;

(3) AHET AnnArbor IR | IR KA E KR,

(4) RiRE (MFEBEREARE R RSB ETE);

(5) TNM -84 TINOMO S &5 BN BT FIARE;

(6) RGN SL kIS I B BUFER A8 3L s 0 1A i PR R M PR
3. B

FRB ORI B AR 2 FER S — O BT AN B A ORI & (RS54 )5 5 — I I 5 AR
W25 ) T 24 7€ BRI A 5% AR IR BAAAE , T AE IR B AR C 2 AG I — RN i SR R b
FRESTRA, HBS W AR R T2 78 850 BE H 5 K N AR ORI 5 [R) 40 7€ H 95
o
4. PR AN T R BE Bt -

RRAFENRILMEEAN OIS B, GHXD PAMTHZIAE R %L, E

EREVEBE BHA SR B SR NN T TR TT LA, R SR A BT A SR B AN IR T8
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8, AEIEITHEREST RS
(LD RBF/EST. SIRET. FEHRE. BewE. BERETHOL. VIP 3. BKEE

=

(2) 8. REDL. KERIK. FENI;

(3) HkFR. AR, HREHL;

(4) FEHmEkT. FEMOENST O, ZABR. TR, BRP L.

ZEBELAEAT RGN T IS W%, BRI AR B K HENS SO 1 DU N 1
oy 547 AR 55 1) RE 0 BB S
5. BRHEA: LRIEA R AR I 2 LR DY B 2 F

(L BAARMFENRIAE (BRI F AL

(2) BAARHENRICNE (ERIMPOVIES), FHEIWRIR T80 EM

(3) BAAR N RIAE T8 R TR B UL EBURRE CERITIRFRIES);

(4) £l UL & RZ5E BT DU A R A F I PR A =4 DA
6.4 2 H AU B R R 25 8L A6 T =T 3 A
(D) FFE@EE . 185827 RS P ERUBAT IR T L J@ATIRIT Tk, IR 2%
R R — i 2

Xt T A IR I R DR B NARGE B0 oI S B0 SR AT 5 % G ARl DR s Ak
B AT AN F L, AT U7 R RSB LR A LA B BURRR 2 T SRHEAT B A% 4 E
(2) R FREIT AT & T AT 2% AF

LABTT AT B R I /5 (I H 5

LA A R RNITH ;

i A EE AT R AL 752 5

v AR TER) . AR TR T 5

VSRR 2 1 52 T R b SR AR HE — BRI T H

Vi X T R A 5 R ORES AR TR 2 0L e S BRI U HEAT B A% s A SRR PR IG AXS HH
A RAAFEN, 70U A BRI A WU B BUB S 2 R AT % 2 5E
7 AARBERAE B SERBINR A DX 2 Ak S A BT ORI 24 o H I 25, LA
it AR T3 T ELI AT R AR g
8. AARE RN L M TR DT Ak S 3R BT 7 ORI H SR A2, DA Ak J7 T
LI AT BRA N HE
9. M MO TR B RS 10 VT - BLIE A TG T Rk R FOSE ) 25036 T AL [ S B 2 A A

15

X



FREYT -

B Z5¥): #MZ5Y) (targeted medicine) Jf&HATHEE# I H THRITRIENZY), €
I S AR A PR A A P 7 R RE 0TS R F SR B S AR M O A A BE [ 25952
WE LT AR R R A R R R 2

BT 2990 5 H AT T 25 i K A RIE T LA R LR : 3 AL 25 i i o 4 i 1 2 3%
SR, BT AN REAER VU R AR, AT A% IR 8 4 O ) [ Pt 2 i R T 4,
P22 T ORI R BIE F o 10 L 1R 241 R A 06f P TR 25k RO R 1) 6 REA VR 3 R 4 i e fe
JeE 240 MR A PR B DR BT DR AR AE AL R, I 5 22 S (SRR AL D, FEL i 63 4
MO A A . B BE AOAS 5 A% i, AT K HAE BRI GG . I Ry
m BRI ZGAECR Y, T HLEE Z L HE ST 55 M 2

BE ) S B R R IR S ) S A A AUTR T I AR SR B R FH A 2 (B4
(R T FEHUACKIA TS 5, AImiE i T 40, SsmH R Mg A itpe 7, & —F e sr
NEMIRE TR . B AT IR s I S ek 2 AR A . 1D ZHMEE T bk CE 40 B AH 5t
J& 4 (cytotoxic T lymphocyte—associated antigen—4, CTLA-4) ; 2) FE/EMEAET 524K 1
(programmed cell death protein 1,PD-1); 3)FEF AL T B 1(programmed death—1igand

1, PD-L1) #ifk.
10. RIFERA LRI F7 : AT HH 1 CRIG D =R G 2 X [1- (PREG H L R/ RIS R R $) 1 X
(1-25%) . L REA L —RIFE—Rit5.

1L BBE RS SRR RUE, A BRI EMUR IIER] S RESE . SCIFSE, e
RREME. 7O P FE RS,

12584 FEALORBS A Ja W LA B D RE 57 1 0 H B AR BGANIE G

I3AAAE: FRPCORR N MRS B AR S5 44 R A2 T ASESE R 528

ARV FRAk . Sk B A MR GG 57 sh FAEHRML IS o, R Al 2B . U

PEVI AN HABAT B AT FH B SE R R0 SR 5w . BNV I E T (b N RIS E

BV BiRTRD) H BIAR SCHE I 4 RE R T o

15 AR PESOR . 15 2 FE A ML B SRS U0 (B AL 50 (et TR R A AR sl A2 T 51 2

Mg, A BAT 2R AU 25 AR BAL S AR -

16 JBGLUR IR BB LN . I R AR BRI R, XS N HIV.,
SBEI R NI BRI 55 SR I FAGIE BB A LR 1L, JECHE 5N AIDS. fEAE

L B HL A ARG I 1 305 9 B L AR S R, AT LI RORE IR BRAAAE ¥, Dyl

SRR RE: R B S R AR B R, O BB -

T7ATPIA: FRARETUL. AHERE %I A BETC IR I -
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18 RKE & FRIE N Fi5 52 a8 N BORE RIS N [ 4k 2 N BV A TR IS v SRBUR Al H AR N o
195546580 T8 ANORIS & [F) AR 2 F R o B0 — BRI T o EAAR R 350 el DR 6 AR LR N AE R ORI
Yo IFAEARIG S LA . FESAF N RAEARE RLE RSN, REAFEBAMHR
R & HIAE
20. SEARBIIEITIT RO BRAE (RECIST ¥ 4R#E)  ( Response Evaluation Criteria in
Solid Tumors, RECIST )
(1D R A Fg i 2

i JHRE o A R

PR L AL L e ke (A AR ) - FEEOR, Wik EARK
JZ 320mm BERGE CT 310mm (7] LURE#HINE Rt AATIER L. ra L eEmE (B4
NI B R AR KA <20mm BRAZE CT <10mm ) ALHE-E AL WiEHAZ . K. Bk, O
BB FOEFLIE . BRI R R R R L AR A AN RERRIS MIE 2 A IS e A 2
PRI Lo

i1 WE T

S AEEZ RN [RIRE AR T TR A ko 1) I R S a0 mT 411 S ) ik B2 4 B
JRGE TR NPT S AL, B A S A AR ROR /N B e 1) BB X F: AT
BB (P A TR T e A, (R A CT 3. iii) CT AT MRI: S Ul al il &1 H
PR TR T 2L, CT A0 MRT 52 H Hi fe i 1O 9F Al B BB 10075 T, Ak, CT AN
MRT F 10mm 5852 4, 1B5E CT FH Smm JZ THIESEFHG, 107 k3005 SRRk 7 22
RRERIT R . iv) HARE: YHFFN End poinst /&2 W IMIRTTT LT, HE 7 AN B T
SR, AT T SRR T RS . R EERIHRIRGE 1Y, TR AT T A
I R JE R AL 58 A 2k o v) WELBR AN 5E: VRN DU R T RPN =4 ok
RIS, AXAEA B B W B AR IR H R A R F bt N . X R TVE
HAS ISR bR A PTIE SR BRZH 2L B CRo viD) BRIAREY): ASRE BN FI W7 2. (HYR
ST RTIRE bR S T IR AP, ImRTEAT CR I, BTl BIbs SRR E LR o Bt [
BRSSPI AR B G I ZAEAT P WA FE o i) G SR B 22 AR/ D BRI
Y AR EE A 2L T B T4 5 CR A PR, X2M¥RTT J5 I R MR AR I8 SR FR AT IR 2
BT IS 1, TR AN DO MR B S . AR e SR
(2) AR

1. PR B 2 (R PP
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TN L2 1 4 BT bR GgeT, 0T AR LS I R AT E R, RTINS H AR 2 D
A4 WA BRE LA T HLVR LIRSS . 1) ATINER HArpikt: NAAKRITA R
LK E, BAERRZ 5 A, 2R Z 10 MERNE R, FEAERZN
BIFCT . BRI AR o A AR R N AT v B SR B RIE B . T B AR AR
JEEF, AE A MEMICFKINSEIEL . 11) Bk Fra HemRAE R B e it
FRAEREEL Fidst, AT I (5 kA2 B2 0T TR) 2200 s H AR AE B 2K .

i1, R HIbRAE

H bR i A

CR : Jirfy HARALTE K .

PR : FEZRSRIKZ LRGN 3 30%,

SD = FEZIpI A KAR BATA 4 MEARIE PR B S IN{E RIE PD.

PD : EEAJRIEKAT GG 3 20% H BUH R kL .

J H AR AL VA

CR = BT A H AR L iH R AR b /K- IR

PD & HEL— B ASHI I/ AAELE R H bR i

SD = —AEREAEE H AR A/ SR AR B T IR AR A
(3) BT ROy (W 1)

i B ARG

AR R AR IBIT AR 5 s/ R L R BB R/ R (/N EE R A
NIFRKIZE ) BORECH PD RS, (HE 455 OB LG 7& Moy “RERE&L” If
FEA 1LVRIT JE VEAC S MR & LRt i oL . TR R HE i L RLIAE T RO REVPAR B
FERLCAE LT, ARMESE A BAF MR R I AE R 2L, Y CR IS, 7E 4 JEHAET, R
AR R B A AS B IRAT T AL

1. bR BT PR B AR

JH e T PN OB T TR T &R, SPR BIRYT ARG R AN R, B 2
(6~8 Ji) I EHT PR 2 & FA, FEARFRR A B0 S 1 58 Jy 58 J i B A IR 8]« VBT 4
TP R P TR R I end points, & 2EMRZIE R B H LA ] (Time to
event. TTE) BI £t j& /FET 1 8] (Time to progression. TTP/Time to death. TTD) 1Ay
TTP/TTD B 75 B8 MU & VP4, YA ) B BT (8] P2 B

iii. WA
18



BT RO H R RR R R, CR. PR R IN A8 (ki 20 i 52 I BT AIE 52,
W IRAE T IRVFAY 2220 4 J JE SEAZRAR N, FRaEG 7 58 1 1 B8 KIS ] PR A DA (R H 2 B a1
SD Ji ANAEVRYT Ja fe /D B 6~8 J&, Jpi kil & & — ik SD. Xf T PAJo ik g A= A7
(Progression-free survival. PFS) ML AEAE (Overall survival. 0S)A4 end points f¥)
Wit PR AT 5 AN 75 2 S5 52 AR IR SR /N AR A

iv. AR Y]

FE M U CR B PR I B2 R0 R B R o

v. A€ ]

e IIETT 06 2050 2L R A 18], SD 35 1 PR B0 AH S 1k BRLAS /] (0 rboRg 2528 L AN R 70
WAL AL .

R AR WILL L PRS SZILLE VPN IR BEC PN BORER, i T2 BIBOm 2R L 0 .
TRTT ) R R SR B A 2 AR R A, A AN RERA E R A IBE S IR, IXAE—ERE
5 T R5E end points [RIUERASE .

vi. PFS/TTP

E—SIELT (s SR M2 25 A 58 ) PRS/TTP AT 2% [& A N 7T end
points, JCHEARAMLFAE RIALH] I ZEY 25RO 0] D VR

vii. AL R E A

XfF CRy PR R FEIHIIT end points, SRiHFITH G WAL AR TN RIS % 5K
AR,

(4) SRk

IR P B P B R N BLAE R TR T T SR A S B N A Z5UH W X IR T R T AR
(Intend to treatment. ITT), AN AL T 532E CR. PRy SD. PD. ZET-JME .
JETEE. LT IEMR . A (A 2RI BTRIPEY) o BrA fT SRl S A% B0 AR L
FETE RR ()0 HrHh, Brfy PD FIBETSHRNE FEONIR YT RIK. ZiR s TR ahnErm A,
J 2B BT T A NS REAE R, B 95%M) nT (= BRIFI RS .

(5) WHO 5 RECIST J7 R4 pF 4 b LA L3R 2
R 1T RO

=n

H brs A H AR AL o HITRK

CR CR ’ CR
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CR AIE CR/SD 7 PR
PR T¢ PD T PR
PD AR /7 PD
AT PD f/7k PD
R (R G A PD
SD J& PD ¥ SD

%% 2 WHO 5 RECIST J7 RPN ARt L4

FR | WO (BABKEEERBEER) | RECIST GRKAEEAIAL)
e UL RS 4 UL R AR 4
PR i/ 50%24E 5 4 i/ SORHERF 4 T4

PD | ¥GIm 25%, JEIEIGINAETIE CR/PR/SD | H9h0 20%, Jwkt3EhndidE CR/PR/SD

SD

JE PR/PD JE PR/PD

21. RN FE RE HIZ B B TRIS A AEAR ORI 5 SR N L5 18 T ORI STE A5 5 PR RG -)
RELVE M)A DRBE TSI R 28 T 5, 24 T SR A DR S R 300
22. RELNATTEIZS 55 AR N FAZINT], RERE I A T A ok, pl ORI N AR AL 24

LOWE VS
(D
(2)
(3)
(4)
(5)

W24 BRI e 55 1) 24 )55, LA AORES SR 9 F o

S E K 25 WA E Y ATE . GSP AAE;
i

R HZ BN BHHE . BT BB
22 WA A ISR N SRR IR 55 5
HA B0 IEAE R S 2 J& OO BT R EE R BTN . KRR 25 A ] 22

B A E RS .

23. B=TT G R: DRES NSRBI N RS NS it A T o A% S 245 S IR S5 AL

24. VA SR : (RIS LIS S OB RS, 55 =77 IRSS r B R F S IR A 4 B ORI A m] T TR 55
=7 W55 T B AR 24 5 BT DR IS4 24 ) 2 IE

25. LR N8 B BUAFT BB : T8HGEROL. fFE (R NRIEME L) e, D
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