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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<1. 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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YL R AL, CPSXF R TAYT A5 1 T
A REZME FTPS., KEYNOTE-0128F5% ' °! & 91,
TPS=1% 5 MR ZEffF T (19% vs 16% ) , H
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BT RS, CPSIHTIN A AE T PR 5
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Clinical Oncology, ASCO) f8EF5iCPS=15
HLPD- 1AL I IRT TR VA &, R/M HNSCC
A TPD-L UK

A4k, o E R RS R
( National Medical Products Administration,
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OS#H (19.9% vs 7.4%) , CPS=1AHERIH{70S
(12.34-H vs 10341 H, HR=0.74 ) FIS4FOSHK
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8.0 H 110 FE Bt S BB IEE T4 BE B X
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IF FARBFIE, 20234:CSCOFER . 2023
HENCCNFE R MI202 14EEHNS-ESMO-ESTRO%4
A S HERE AN R T BB/ R 2R BB T R/M
HNSCCEF W FLIATT (MEEREZ i HiPD-1
gAY ) S

EREMN3: XN THELGYMARE L/ FHB
M B &R iR T KM B BE 1 R = HIPD-1
HBHATAHNSCCEE, HEMKM L B
TREREREHIEARSEET (12, AZ%) .

B CheckMate-141FIKEYNOTE-040 37
M AREHLN R — B R, S RanyT
D7 ZAH I, ARG SR s TR 2R FR AR 540
A7 IR B2 J5 H IR 3 U R/M HNSCC /R
HH ARG HZ e R

6 FERRIGTEHE AR
6.1 #FPD—1/PD—L1E 3B A CTLA— 447 5] |
HHET, MIiHiPD-1/PD-L1 A4S CTLA-4
P —£ 38 FR/M HNSCC M B LY BRI 57
PIRIN BB A £ BT L . CheckMate 651
WEFE AN A 947 1) 1 3 Bl AIL 2 32 9 iR 0 B K
AR R MH s EXTREME—2RI6Y7, 4559 i
/N, SEXTREMEZAIL, ANalAlJe i a it
VEARFGTHAEITT ARE (13.940H vs 13.51H,
HR=0.95) . CPS=20 A#f (17.61H vs 14.64
H, HR=0.78 ) FICPS=1 A#f (15.71H vs 13.2
NH, HR=0.82) ¥R BEHHO0S 2, 55—
Ak MG RBF5T KESTREL, 49 A 823/ i %,
R4 R B, SEXTREMEAAM L, FBEARM
PR 24 24 B AR JE PR BT B tremelimumabZi
TEPD-L1F %35 (PD-L1 TC=50%B{1C=25% )
B (Zh. 1090 H vs 1091 H, HR=0.96;
BA: 11.270H vs 1091 H, HR=1.05) FLEK
ABE (B2 9910 H vs 10311, HR=1.03; I
A 10.710H vs 1031H, HR=1.04) [0S
WTE s 0,

6.2 #PD—1¥HEEAEGFR #7447

— J5UMA TR BR B PT G A 78 2 BT AER/M
HNSCCEEH R [ 2 bt ZRF IR RS, BASI
1L A330 R, Ho214] (64% ) AEIZEZy
VIt 25 5, 1200 (36% ) MR 258 it 52
B, 4R, 6 HIMORRA45%, DCRK
61%. AR AFER AP AZOSFIPFSS 5] M 18.4 41
6.5 H, 5%E2%f# (complete response, CR)
/#5722 f# ( partial response, PR) HEHAIDOR
AR I3 H . R T, 2% EE K
HZ3HTRAE, HeH W3 ~42( TRAE N [ %L
ige 44053 — T TRV I PR B, IE A 4
RAJC YU A TE 2 BPTIRYTR/M HNSCCH
BT RO e, BB A A 456 RE: 42 %7
S AEATT 4 B IE YT SR T 25 B METE B R, TR
OSHI11.401H, 14F0SHKA50.0%, H{iPFSH
3.410H, ORRN22.0%. BAZIBYY A43]HE1E: A
ez 2 SR IT R, T 0Sk20.24
H, 14F0S%E 466.0%, HHPFSHK6.151H,
ORRHN37.0%. fEZ4MIrm, 10484 %4
=3 TRAE, fixH WHY3 ~ 49 TRAE J M #E
By 1 R PIIRIGY, 20234ECSCO5
( e ) FI20234ENCCNTSRE (2B #Hids
AR 2 B sl b R G B IR & V 22 B AT
YEHR/M HNSCCI—Zigyy g 12 21 |

AN, —T545 ALPHAR T A58 I PR i
Iy 1O Skl A 2915 25 MIMEIG FUR/M HNSCC A
B MR R LU A BT JRIRTT . AR
/N, ORRK41.4%, H{iPFSH4.140H, H{i0S
F8.941 M, 37.9% M B kKA =390RIT AR
REFM,
6.3  #PD—1FH I A VEGER #74) 7|

— T 130 B I R B Y7 98 A3 645IR/M
HNSCC 8 # I 452 Mh P BR PR 5 R 1 e
RIT, @R E/R, ORRAS52%, DCREIAI1%,
A PESFIOST 5l K 14.6 712234 1 . Hirbxf
47.2% ) BE AT TR e R, R UL
BIA R (adverse event, AE) A REREER
(23.5% ) FIF RO (23.5% ) o —TFHK
PRZS . HUEF T b/ IR RIS ) KEYNOTE-146
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W25 BR 2 T MR 2R BP0 JE FE S ik
e PR TE A, BFSE A A226]R/M HNSCC
BHE, MIKORRHN46%, HHiDORNS2MH,
i PFS 4.7 A U8 TERRA R, 52%H
BH KIEITAE, 80%M B H KA CARER JE A ek
AE " HAT— BN B T LEAP-0100F5Y
IEFESE T, Rt — AL A A TR B AL A
R e —ERIAYT R A2 bk

EREN4: T LEEMIZUITEREESE
ZHPD-1EFEARITHR/M HNSCCEE, W
EFAEFRARSARF L ERBEESEZE
MIEA—&BELEITAR (3£, CH) .

TR PRI T PR B 9T X R I RS B
BOREEAZ o R T WS, AR R Rl
RAC RTINS P Z Ry o il 7 RAF T
b i e, HAE L PRI HHHTPD- 1 AT & 1L
STEAPLHE

7 BHRABNA
71 ZHEBE

S H BT AR X R/M HNSCC % 4F 3% 1Y i
FEVRIT T R M LR R, IR AR B AL,
{5 Z2 351 T 09 e L X6 B I R A 5% 350 A7 Al A\ 2 4
B, KEYNOTE-048#f58 50 45 1 g 7%
EAEERE (=653 ) —L& 42 A 2k bt
Bz (HR=0.79 ) siiaid ek phoie & o7
(HR=0.52) #EXTREMEJ}y 4G A AE 325 -
KEYNOTE-0408F 5% ' 25 R FRE LRI, 1E8E52
T2 T R E R AR R E (=652{H<T5
), AEEARYT, WA R R 2 s
TERENALEHN (HR=0.57) . CheckMatel41
W Y RS A R AMIESE, gl T B A
PR e (FHRUERS | Z2 PG fh B ol Y 2 H bt )
TE=65% MAE R A T HAIRKIRZE, TH0S
(6.91MH vs 6.00~H, HR=0.75) . 127 HOS
F(34.6% vs 20.0% ) . 301 HOSHK (13.0% vs
3.3%) HIORR ( 14.7% vs 4.4% ) S TARET 2
H, AFEHINF=3HAER K AERIETAIT .
B4, P HIDAHANCA B R 5T 152 40 #7

T 146/ BEA: 3232 g s AL Pt 2R YT IR/M
HNSCCH#, 45iREn, miRHE (=70%)
A S AN A JC BRI TR, o — 0 [l s
WFge 15 g A226IR/M HNSCCHE, S54F
B (<7048 ) ML, BEEE (=708 ) %
ZICHAITHJORR (22% vs 13% ) . FH70S (9.7
NH vs 871 H ) FMHAIPFS (2.7 H vs 1.9
H) ZR¥ s E L. WA =Z3HAER AR
S DL EZERIGEY, X RRRIRN R4 1%
ERHBENBIPD-1 BRI T ik 2s, Hoc 4tk
KAt
7.2 EBEAIFMEIAEL (Eastern Cooperative
Oncology Group, ECOG ) K&+ 4
( performance status, PS) =2#% AN B

LI 7 45 R, ECOG PS=22
R/M HNSCCRE A EAEG MM R, 48
FRHENERBRRIE 2, HIar e s AR,
EFXTECOG PS=2/Y B T Fa A7 rh 2 = B PEYR
JYE i B S AT T . — TS T Flatiron R/M
HNSCC %di i [ pemrse >, A T 664
ECOG PS}2a(3HR/M HNSCC H #4532 M1 i )
PRAPL RGeS AT —RIATT, PR LS
FUAYFI IR A 2. 2013540 1, HsiayriiEat 1
SRR R LU0 5 R 7 2% F138.2% . B —TF 4 N
HANNAELSCAE e 0, Hrp g A T 634
ECOG PS=211 35 I 432 ik R L BB TI6 97 -
gER N, 7 E S R A g E A BT I R R
25 M2 41 5 CheckMate- 14 1BFZE 45 SR —5. H
i, —Ii4 HPOPPY (NCT03813836) 1T 1
FUBRESE IEAEREA T, o — 2B AR R R 2R
HLAEECOG PS}2fR/M HNSCC i 2 (7 R F 4
é‘fi [57] 5

EHRERS: XN THRERARFHNZERM
HNSCCEE, —&infrAAFEmENRATEA
HRBKAFTR; HEXAGYHAEER/FEHBMEK
REZETHPD-1BFURTHEERE, EER
EFIC B ERIEFERBHTUEST (13, AZR) o

TR 230 M3 BE AL BRATE 0 5 52 1 A
W —BdER, IRREIROL R UF A B AR B H REM BT
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PD-1GLIRI P ke, HZerEn] i,

LHREN6: WFECOG PS=2HL®BIEE
FTEZIEMR/M HNSCCEE, AIEEiEEM
ERERRRSMKR L BRBAET (42, C
X)),

R H A RS AL XS R T 5T 38 R A
ECOG PS=2f84, {HZIi 5L B 5T 45 4k
7N, PiPD-18H7EECOG PS= 20y E A —&
MG IRIR S, etz

8 ICHAT R RAITlL
8.1 FFRIREIRE

F AT 38 B R/M HNSCCH 236 T [ 1 IR
WF AT A SCAR B8 7 SO A AR 1.1 (response
evaluation criteria in solid tumors version 1.1,
RECIST v1.1) 1R EZMITA R, RECIST
V1.1 F ARG AR E L e KON 7228 AR DA
JPRC, AR YR kb A Uk %) A o3 LR I PRI 2400
CR. PR, %jfifasE (stable disease, SD ) Fl¥E
Wik (progressive disease, PD) %
8.2 fRMiME

S5&5407 AN, ICHAYTY "] fe 2 R BN Ak
IRGE M . APESE AN HE € (hyperprogressive
disease, HPD ) “JEMLAIIPIE 2 il o &
P Je — FBOR A5 1R 7 100 39 1 B 5UA i kb R B
BT, 25 BRI g: F
G2 TR, 1% ~ 3% HNSCCHH H£5Z1CT
BIT IR K AR YEDEE . RECIST vIFRHEARE
USRS RS Rl SR N AN | /v [ 1 B
PEERE, FTREARANICIIAY Y Ak 4. S T BEXS %
PR ICTAYST A%, A& T 1Y SEAR g 7 A% DAk b
Y (modified response evaluation criteria in solid
tumors, iRECIST) '*'Biizifi/f:. iRECISTHR
HERLAE , TCIYRYT HATA] A 2R s B0 & i kb ul Ji &
iR B B K, R URPE A I S8 12 B Ry R IR 52
AR I (immune unconfirmed progressive
disease, iUPD) , #EHIMKRERE, 7]
DL SR Ak S I ATICTIRYY, fr4 ~8JHHE

PEATRAAR VAN, T 75 0 B E 52 A 0
% (immune confirmed progressive disease,
iCPD ) . HELCPDAIUESL, ST R ZMEMRrL:
WAl o IRECISTARME T2 T IX 73 g J& 75 & A=
g, HABIRECISTAYPEAL JF AT 4 2
fERECIST v1.1 1)
8.3 HPD

HPD "' 8 fihrd B B nss A K, HATHPD
WA NG —hn i, R . © s
HEJREF ] <2/ H 5 @ o AR B I > 50%;
@ MpRitE R # A (tumor growth rate, TGR) ,
B >4 C L HRERgE LN RGE, R R
G PG AR, HNSCC ICHAYTFIIHPD & 4k %
}7.9%~29.0%. HPDWAFAETALI7 AL [ 3597
Hr, IFAEICTAYTF A B IR G . Ak 24 i B AR 5 1
T, ARXMEX MG PR HPD S R A B A= 2
et SR PSR . HRT, HPDRYE AALHIAN
FbRE AR ARG ) . HPDMR W FUS1E
s Y K — B IEEE R AEHPD, W
SRy HA B IR IR YT

ERENT: EEREEBTHRIEERA
RECIST v1.1454, MIiRECISTirELE S EEIR
FRAE AR FT4E 4 P 5 Bl B B & 4 (B M ik R WO AR 1R
(12, A%) .

R HETRECIST vi1. I RSz B £
Bl IR 6 B AT RO AL AR vE . iRECISTAR
HESIA TiUPDAICPDIIMES, A R T IEAl G
TRIT R 28 M | ARk O R A R A g AR b
[E

THRENS: HEFARBEREMZE In
REERSRAIMT 2 F HEHPD, —BEHHEXIEHE,
MR BRI EMTEGTT (42, BL) o

Tk HATMYEHPDRY E S ot —hRif,
HPD A A ML A IAR S A A HG . HPD &
HPURZE, WTXIEBHEMIRTT, HAEIEES
HEHEA PR o
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9 ICIi&fFR/M HNSCCE AR K M KirAE
=i
9.1 #PD—-1%#u:8 7 R/M HNSCCH F LR B

HPD- 1A 7ER/M HNSCC MfA 22 4Pk R
I, HZHN1~24%., KEYNOTE-048%F5% |7
SR EIR, MR YT — 2RI IYirAE
FEAFEF R E (18.0%) . i
(6.0%) . HURBRIIBE CHE (3.0% ) . JH
R (3.0% ) FrkmiE R (2.0% ) , M
FIER AT A 1L 7 B EXTREME J7 58 K B4 g
MAE, PIAL MR, EaMERAGYm s A
BEfCheckMate-1418F5% ' FIKEYNOTE-040
e 4, LB ir AE SR R R T AE R
(13.0%) . %35 (13.0%~14.0%) . KB
(7.6%~8.0%) . IE5 (6.8%~8.0% ) FIF Il
(5.1%~7.0%) , KFIFARREIEL~29,
K3~ SN BV NBEAS R 123%

9.2 % WirAEE F2

R/M HNSCC 4 e i UWLirAESE HUAR AR Dy fig
AR AT HUIR IR D RETCHE, mrE T RE S A REAE R
AL O O, BRI AL HRE ] .

19 . JTREREGE R, AHRZETH; 2
9. HBEREIR, THATTEG; 39 SUHEAER,
HEBEiRIT s 4% fe kA, WELTW., A
SR AT IE N AR I 2312, R 2l 2 B i
TEIE BRI ZE (thyroid stimulating hormone,
TSH) MiFET4KF-.

T HOR AR DGR B, TSHF & (>
10 pIU/mL ) WIFEHFiashse HAR AR 2R . X T HRR
MROIRETTHE R, WA R, TEATHRIRE
kAT, TR BAZARBH A, 4~6HNEX
RETSH, AN g2 45 1k HUR AR = a7
WA R AT LU A SR HUIR IR D REIRGR . irAB A
FRALN S E202 1 4ECSCOFI20224ENCCNABE TR
FPA SRR P R

EREN9: WFEFICINEE, BEES
T EREYMENirAEREIR FH R RHEH FIBF, &
Em#HITSERBGI2E (438, AR,

HRE: irAER AEMLEI AV By vk SRR AR
GRIT AN, WA REEANRG, FIEREER
J72#4> (Society for Immunotherapy of Cancer,
SITC) . CSCOMNCCNZEZAMEHEflE T
ICAH G EEVE Y 43 GO BRI
10 B =

Bl EEXPD- 1A A SE DT (HIPD-1504T )
FER/M HNSCCH R B ), SR ity A1
HE E R R, T 2 B E RS
WS, M EWIL I AR 1L B B8 1 S0 0
DIRe M He R i T 2 28, B Bl S ii YTl
SECE Rz G N T R T A0 i nT
— G B 5 5% BRI R 0, 3 R X SR R
1 REE T R B Bl Bl S iR T SR AL T He O
e HATZI L/ T8 RRE 7 s R T
PUPD- 1 FRpL R 25 sl MK A Ab 7 7 8 il B I6 I7 B Bt
EUA 0T g B2 e 2 g R FIPFS %, He 4
PERAF . HAT— 35 A Bk rEREH LT IR T K58
KEYNOTE-6891E7E#E 71, W — 20 B HfA
TER 2R BB 4l B A T AR )R T BHHN S CC /R
BRI TP 7

Eigt

Bt (LA /4575 Mk 2030 9 & ot 5
R A G REIR) FRUATA F RaF AR
RN ZHF,

PR MRER: IraEE Y AR 2R
o,

(& % X #k]
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