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[$EE | LIPS0 9% (head and neck squamous cell carcinoma, HNSCC ) &3k F e fie & W —Fh2s 51, H
AR W R To R Bl WA R ZR T A g R SRR [ N ARAR AR T L R8P (recurrent/metastatic, R/
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inhibitor, ICI) IR IR, AWAREDRAN . ASF AR REERIT T ESERE . REERITECRMNTEL . %isbyT
AR (immunotherapy-related adverse event, irAE) ZNPIAEWAERBIITEMTEE . HIEIIG RG22 ( Chinese Society
of Clinical Oncology, CSCO) kiM% % Z i 2 M rf EHT 423 (China Anti-Cancer Association, CACA ) SLFiiE &
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( programmed death-ligand 1, PD-L1) FAEHFETFIEILT 2K ( programmed death-1, PD-1) H3i—2&iA3J7R/M HNSCC
AT 3 A= bR, MR BB IR T R R R  TPD-L 1B & BHPEE S ((combined positive score, CPS) il Xf+PD-L1
CPS=1EA, AR AIBR AR GHIZE 2 FI5-FU, sl MR B P TR 2 — IR T T 4. SR T IATAIBR S hi
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[ Abstract | Head and neck squamous cell carcinoma (HNSCC) is the most common head and neck tumor, characterized by high
morbidity and high mortality. Since pembrolizumab and nivolumab were approved for the first line and platinum-refractory disease
treatment of HNSCC, immunotherapy has become the standard of care for recurrent/metastatic (R/M) HNSCC. With the wide clinical
application of immune checkpoint inhibitors, clinical guidance is needed on the use of these agents, including biomarker testing,

appropriate patient selection, response assessment and adverse event management. To better guide the clinical treatment of R/M
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HNSCC patients on immune checkpoint inhibitors, the Chinese Society of Clinical Oncology (CSCO) and the China Anti-Cancer
Association (CACA) convened an expert task force charged with developing consensus recommendations on these key aspects.
This consensus serves as a guidance to standardize utilization of immunotherapy in HNSCC and to optimize clinical practice. After
several rounds of discussion, the expert task force generated the following consensus recommendations. Programmed death-ligand
1 (PD-L1) expression is a predictive biomarker of anti-programmed death-1 (PD-1) first-line therapy for R/M HNSCC patients. It
is recommended to routinely perform PD-L1 combined positive score (CPS) testing in patients before treatment. Pembrolizumab
monotherapy or pembrolizumab in combination with platinum and 5-FU is recommended as first-line treatment for R/M HNSCC
patients with PD-L1 CPS=1. There is a need for a comprehensive consideration of PD-L1 CPS score (e.g., if CPS=20), tumor
burden and clinical symptoms when those patients are treated with pembrolizumab monotherapy or pembrolizumab combination
regimen. Pembrolizumab in combination with platinum and 5-FU could be the first-line treatment option for R/M HNSCC patients
with PD-L1 unknown or PD-L1 CPS<I. Pembrolizumab in combination with platinum and taxane could be the first-line treatment
option for patients who are intolerant of 5-FU. Nivolumab or pembrolizumab is recommended as the late-line treatment for platinum-
resistant patients or patients who are platinum-refractory and have not previously received PD-1 inhibitors in R/M setting. For
patients who are intolerant of chemotherapy and unsuitable for PD-1 inhibitor monotherapy, pembrolizumab or nivolumab in
combination with cetuximab can be the treatment option as first-line or late-line therapy. For patients treated with immune checkpoint
inhibitors, it is recommended to closely monitor the signs of adverse events during the whole course of treatment and use the

multidisciplinary team (MDT) for treatment strategy if necessary.
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EAH30H o SCHERAYIESE 73 2R H A= AR IR B 2
U EY 9% 1 ( Evidence Grading by the Oxford
Centre for Evidence-based Medicine ) 7',
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MRENS FIAPD-L1, HTHkE 40 APD-13Z {4k
ghly, SEPD- 140 o i) % S R B R TL RS =
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cell receptor, TCR) 1554 F LR L, W5
TCR T WFAUAE5 W0, BT Ibk O 240 B 7% Ak Fn 2
LR FAE B RE T o #EXTPD-1/PD-L1 BT IE S2:
i FHWTPD-1/PD-LUE 556 i g%, Ttk e an
Muw A Sas A, IR EZ DA S e LLA BBt
PohER A R
3 HMPD-1BIIRITHEXEMIRED
3.1 PD-L1
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SN, WA TR 2R R A] B MG CPS =1/
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rate, ORR ) A0S ' . FIHFST 5 0
TPSXT THAZ 25 Wit 25 AFEPIPD-1 R TIA YT AR
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AR, FEEURAYZRIA KT T CPS L TPSHEH;
PR E Z W RPEIRIT A, METPS=20%,
CPS =204 W i i UM B K9 L& 48
UL RS, CPSHYTRINMETE I A i
KEYNOTE-048H1 it — A5 FHIESE, i A 2R
Prep gy n i 2 MEECPSHYE AREROS, A2k
PABTICA T Al Bk MR AREROS FY L A
W, SEEIERIE %2> ( American Society of
Clinical Oncology, ASCO) f§mif§HHCPS=1Y5
HUPD-1 84T 1 I PRIT R VA2, R/M HNSCC
HH A TPD-L1R )

oAk, B E R 2R R
( National Medical Products Administration,
NMPA ) HEUHEARIPD-L1 G5 4 214k 2 A I 3k 5]
£14522C3 pharmDx ( Dako) . 28-8 pharmDx
( Dako ) F1SP263 ( Ventana ) %%, 20224F11H ,
Dako PD-L1 IHC 22C3 pharmDx it FHAE B A
BREAHTIAITR/M HNSCCH H LR 2 1),
R 24 HT7ER/M HNSCCME— i NMPA L i Yk
W&, —WL e BB P RR TR E
HAEFL P R/M HNSCCHEEPD-L1 CPS#EIA
B, g A 4026, RAHPD-L1 ITHC
22C3 pharmDxi T HEAUL S b, 458 10
/N, TEFER/M HNSCCHE#EH, PD-L1 CPS=20
B 5 41.8% (95% CI: 36.9%~46.8% ) ,
PD-L1 CPS=11 LI H83.8% (95% CI:
79.9%~87.3% ) , IZMFFE LR HKN-048HF5¢ HEA
PREF—5L, FIHHNSCCHEEPD-LIF)FR AL AF
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3.2 MBARRTEGA (tumor mutational
burden, TMB)
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A, 20204 K EE M2 ME )R (Food And Drug
Administration, FDA ) /A A2k F4T s 2h H
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TR YT 5 I R 4 AN AT TR s B 1 S AR R
%, [ttt fEFoundation One CDX{E NG T HILE
B ) . KEYNOTE-012/5% "7 4347 T TMB
5 AR BR B PT T R A O, BESE R HHWES
Rl ik, 45 Bon, TMBSIATEFIER B4ih
J¥R/M HNSCCIJORR A (P=0.027 6 ) ,
rf JEE A (progression-free survival,
PFS ) #ETMB =175 mut/exome V. ZH L. T TMB
<175 mut/exomel4H, {HH{70S2E R TSt
B, HTMB5PD-L1 CPSZ[HJCAHEME . T
XEEHFTE, 20224F ASCOFE R M120234F 55 [ [H 5
ZEATEITE M 4% ( National Comprehensive Cancer
Network, NCCN ) 5 Eg¥HEEI A Bk BT T
TMB-H ( =10 mut/Mb ) FJR/M HNSCCHE# —4k
s Rgay L WEIRIAR, ENEE A
XTTMB ARSI FRHERA Tl ARTE , NMPA WA
ATAAT—FX TMBIEREIZ I

LHENL: 3 FRM HNSCCEE, #EE
MHPEITPD-L1 CPSIET (135, AZR) o
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R MREALAT AT KEYNOTE-0483%
B, PD-L1 CPSZ&ik nl i A Bk sy —2k3h
JYR/M HNSCCHYJTRL, HALH AR E
AHBEPD-L1 CPSFRIMENI G 2ER ARFAHLL, 1E55
HARVFRYE LT AT AR A B PD-L1 CPSKR
W, AT AR HETR YT A
S 3-tid
4.1 FALG ROR R IESE

KEYNOTE-048 & —iRa#L . Hiihnss .
MAIG RIS, & A PF A I 1 ) BR Bt 0 24 5
BARYT (A s -RE1+5-FU ) X H o2
BB A4k (EXTREME N %) 78RR A 57
i 4 BE T R/M HNSCC #1097 34 fi 22
Sl U SRy A882{IR/M HNSCCH: %, BF
ge o Mg R B R . D M TEXTREME) %,
WA Bk BB 0 24 (3 s T CPS =20 ARy
£70S (14.84H vs 10.71H, HR=0.58 ) FI54:
OS#% (19.9% vs 7.4% ) , CPS=1ABEAIH {708
(1231 vs 10315, HR=0.74) FI54E0OSH
(15.4% vs 5.5% ) » @ M TEXTREME/T %,
AR 2R BB TR ST 35 20 T CPS =20 A B
A0S (14710 H vs 11140, HR=0.60,
P=0.000 4) FIS4FOS* (23.9% vs 6.4% ) .
CPS=1 ARERYHFAI0S (13.61H vs 10.41H,
HR=0.65, P<0.001 ) FIS4FOS*HK (18.2% vs
4.3% ) MMERAHE A0S (13.010H vs 1074
H, HR=0.72) FISH0SFE (16.0% vs 5.2% ) ;
AT 2R BA BT ER A LT 4L S EXTREMEZL 4 H
NPFSHIL, {H6AI124 HMPFSHKE & ; P
TE SR AHERJORRY H36% 1 ' | fE2e b7
T, MATERBR BT 25 = 3R OGN R i
( treatment-related adverse events, TRAE ) %&/E
FREMETEXTREMET £ (17.0% vs 69.3% )
WA TR BR PP R & 1) T S EXTREME J5 £ TRAE
24 (71.7% vs 69.3% ) '° . FETiZWI5E, 2019
4F.6 -] FDAHLHENA TR ZR APtk S 4125 25 +5-FU
FESRNEE, DL AR 2R bt 125 7EPD-L 1
CPS=1 AFEVEWR/M HNSCCHI—ZRIAYT . WS
WS L 7 A BN AE S T AR T T 4153 H7
SEIL R, JCIEPD-LURAS Ay, AR 2Rk bt

HZ B EXTREME 7 2 158 b 2 W05 Wi AR
0S (15.71H vs 10.84H, HR=0.74) , Hrh
CPS=2010 I H 345 W (HR=0.39) "7,
TP X5 aE R, NMPAT20204F12 A it
P F ) B BALT B0 24 FH T3 5 7 43 56 I ) G
i 9 2635 PD-L1 (CPS=20) W BMERA
AT )55 B4 52 A Sk S iR A0 i 9 R Y — 4R
BT

FEFKEYNOTE-048HF 78 45 %, 20234F
CSCO ' | 20234ENCCN '**' | 20214EEHNS-
ESMO-ESTRO " 45 s Hfe 21 A 2k i o 24
(7EPD-L1 CPS=1AHE ) FIba AR SRH TR A4
FZYAS-FU CRIRARE) 1E N —ZIRIT7 Lk
F%. ERERIEE S, T lA TR ER it s 2 ok
ATERIER PRSI R BEFE, A5
(ICPSTESY . st feg B AHERIEA 725 5 KT o
42 HAs RIXIEIENE

KEYNOTE-B10 & — i # IV ] il 5K it
5, A 925 REfE A4 21t REGIRIT R/M
HNSCC £ # 2 32 W A 2R S P BE & R HT &
EBE—234)7, SR DR, BEABIORRE
42.7%, Pt ( disease control rate, DCR)
ik58.5%, ZéffHF2EItE] ( duration of response,
DOR) ik5.51MH, TEZ2MIrm, AMEE] T
HALIANR BB Y s, v R — T T G
A I PR 6 [ 4 /s MR B BT I A5 A R
2R 45 A R S B — 2R 7 B By 38om
AR A, BREIA200 2, FrAIkED 10
H, ORRFIDCRZHIH80%F190%, H1{iiPFS
H}6.90H, HAIOSEKIKF], KKk A FEIAITH
IEBITRAE 4 33 Be IR 2% S 1 R 7% i 1o 1) 2
FPLIR A SR AN 25 il S —ZRIR Y7 I
WFEHERE . 20234ENCONFE I HER (2B ) 1
THAIER PRSI 2 AR A2 2R 25 E N R/M
HNSCC—Z s 2ifyr i 8 .
43 A TR

—Jfi £ FFlatiron R/M HNSCCHUHE JZE i) &
S AL 5T U — A B UE T AR BR b — 2R 3R
JYR/M HNSCCHEA AR . Hrh3376i 54 1
Z AR ER P Z5IR Y, Bt R R
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1 (real-world overall survival, rwOS ) 513.0
MH L, 240 HrwOSHHK33.3%; 17641 & 2%
AR R B BT A EA S 2 RN S-FUYRYTY, rwOS
M12.840H, 241 HrwOSH H540.3%, L
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(1) 3¥FPD-L1 CPS=1HJR/M HNSCCZE
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(@) M FRESFEMS-FURMEE, AIEFEM
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HR: T IV A KEYNOTE-B10W 5S4
AHGE, DAERIERRPUR SRR SR
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KH A FIKEYNOTE-048 1598 HLAT — 3k
5 $HRZAGYM A NBERETT

[ bAWF 5T KEYNOTE-012 2 iz -4z 36 (9 4t
PD-1 5 IAIFHNCC I RIR S 7 . %BF5E
W, XFF MAAR/M HNSCCH i F) 2k a4t
JAYFHIORRIL18%, 3/4Z4TRAER A HA K 9%,
FETZMI9E, FDAT20164E8 ] He st ot i {5 1
BT TS 254k W e 538 T 9 v
JER/M HNSCCHJIRYY, JFia T HNSCCHRPER
ST R Y T IKEYNOTE-0551F 5 45
R, B2 Yi 245 AP 2 E BT 25 i R/M
HNSCC /8 #5232 WA A 2R BB B 2577 7 ORRIA
16%, DORK8AJT, HifiiPFSHIOS/ 54211
8.0 1N FEBEJE B IE P I BE AL X B 1
R KEYNOTE-040F — A UE S 1 A 85 Bk
YUAE RN 25Tt 25 5 2 K /RS B B S N 25 i
7 R MTERI T RO 2 a0 o o 425 25
it 25 72 XA TE R ) B B4 32 S e 2 iR 7 e
3~6H W HBLE Lok, W oe a8 A 4954
B fEEIAYT (intent-to-treat, ITT ) ABE
W, AR R BT AL FBRAE TR YT AL 2 0S 4y
W HR8.4F16.91 H , ORRAT I H14.6%F110.1%,
AR BRI R EREA (18.41H vs 5.0
ANF) T GAERYBfTAE B R T A 1A 2
PO A AfE S g, AT BR BT AT 2
ITTARE (6.5% vs 2.4% ) . CPS=1AHE (7.1%
vs 2.1% ) FITPS=50% A (8.9% vs 6.3% ) 16
AEOSHR AN, AR BR BAY T AL A
BRSO 1), KA =39 TRAERY L (61 5 A%
(13.0% vs 36.0% ) "',

Jyo— IR AL X ORI s R R 8
CheckMate-141 """ 34 1 gy il FIl Jt B 7R 4112
25 W)TH 25R/M HNSCC ARE R (K7 RN 2 41k
M 5T A S 2 W it 24 2 T E SR B B I B
Z AR U R R O B R R IT E
6~ H NEEIRIEE . L A3615 B H, R
WEIRIT , IR PR RE TITT AR OSTR I
(7.5 H vs 5140 H, HR=0.70, P=0.01) Jf3&
5 TORR (13.3% vs 5.8% ) , {H3/4%¢TRAEX
FREAK (13.1% vs 35.1% ) . #HTiZM5, FDA
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T20164F 11 ] fit iGN R AL BRI 25 Wi
¥ I (B YA YT IS PR HE R 1 R/M HNSCC 3 L
iE

T FIRWISE, 20234ECSCOHEFT . 2023
AENCCNHE R M1202 14EEHNS-ESMO-ESTRO#S
A Y4 G A ST/ A E A 2R B T R/M
HNSCCHEEMFELIGIT (B AR$EZ L HiPD-1
Bgyayy ) S

ERENRI: XN TFHEAYMARNSE L/ FEB
MrEX & $AZE 548 7T kW ELBE 1 R 2  HPD-1
HHEITHWHNSCCESE, EEMRFI L LR
PRIEFIZRBIIEARLBT (12, AR) .

HRE: CheckMate-141HIKEYNOTE-040 % I
M EARENLAT BRI — B R, SEZ i RaayT
iR, ARG B s A TR R ERTAE S
A7 B M) 5 2 J B E U R/M HNSCC R
FAREAR G H A et R

6 FBRREIGTTEES N KRR
6.1 #HPD—1/PD—L1# 3B A CTLA— 4474 #|
HHT, PiiHiPD-1/PD-L1 334 CTLA-4
NI —2 78T R/M HNSCC I HAFEHL XS BRI 5%
PR IR B WA EZWF IR . CheckMate 651
WF 55 90 A 947 151 £ 35 Bl ML 2 32 98 1k 1) I B 470 1k
HHIC KBS EXTREME—£8AY7, 458 0
N, SEXTREMEZAH L, NilH) e sapiBea ot
VEARBPTHEITT ARE (13.910H vs 1351 H,
HR=0.95) . CPS=20 A (17.61H vs 14.61>
H, HR=0.78 ) FICPS=1 ARt (1571 H vs 13.2
AN, HR=0.82) ¥R BEHRFEOS 2, B—1
S BRI RBFEKESTREL, 44 A 8231 & 2,
o ss S won, SEXTREME4LA L, BEEARFIIL
BT A2 4 B AR AL BAPTER A tremelimumabZ]
TEPD-L17 %315 (PD-L1 TC=50%BIC=25% )
BE (zZh. 10.910H vs 1091 H, HR=0.96;
Bdr: 11200 vs 1090 H, HR=1.05) FLEAK
NBE (825, 9990 H vs 1031 H, HR=1.03; B
A 10.710H vs 10.34-H, HR=1.04) {08
W R ENE

6.2  FPD—1F IS EGFR 375 7

— T TR ) 2R B BT ER A P R BUAER/M
HNSCCHEE R I Z i 2 IR, B3I
1 A3, Hd 214 (64% ) RMEA2Ezy
YTt 25 e, 1240 (36% ) R YN 52
BE, dRER, 61 HIPORRNKA5%, DCRA
61%. BARANFER HAIOSFIPFSSr 5 K 18.4 1
6.51™H, 584eZf# (complete response, CR)
/#8552 f# ( partial response, PR) H#HHDOR
FEA 13N H . fEL I, 2% B E K
HEZ3HTRAE, i UWLHY3 ~ 44 TRAER HEF
e 4B I SV I PRI 5, A
R JC BRI A TE 2 1 PRI R/M HNSCCH
HRIT RO 2 e, NS AN A 456 RE1E 3252
A AT 4 SR T A T 25 S MER B A, TR
OSH11.4040H, 14FOSFE K50.0%, T {VPFSH
3.41H, ORRA22.0%. BAFIBY A43H6BEAH: K
ez b iR SR T R, R 20Sk20.24
H, 14EO0SHE H466.0%, HHiPFSH6.151H ,
ORRN37.0%. TELAMEITm, 10484 &4
Z=3HTRAE, HH W3 ~ 4 TRAE N FE
B 1B BT MITIIESE , 20234ECSCOTE
( MHEAF ) FI20234ENCCNTER (2B ) ety
WA A B g R T BB 5 VY 22 5 B v
YEHR/M HNSCCI—ZRAsT g 1= 2,

WA, —354 R ALPHAL 11 5] S 1 PRI,
iy O Sk gl A20fIEE 25 MIMEIG R/M HNSCC A
BRI R SR PR A BT R IRYT . 45
7N, ORRHN41.4%, {iPFSH4.14MH, A0S
J8.941H , 37.9% M B kA =35I A
R,
6.3  HPD—13FHIEAVEGFR 37 7

— 50 1T 39 28 i R 56 7 W A3 6 BIR/M
HNSCCH I 2 MR SR B hT I & R e
BIT, SR BN, ORRHK52%, DCREX91%,
H I PFSHIOS/ ] A 14.6F122.3 4 H . Hibxt
47.2%IM) B E AT TR e R, R W
AR b (adverse event, AE) N OEZLE AR
(23.5% ) FIFR RN (23.5%) o —HFFL
FRZS . R T o/ I RIS - KEYNOTE-146
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W ERE T IR SR B PTG © 08 Je 7E 52 1A
o TP BTIRTE YR, TFAE A A 226R/M HNSCC
B, BIKORRH46%, H{iDORN8.2MH,
i PES 4.7 H 8 L LR B, 52%HY
B K AIrAE, 80% M) E KA O R e Mk
AE ' AT BEHLA B T EILEAP-0108F5%
IEFESE TR, Rt — 25 B A A R Bk P A
R e —LRIRIT R N2 4tk

EREN4: HTFEEMZHTERESE
ZHPD-1EHEZETHR/M HNSCCEE, 7
EFAEMBRARSARMN L BRBEESEZE
MIEA—LKRELBTHAR (3%, CH) .

TR PRI T M B B 5 X A2 R VR RS
BEREZ I RGURITINERE, MR R T
WA VY2 S R T Rt
g i e, HLAE G e AT PD- 1 AT & 1
ST A

7 YR ANBER A
71 EFERE

& HRTEF X R/M HNSCC R AE B3 1 it
fEVRIY T W ITHE e E , TR AR IR BRI,
{5 Z2 750 TIT 390 i AL X BRI DR BF 5% 34 99 A & 4F
%, KEYNOTE-048MF5% 50! 45 5 g 7%
FAERE (=65% ) —LZ 42 AT A Bk B bt
Mz (HR=0.79) =ih A 2k S yr & ey
(HR=0.52 ) B EXTREME}y &34 H1E3z5 -
KEYNOTE-0408F5% ' 45 B[R RERW], 7E32
ST RIS AR E (=655{H<T5
Z) w, MEARST, IR R SR 2 b 2 el
T HFEWEFSN (HR=0.57) . CheckMatel41
| R =S ¥ )| ST 5 v 3 [ K 2
PRfE T (RN | 270 b Penl g 24 sy )
E=65% MAE AT HAIGKKZE, T470S
(6.97H vs 6.00H, HR=0.75) . 121 HOS
K (34.6% vs 20.0% ) . 30HOSHK (13.0% vs
3.3% ) FIORR ( 14.7% vs 4.4% ) S TR T %
M, AT EHIN =3HAEN &R TARIT .
Ak, FFEZ I DAHANCA BB PERFSY 2 4047

T 1460 R 32 32 g iR JE B bt — 3697 MR/M
HNSCCH#H, 45 uR, WmipHE (=708 )
FEAR B E MR A IR T R, o — 0 [l e
F5E 5 gl A226fIR/M HNSCCH: %, 545
BE (<70%) L, BFEHEE (=70%) #
ZICHAITHIORR (22% vs 13% ) . {708 (9.7
A vs 8740 H ) FIHiPFS (2.71H vs 1.94>
R) 2RI FE L WA =3HABREFR
Y. DLEZERIGRIE, X TRREIRN K1)
IEREBENPIPD- 1B T ik 2s, Hd etk
[EY/7a8
7.2 £ BRI IBIAEL (Eastern Cooperative
Oncology Group, ECOG) K&+ 4
( performance status, PS) =289 AFBF

ZIRFIE P 45 R BR, ECOG PS=2/%
R/M HNSCCHEFE A WG ER M FER . %
TREWIRREIR I 22, HIRr B IEw A kR,
FIRTECOG PS=21Y B4 6 F vt 2 = B PEiR
SR B S HRAYY . — I TFlatiron R/M
HNSCC i 2 19 ms e sy -, ghA T 664
ECOG PSM283R/M HNSCCH: & #57 fifHA|
BREPL PRGBSI T —4RIABTT, PRALAY ELSL
FORIT IR A5 2. 213 .54 B, FREiify a1
AE 1 BB LA A R 7 2% F38.2% . 44 Ky
HANNARJ B B0F5E 0, Hoh g A T 631
ECOG PS=2M 35 I 822 Nk FDL B BTiB Y7 -
SN, AR E SR g AL BB R AR
15 224V 5 CheckMate- 14 1 W97 45 9 —5 . H
A, —4 HPOPPY (NCT03813836) 1 II 11
BB IEAESEA T, i — DR A R R e
PLAEECOG PSH2HYR/M HNSCCH:# Ay 7 &5 FI 4
Lo T

ERENS: XM TEERAERFHIZERM
HNSCCEE, —Z&iafr AEFMERERAHEA
LHBEAAR; HEXAGYMAEER/EBNER
REZINPD-1EFURTHIEZERE, WiEEFER
AL BmeRE R BREHURT (13, A%R) o

TERE: Z2 T TS0 BE AL XS B AIE 50 1 L S i B
W —Edes, REEIRDL RAF A2 AR B3 BE T
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PD-LIAY T Pakas, HAZ etk

EHREM6: WFECOG PS=2B L HEE
STERIEMWR/M HNSCCEE, "X EiRFH
BERRARSMKF L BRBEAERT (43, C
&),

TR H AT R AL BRI 5 B 5T 3 ok g A
ECOG PS=2f8%#, {HZui 5L Bt os 45 548
7, PiPD-1HHi7FECOG PS=21 B Hha —&
MG IR IR 4, ZatEnT 57,

8 ICIHBIr R AT,
8.1 FRGREARE

F A48 A9 R/M HNSCC R iR T 1Y i R
WFFEATS LA S b I 7 2 PP A AR e 1.1 (response
evaluation criteria in solid tumors version 1.1,
RECIST v1.1) ¥ER £ PFlrifE. RECIST
VAW &1 A W L ey N N U R R e S A
ST, AR kb 4 U A LK I DRI 8505 R
CR. PR. ¥JufasE (stable disease, SD ) Fll¥E
JRIERE ( progressive disease, PD) A
8.2 fRMHE

5f&5 407 ANE, 1CTRYY 7] fg 2 R0 ZE
IRGER . BRYESE A (hyperprogressive
disease, HPD ) “dRBLAYME AR AeA" o
PR E e — R A8 1R YT ) 40 H B AT o k3 Rk
UL, 2R AN S L
5 T R, 1% ~ 3% HNSCC R H5Z1C1
BIT RS KA PE# & . RECIST vIFRHEARE
RWIRIT TG BE R . RAE, B JC A e Bk
PR, FIREIRANICTAYT Ak ss . o 1 &E X1
M PFASTCIRTT A%, 18 1E 1 SEAR IMoRE 7 O Al b
#E ( modified response evaluation criteria in solid
tumors, iRECIST) '®' BiizTitE. iRECISTHR
ERLE , TCTIR YT HA ] an 5 BT 2% 9 ke ml it
Jified B R R, TR B R PEAN B SE 12 W R R IR S
AYEE% E ) (immune unconfirmed progressive
disease, iUPD) , #HEFIGIKRERE, 7]
DL R AR SR HEATICTIRYY, 4 ~8JHHE

BT RARZE A FLHICRR A 4 B RE 520 e
7 (immune confirmed progressive disease,
iCPD) . HEZICPDARIES:, BT R EIEIHFHFLL
PPt o IRECISTHRIE FZEH] T X/ i = 5 & 2k
fREE R, FHAIRECISTAYPEAL I ATS f™ 4 M 18
fERECIST v1.1 ",
8.3 HPD

HPD "*' $5 i S s K, HATHPD
WA NG —brifE, FEHANZE: © WiEg
SRS <2 H 5 @ MRS > 50%;
Q) Mgt #E (tumor growth rate, TGR) ,
B> 245 DN L HRAEgY DO R, AR A
A PEAl AR HE, HNSCC ICIAYT HPD % 4k R
H7.9%~29.0%. HPDWAELE T 4by7 FHl )Gy
L JFARICTAIF A MRS o W Y A 58T
T, ARMEX SRYT R B HPD S I A B A= )2
RSB PGEEE. BHT, HPDRYAAENLE A
PMAR SR ARG - . HPDH 1Tl £
e YRR — B R % R AEHPD, R
SR Ry HAH TP IR YT

ERENT: EFERREBTRRITEHFXA
RECIST v1.145#4, MIiRECISTiRELE S E2E IR
RIEIRFTE A TEFI B 2 B & A B 1% 1 R ik 1R
(12, A%R) .

Wk HETRECIST vi1. 1442 I R 52 2 Fl 22
RIS 2 BT SO AR, iIRECISTHR
HESI A TiUPDAICPDIMES, A FIFPEAL f ik
TRYT B REIR LB A | s F 8 A 3 LR i AR Ak
[

ERENS: HELEEVEFREMEEI
REEIR SR AT 2 & HIHPD, —BAMHEXIER,
NRBIE A HMMERTT (42, BE) .

HR: BHRTMEHPDRE X il JC5%—FrifE,
HPDIP) & AEALH AR & AT A B4 . HPDAR
BWE 2, MTRXEEBENRIT, HREIEES
TEPEATRR .
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9 ICIi4¥R/M HNSCCH RHAF R &k K KirAE
=i
9.1 #HPD—-1%#EFR/M HNSCCH# % LR B

PLPD-1 8 Hi7ER/M HNSCC fhk 22 41 R
i, HZH1~2%% . KEYNOTE-048%F5% 7'
G WoR, MATEAIR TR ZY —ZIRYT IrAE
FEAFE R IAERGR (18.0%) . iR
(6.0%) . HURIRINGECH (3.0% ) . K
RN (3.0% ) Ayt (2.0%) , B
F Bk BB B AL T B EX TREME J5 48 R 54 8
MAE, W4LL2MMl. EMEGWhey A
#EI CheckMate- 14175 1°° MIKEYNOTE-040
BFgE D, UL i AR SR HR IR B A8 bR
(13.0%) . %35 (13.0% ~14.0% ) . K%
(7.6%~8.0%) . &5 (6.8%~8.0% ) FIZLIf
(51%~7.0% ) , KEBA RO ASZET~29,
K3~ SPAS KRN A FEAN 11 3%

9.2 % WLirAE% #2

R/M HNSCC/HE 4 el WirAEE AR IR T fig
AR AT HUIR IR T RETCAE, mrE v AR B REAE R
TR . BRI AL BN .

19 . TofE R R B, AHRETH; 2
. WPEEREIR, TATTHG 3% PUEAER, T
EBEIRYT s 4. fa by, WEESTH., Wf
JER T3 N R EE I 212, TRl sl 285 W o
EIEHUR AR ZE (thyroid stimulating hormone,
TSH) MiiFT4KF-.

XFTHRBR D) e iR B, TSHAR (>
10 WIU/mL ) WG aa%h st AR AR 2 o 0T HR
MRIIRE TR, WA R, FTFEATHRIRE
WHGYY, nTIRABZ AR, 4~6/HNEL
RETSH, USRS 452 1k BOIR AR SR Y7
5 FE T ARG AR SR HUIR IR D RBIGR . irAEIW
FRAIY 2 MH20214ECSCOM20224ENCONA £ R
ST E A B T

ERENI: W TEIICINESE, EFER
frERZ V1 ENirAERERF KB EH HIHT, &
ENBHITESEREG2E (4K, AR)

HRE: irAERAEMLEI RS 75 5 AR
GURITANIE, WA R MR, AR RPER
J722 4> (Society for Immunotherapy of Cancer,
SITC) . CSCOMNCCNAFZAHoseiilE 1
ICTAH SR Y S ORI AE BRI
10 B 2

W& F1XTPD-109 B e BELIA (HTPD-1545T )
TER/M HNSCCH Y UG 2, Eiqyr A
EFIS 2 R R, I 2 B R A
WHoR R, BELEWIIS I 2 A A ) e %
THREF IR BT R B B 22 268, B B e ib T Al
EECER)IZ R RPENE 5 B T I 40 A AT
— 2L HIROR J5 5% B B R A M, 3 R Bt J S g
$0) RB 35 T JRe S B Bl e R T PR A T e
e HATZW 1/ TGRS 7 s SR T
HUPD- 1 AT F 2 B A A7 167 4 B iR 7 B B
BABOF W B2 I 2 i R FIPFS %, HZ 4
PERAF . HET—50 4k AL e T PR e
KEYNOTE-6891E/EREATH, IERE— L A B
TR R B0 A 7 7E R B S HNS CC R
FRERTT R T

Bt

Bt (B R/ AW LB LR E S
R AT EREIR) FRAA F R AR
R IHF

MM RER: A EEY S VIR 5
LIPS

(& % X #t]
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