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[Abstract] With the increasing incidence and mortality of cancer, the research and development of
antineoplastic drugs has become a hotspot of innovative drugs globally. Both the research investment
and speed of new drugs launching have been continuously improved, which has made the standardized
diagnosis and treatment of cancer, rational drug use, especially for new immunotherapy and targeted therapy,
increasingly attracted clinical and social attention extensively. The off-label drug use of antineoplastic drugs
is ubiquitous in clinical practice. The implementation of the Law on Doctors of the People's Republic of
Chinaeffective on March 2022 provides a legal basis for off-label drug use in China. The Administrative
Measures for the Clinical Application of Antineoplastic Drugs (Trial) issued by the National Health
Commission has promoted the standardized management and clinical application of off-label drug use. The
Expert Consensus on Off-label Drug Use of Shandong Province (2022 Edition) is classified according to the
clinical professional field. The part for antineoplastic drugs is based on the clinical needs of many leading
hospitals in Shandong Province in the field of antineoplastic treatment, taking the evidence-based evaluation
method developed by the expert group as the basis and condensed through literature review, evidence quality
evaluation grading, expert argumentation, to provide reference for clinical drug use.
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recommendations

1 9554

PR R A E R A, HER IRERNE E X, NS EEZ
et . BRENEERSEYE . SeHIER, AURESY 4., &HE
Az, REFAR. AfNEEEE . 7. SHARNEESE SR,
EAEENARMERIERERME ", (B2E, RN RARME

20234E55 01 | w208 | 25




SIS 260 | hMAEMEEKE | CHINESE JOURNAL OF RATIONAL DRUG USE

Q5 bS5 i

TEA MR REERE, NENTEEEN; 55—
73T T 2AWIE RIS F B . H 20 5000 Mo ARk
ABRIE AR DT EEREA, E3525 M
FHRRENIE . FAHEEE BN G T IR
B, BEEIRPRSCERHIPE AR, BRi#E g
/L EE TR Y A RE S i B R E AT
KR, —LEEAH SR BIEIEE R R A R BE

I FEZS i B SR BEALE . NIE RIRRITEH R
FRIE L N IZTY, IESRER DARRERM T
BB 2SI PRI PR SR ) ) 20 R (i
FEZSYIIE R R R FEGE (IRT ) (DU F IR
A (A7), METFHMEEREH T RS
EK,

FBZGIRBFAZS (off-label drug use, OLDU )
MW “ESEIRRIRANTET P, &ROA SEE
FFAIEVEEIN OLDU, iG] | FE8E | 2R
L EEEE . BANL FRET 2022 £ 3 Ak
7Y (hte A\ RILFIEEE ) U ohflE “7EM T
B EE BFETT FERERFRER T, EIMBYSE
HAFAINSFRG, 2TLCRAZ RIS
HEABUEEFUHERNZ & FASLETY . X2
EECEEIEEZ NI OLDU 5 AL, HBHFRZI
BRI & —E &5 Al L OLDU ',

OLDU 7ERAER M EFF R R Z 7 1E,
—Oixf EE2FNZITE AAMNEE R R, 94
21% f7#£ OLDU f&#t 7', OLDU 7E455k ABE (40
w2 RS, JLE. e kEE
B ), IR . KSR 7 S e - S U N
Dol

OLDU &k WZ5%#t Al —Fh B4 plioAR R 5
HUSRHES, TINARIREIIE S AMRETmE, NE
iR TE LAY, EHTHUNEAYEE
HSRIEANER SN, BEEEEIIESNE
U N#A T OLDU, AIRESHINEARE., Bt hieatt
AR, 59N, ZE R ESCHRIER OLDU FHZ
B=Z 784709, BAFRAY . AEIEE SRR 2R IETE

M. SR HEssR s L, S ETH IS
VIHBAAEEKAMT R —S7EE, BT,
REBWESBEAFEE T R SHL RS TILERS
FBRIHBHA S RER S NIE TIEE, T
YEL, W5 T (LREBARIRATBHESE R
IR (2021 4ERR )Y (LURREIFR (R )) 19, Zad 1
IR S5, 456 IR 7% sKRFTF 29 52FR,
B RAWTER AT LLZRE@Z S H A
WEFRILIR (2022 Fhig ) B (LURER (HIHD)
(2022 )M, st ¢ HRR Y T 280 T T IR
BERN, BEAFERK 156 N, 247 DUHEEEREL,

2 TR 2505 BE
HUE IR LT (WHO ) ERHEEFS

( Inter—national Agency for Research on Cancer,
IARC) &7l 2020 4 Bk iE fuE S B om
B EeIE R R RIS T RAE U+ T LSRR 52 BT,
2020 FEFAFEERFE 456.8 J561, $EL- 300.2 F i,
BIRIERBREE 1 6L, FEAENTATE BARA53 IR,
BEE H RGBS AWTBAIGIR, IEREITEIZTT
S5&HERFATUITEAY BRSBTS
EHNEETIEZ—,

9T ISR EE ST A TR 2 M I R N P B,
HGHREAYNGEER, ERIAEMEST
2020 £ 12 BESHIE T (EEAE (7)) 1Y,
FTF 2021 £ 3 A 1 Hihels, RHETIHEZDIE
PRI FASEAT 4y T, tedh, HEZEZA-PUgEssyinh
JEZYIHY OLDU B B2 HHE (E FH A L “ R I7 L
MRS EIE ST RE . GRIZITIER . I RES A
i A5, SRR TUEZY), TR
AT FRERRIGUT, R 24 HITT AR
FeARHE, X295t RIE B A EIEEY
UEFBAYZY f FE AT A E B, RIS I T HUE
AW F RN IEIE R 24 IR, ROR HAE SR ek
X 25t BB R BRI S, BRSNS
SAHGUEABIIZTTHE., IRRIZTTIEr, ERKF



b e 5 it G

IR ARIIZTT IS IR PRIZ T fE R R R R 2%

2021 6 B, NEMAESL (EEE (X
a0, ERTPABEZRET (HUESYIR
PRATRR SRR ) (2021 i) 1, HAfEkR 6
NERZBE TR YRR REEFRLLE], 25
PRI PR EE R 25 SR TE M I .

IEsh, AHIESH A UEAYIIERNH, 2018
FEER DEREREIE T (HELGURREAIE RN
FESEN )Y (2018 i) 7!, I HEEHTFEIT
5oE. HEIEEHE CHRADUITRBEZAYIERRN TS
SN Y (2021 fg) Y, EAEHUFEZIN OLDU
BHEHS (EEAE (7)) 1 3

3 ESMUME 259 OLDU hiii
BT R 2 A . FF IR I AR S O e

& LR W B ATUAE o 36 25 B9 S IR b i 55 2 MU A
OLDU 7£ B R & A SRR AR e 0, B4y
MR R ERAZ 2. ARENE, 7
PR Bra FHZS . 1RIT T R AT RS T I
REHIRID. RIEEEREDSIRE, £
E—EW B Y F £ OLDU 1B B, HXK
SCEREE R Y, 13%~71% BY BR AR R E B A
TS TP 1R OLDU, BEEER EE
H9 OLDU #4915 18%~41%, — Bk F EEEZLE
£ 95 iE M %% (National Comprehensive Cancer
Network, NCCN) #&FdH OLDU HY[al B {4 iff 53
R Y, 2011~2015 EXEERAREEEES
(Food and Drug AdministrationFood and Drug
Administration, FDA ) HLHEHRY 47 FHF A M
TR ELSE R Y25, 7E NCCN fi5 /e Hh 5 1 1S
RIEHF 39% il 7 FDA LR E RN E, M5
21 SRWIBEVIH, FDA #tfE T HAHY 6 DNENIE,
NCCN #5FHHY OLDU 7R 2 HEEE THEAL fia
% N A R SR BREE 5 T 25, #E7
T EEAB0ETT 75 =T T E S 2,

2011 £ — IR R E AT E R HITHI R T TF

BB 25 OLDU 1B IR T A B, 71.12% i
JEEEEZ T OLDU, A 4056% 4b758 OLDU,
H £ % OLDU MR #E & NCCN 55 '), 2021
FER R —IIEF 2 E 2008~2010 £ E 7 R L
FEAFTIIEIBERF ST B 1, 20 B RO SUIE
ZIWITE 10%~61% HIFRGIHEBZS MBI,
B EIZYAE BIDRIEA (42% ) KEME (28% ).
PR (27% ). Z7EfhEE (25% ) %,

4 (1) (2022 kg ) Hiliei 25t
S S A
WHREBEAMIEABHAAERERASTEAS
K& TIFAKRSELRENL RAERRENRELETY
Vit, ZRAFREHE SR FERASIHER R
OLDU H=%, #ZE¥RIN FAGURTER T 43 28R EE
BARE G Mk FREE . PURBEZSY TIFHERR T8
UERRAN TAE, & T ESNA i B BRI b
Micromedex ZHEZEH) OLDU FHAE B AR E
NIMERN EFRIEEIE RN, FFERNER THE
KEMIRIIEIR Meta 53 H7 FIFEA LS B R 360 55 52
HRETE, RIES RE RS HIERNIEE SR R TR
HETEETEIEIEER A, WA, 24ttt &of
PR ), PHEPIH TN, BT
KR ERBENFE S IRRLIREAE R, 2%
REFZWIESTHEBARHIRA ES, HhiiiEz
P 15 AR, 36 THEFERIL (IR 1),

5 &4

FUMEZYI OLDU &0 2 F7E, ITtERNE
EERNSTUTEAY)E RV E N MGIEEEA R,
WIZRBAN P =IHIEA T T E R SR ETY 2=
LB INEEER, W5 T EAESMEMSL R
B HIRY 'YL BERTRAOWIBIEESEE, #
OB BT ERT, R R IR PR 2575 5K
M2 Z o IRMIHIE2ERE, (i THiMEZY)
HIMITEAE TR 5& T OLDU, (31 ) (2022 fiz ) 1!

20234E 01 | w208 | 27 el



N

#5511

2D

v

P =Y

d BELEGTL A [] SSBID
W7 & 2k B "R 11 SSCIO 4 X% B XOPOWOIOTN ‘X B £ 78 g I Ly 8L 3G ¥
MOV 55, 4 (Y ¢ 8255 0202)
(i ol B o 5 e e e 5 1A B R T B i 1A * Bl B3 S Y0 NIODINL) 37 €
A BT 2 S S A 1 Y T B A S B R e bl LS Z e T 2%
ZE HSUP A R IVEE S YEAH A SE RS S S MBI VAL G T SRR GZ VAL T

d HEEEL B ] sserD
& 2 B "B I SSPIO H 3 B XOPoWOIOTN 3% B 4 78 w1 LESL 387 ¥
M1V 8 (B € S 0202)
(Sl Bl o 2 o Ty 5 A B 2 T S R 1A * B B3R S N NDON) 7 €
LA EHERRAE KL STl
B S A B i S MIEE CH Ly ¢ RN N IR LUOLE S Bl ) 2 e
= MERHOEYHEIETE S SAZEUE Y MIHME VAL 7 T GHELZ VA4 Sl ST Bept ey <

]

d FEEE A ] SSe1O
W £ B ‘R SSUIO T B XOPOWOIOTIN g B 3 2 TN LIGE 5 ¥

= I EV 8 g (B G Sy 0202) ( EhHE-H * BEIEFHTS MY NOON ) 47 € HEE el R

B
]

o FELE4 ‘B [ SSe1D
W7 & H 3 "B 11 SSEID FH 4% B XOPoWOIOTIN “ N By £ 25 i T LEEL 707 ¥
=t I 9€ B (B ¥ 5y 0202) ( BrE : B BTSN NOON )17 € HEME e

q FEEEEL A ] sse1D
N7 & % B "B I SSBID F X B XODOWOIOTIN X By £f Z8 m AL Lk G 137 ¥
M8V &
HHE (o (T G By 0200 BN AL S E BINVEE B  BEISEAISIY NOON ) 97 € HEN= EHIE Bk = EATSE] 1

E 20 R R L THHYH i Sy % e

MM m
EHY M B G T ¥

| EEMAAHEZ | CHINESE JOURNAL OF RATIONAL DRUG USE

28



¥

#E 5

b

=t

q FHlHEhEE

LI SSeIO W2k Ht * [ SSeIO A% B XOpOWOIDTN “ 3¢ B Je8L 117 €
E R B ) 2 O B S A L

B M L8 H g (B T ey 0202) ( B EEHA * B BTSN NOON ): 37 ¢

€ BIELEE A ] SSe1O

7 & =k B ‘R 11 SSCIO H X% By XOPOWOIDIN ‘X B £ 75 g T Lk 8L 3 ¥
I OF 5, o, (M T Sl 0202)

(S el B ) 2 e T B S A 8 T ) el ¢ B B 2R S N ) NODINLY: 3 €
Bl S Z IR VAL 57 T

d FEEhEgIL e [ sserD

WG &5 2 "R 11 SSBID F ¥ By XOPOWOIOUN * X B £ Z8 S T LA G137 ¥
tee) (B VTOC) ( BEIEFSLA T By LeG

Hll Y@ ° M6 5oy (B T 557 6102)¢ Tl B BRI NOON YD 33 ¢

tre1 (LHZ)RRARE ) € S8 LESL T X Bl T R SR ) 77 G
ST S 2 - O B e R G H 37 1

q FHHEhEk

It e sseld Wzds 3 1 SSCIO Fi 2 B XOPOWOIDUN ‘X By L5117 €
MY (0 T 8§55y 1202) (Bl S BB YY) NOON ) 7%7 ¢
S B AT B M LG

ROy A2y 35 S E R a2y 55 S e N IR VAL 3% 1

 FEREEL A [T SSe1D

G & 5 B "B 11 SSeID F X% B XOPOWOIDTIN X B £ 28 s T LLGL 37 ¥
Rl B T 2 e e Sl

B M 8 £, (B € BEdy 0202) ( EEgilf * B BFIS ¥ ) NOON ): 37 ¢
SEREH BT B e Y A B 2 T AT AT 2 T CHE SN G0
H LASLEZ e YA 2 Vs “ B S B A S R - 5 UG e ) M VAT 3 1

F 20 R R LS

M M7

#®

EHEHi=

HHTEGZ VAL T

EEfi=

HHHT S L2 B

HHELZ VAL T

HHITELZ VAL T
A H

7T HlE

i 5

FHT L)

MATEHE

B HAHEHE

[IBERE-EL

[:5
P H Y

BERERE e A

[BERE-E2

Tl

Hihdz

BEHEZ

VARKEE R

ZPE

S

29 Wl

2023 4EH 01 | 208 |



5k

7D

=t

=t

g EEaEgA B ][ SSe1D

N7 & 2 B " 11 SSBID H ) B XODOWOIOTN X By £f Z8 3 L Lk GL 137
OV o (B CEH

0202) ( Bl B 27 K T Bk 1l L T BB 11 * B SFITE N NDON) 97 €
FHMHBEH 9 S 2 LG LA 23 T

LEEL BT AR Y Y LOOLE B SR S A R B VAL N7 1

q BlHEs

FEIC [ SSeID s 2Bt [ SSRID HNKE XOpoWOIOIN ‘¥ H LIS 777 €
M0 LET 5, o0, (M 0207)  BIEF LR 00SO )@ °M ST

B oo, (WY T 825y 1202) ( B WBHHE 1. B BR2AIS Y NOON YD 37 ¢

d FELEAL A T SSe1D
W7 & %k B “E 11 SSBID F 3 By XODOWOIOTN ‘N By £f ZX s M Lk GL 137
M VY 5 g1(B4 G ¥y 0202) ( EKEHH * B EFEIS MY NDON ) 17 €

d FEEETL A1 sse1D

755 = 3 "B 11 SSEID FH 3% B XOPOWOIOTN X By 4 7 g T LESL 1% ¥
M TP 8 (5 8102) ., { RIFSLA I Y@

"M ET 1001 (B €S2y 0207) ( B4 * B BFREIS MY NDON YD %7 €

g FHEREETL A ]] SSe1D

G % 2 B ‘11 SSBID F 3¢ B XOPOWOIOIN ‘3¢ B £ Z- # T Lk 5L 787 &
(oe1 (T 8102) ( BIEFL(ZIEE ODSD Y@

M SV . (B T S d7 0202) ( EkE B BERIEE YY) NOON YD 1% ¢
S L F AN LA B B EE S B BA I VA TG 1

d HEEGL B ] SSe1D

7 2 B "B 11 SSCID FH) 4 By XODOWOIOTIN* )¢ B £ 75 i I LEEL 77 ¥
HVLT 800, (B T 853y 1202) ( BT * B BPAIS M NODN ) 47 ¢
LIGE LB Bl kR

WS H AR B Y 2 - A X Y EE M S BA /D VA 37 T

M TR

HHELZ VAL T

HES

HES

EHEN=

SEHIT G7 VAA 1

SRHITGZ VAA 1
P H

A
BHL 9@ ZH LG
Sz 3 LG EH S
SRR S-S A

B WIBHEZ 1 E(g

Sk S FHEH R
EREHaN =Y

O

S &L Heel

Sz
Yk sl U 1S HH Bl ol

F 2 R R L

BV

[IBERE-EL

[Tl 2

LS

A4 ' B

A

| EEMAAHEZ | CHINESE JOURNAL OF RATIONAL DRUG USE

S
o




e 5 it &R

7D

b

d FEEE4A AT SserD

TG & Sk B QLI SSRID F) 3 B XOpowOIDIN ‘KL &5 B H H W B 17 G N4-G L)

MY 8y (B T 855l T202) ( BT * BISRRAIS MY NOON ) 37 [ Y B I 2 SR HE Y

B DA S AT B Y WS 3 B

L MRERY B L) LU OGRS W R A D VAL G T RS0 VALY THAHE Bl Y
d FE

AL “© ] SSBID 7 £FHE ‘ISSBID X 5 XOPOWOIDTIN ‘X Ef LiGk: 77 €
TV ;0 (BY T 53 1207) ( Bhiys : BB NDON ): 7%z ¢

CHHLUGHENS EE AT N S
=B O Yia IR TR e X SR E L G S A AW VA G T SHTAEGZ VAA T SR B LS L S [Biptt UeaiRz=bd 11

d FEERGAL A I SSe1D
175 = B "B 11 SSEID F WY B XOPOWOIOTN X By &4 72 s T LK G 1% ¥

oM /9
= B (B 18 1200) ( Bk o Al 51 B BP S S ¥ W NOON ) 77 € BE= BED el Bl ZlWiEEs Ol
(o) (B 0202) ( BEFSL I BIBR B HH ZEH G )@ "M 91
(B € 8557 1202) ( BAER-E H & & B BPRIS MY NDON DD 7 ¢ BEERE T Z LM
=i BERE RSN ELENANER S HZIE N @BOHE VA 7 T SHENUYEZ VAI T W LESLAK S A ZHEIN¥@ 6

€ FERRE J [T SSe1D
W7k & 3t "B 11 SSEID H 4% B XOPOWOIOTIN X B £ 75w M LEEL 1%

EZEE1 BT LE Sy (B 1 858 1202) (Bt B BRI N Y NOON ) 37 € HEE e
d FEEEAA AT SSe1D E=
W7 & 2k B e 1] SSBID )% By XODOWOIOTN X By £f ZE @ 1 Lk GL 107 B Hl 2 [ 4 H
M8V ¥ CHH S 3B Z B
(o (B G B 00O BN S H B EINER T * EERRIS NI NOON ) 17 EHEE i slE B G [ 2 S A Hdt 8

HPY G5 Y

NMAe TR

31 el

2023 4EH 01 | 208 |



5k

7N

=

=

e

=

=

g HELEATL A ][ SSe[D

G35 2 3 "R 1 SSRID F ¥¥ B XOPOWOIOUN * X B £f Z8 S T LA G 137 ¥
M GE (I 8102) o) { R LZ BT E )Q "M LV 8o, (WY S

Sy 0200) ( BTy 28 B IVEE E BB YY) NDON YD 1% ¢
o BEEL G ] sserD

G35 2 Hf ‘R 11 SSRID F ¥¥ By XOPOWOIOIN * X B £f 7 Ff T LA G 77 ¥
MY ) (B T 82 0202) ( B S * BELEPATSNI) NODN ): 37 ¢

g FEREATL A ][ SSeID

G35 2 "R 11 SSRID F ¥¥ By XOPOWOIOUN * X B £ 78 Ff T LA G 37 ¥
M ET g, (W € H23 0202) ( BHHHEH * B EFZHIS¥Y) NOON ): 77 €

V BEEE A [ SSe1D

G35 2 3t "R 11 SSBID F ¥¥ B XOPOWOIOUN * X B £f 78 Ff T LA G 137 ¥
M 8C o, (M 0207) ( BEIEFSLLFE HIV L2518 ODSO ): 17 ¢

d BEEEI e [] sse1D

G35 2 3t e 1 SSBID F ¥¥ B XOPOWOIOUN “ X By fof Z8 T Lk G 137 ¥
61 B, (B

S #y 0207) ( BT S8 BIVE S BB YY) NODN ) 7% ¢
g BEE q/e [ sserd

WG &5 2 3 "R 1 SSRID F ¥¥ B XOPOWOIOIN * X B £f Z8 #f T LA G 137 ¥
e

61 %1y, (B 1§57 1202) ( EeLH Bl H7 [/ * B BFR IS YY) NOON )77 ¢
d BEEIL G ][ sserD

G35 2 Hf ‘R 11 SSRID F ¥¥ By XOPOWOIOIN * X B £ 7 B T LA G 37 ¥
M 6€ H, ., M ¥ $d7 0202) (B E : BIEPRTE NG NOON ) 7% ¢

g HHEREATL A ][ SSBID

G 35 2 ‘R 11 SSRID F ¥¥ B XOPOWOIOIN * X B £ 78 Ff T LA G 137 ¥
M1V S (B T 82l 1202) (EETS * BHEFTENI ) NOON ): 37 ¢
YIRS TS A A B LHE Y

LE) BB LA 2 S B Y Y LS B e e S AR VAL 3 T

2 R LS

EHEME

BHENZ

BHENS

HENS

BHEN=

BEi=

BHENZ

TERHMIGZ VA T

ol [BERE R 2 2
FE I LH

B eI B e PR FHEF €l

SO BHHA [ H =2

(LS B E [B£RE-E2 Hand <l
Y

AT ) It SRR Rz

B LHE M L

G I G2 Se B T

BV Tl

N MR

| EEMAAHEZ | CHINESE JOURNAL OF RATIONAL DRUG USE

32



N

#E 57

7D

b

o Fa YW =G NG PG BB E b 008D Y EES AT W W W F V0 T F b TES LT [E 3 TNOON

I ST 8 (B 810C) 1y ( UIFLGHBED W NO "H L9
HHE B (B ¥ 5 0200)  BAE D o AT * BIBFRIS ¥ NOON DD 77 ¢ BHEHE BED WA

d HEeE4d e ][ sse1d

7 & % B " 11 SSBIO 3 B XODOWOIOTN ¥ By £f ZX 3 M Lk GL 137 &
tovy (B 0202) ( EdEE

S EE I )© "M 62 %) (T 8102) ( BRI L B ) ©

‘MY 8o, (B T 855y 1200) ( B * B BPRIE Y NOON YD+ %% ¢ L
LI — [ 2 S Gk — L Sl ol e 5

=Y WA LHOWMEWEES ROHEHEESAERWR VA 1 SN VALY 24604 3m) e 293
d FELEAN A I Sse1D
N7 & % B "B 11 SSBIO 3 By XODOWOIOTN W B £f ZX 3 M Lk GL 137 ¥

I
LY Fryy (B 1 85y 1202)  ERGHBHHA/HE * B EFRTS ¥ NDON ) %7 ¢ ELLUO— L)
LASL27— CHE L[ 2 R S B HH AR B B L dE N =E L ERg LT AN

=28 SEN YO MBS S (ROHEEE) MAEHWE VA G T dHRUNGZ VAT T G5 3 5 5405 Hf i e
g FEEEETL A I sse1D
N7 & % B "B 11 SSBID F X B XODOWOIOTIN ¥ By £f Z8 m AL LK G 137 ¥

oM /Z
5 (4 810C) 1 ) ( R LGV THIA YO ° B PHBHFA S S VB D (1A B 54 TS B (FEeHEE
=B MOV 8 (W T $5585 0202) BRI * B EPRIZE NG NOON YD 7 ¢ BHEE BSZ ISR EE [ Eheizzs 6l

€ FEELE o [ SSe1D
WG 35 2 “e 11 SSBID F ¥ B XOPOWOIOUN “ X B fof Z8 i T LA G 37 ¥
Lo (B 8102) ( BEFLEZIEE 0OSD )@
= oM 68§, (W ¥ By 0202) ( Bk T B BEHIIS MY NOON DD 77 ¢ B S B

20 R R LS AHYHE BV e fis Sy % e

AV gtlilise

i
#

33 MMM

2023 4EH 01 | 208 |



FiMBEZAMRBA RIS E S (3R 1) Brvlz &
SEEIRPRAZSLE, LIFIZRTT R HIF RS R i
R, FEFimRERFEEER,

(IR (2022 ) ' B S A BARIEIEIE
PRI B m R R ZE R B DT B 2 Y R I =%,
EEAWIERRZE L HITREFAA . FN, EEE
TIEIE S Hh-Ha A& AT S8 3 FE (5 P A e ER 25 0 e ik
ZIEUEIEYE, 4 EHE IR A HEHE,
BRI RGBS Im PR 22 4 it R 5 e U DR, 2
FIRE ISR SR %, NIERGHEHZ
PRI IRE,

[Z % X k]

[1] ExXRAHGREEES. AREHBARSEEHNE [ EB/
OL].(2006-03-15) .https: //www.nmpa.gov.cn/yaopin/
ypfgwi/ypfgbmgzh/20060315010101975.html.

[2] EHEER.ERDABEZDAITRTFEIAFETUNEZY
s AR RS S RN (2020 b ) H9IBAT [EB/OL ] . (2020—
12-30) .http://www.nhc.gov.cn/yzygi/s7659/202012/6c00
e85b9eeb4cd2958bc7f39e8a23c4.shtml.

[3] EHEER.ERDAEBEZDATRTEEHETUEZY
I PR AL FA S SR (2021 Rk ) BI@EH] [EB/OL] . (2021—
12-27) http://www.nhc.gov.cn/yzygij/s7659/202112/0fbf3
f04092b4d67be3b3e89040d8489.shtml.

[4] HERDEMEEZ. ERDAERBBEZICTHETUHBEZAYIEIR
R A (AT ) WIEAI[EB/OL] . (2020-12-28) .
http: //www.nhc.gov.cn/yzygij/s7659/202012/a7600740be
d44d1db7015cabalbe2ccO.shtml.

[6] BKER, 1#HE, Fdt. BUHPHAERILIR[I]. AWARRK
MR, 2015, 17 (2): 101-103.

[6]1 BRI, 240, ENE, & . 15 EEHATHABERIEIE
WY [0 ] . REEIEESS4GE, 2012, 12 (4): 426-435.

[7] HEAAW.HEANRIEAEEHZE [EB/OL] . http: //
www.npc.gov.cn/npc/c30834/202108/d954d9fa0af7458aa8
62182dcb0a0d63.shtml.

[8]1 e, MEM, 2BAR, F (EIWE) WHTBRIHBHEZAIGR
MY [J] . REEERE, 2022, 26 (10 ): 73-75.

[9] RADLEY DC, FINKELSTEIN SN, STAFFORD RS. Off—
label prescribing among office—based physicians [ J ] .
Arch Intern Med, 2006, 166 (9): 1021-1026.

[10] HERRING C, MCMANUS A, WEEKS A. Off-label
prescribing during pregnancy in the UK: an analysis of
18,000 prescriptions in Liverpool Women's Hospital [J] .
Int J Pharm Pract, 2010, 18 (4 ): 226-229.

[11] CONROY S, CHOONARA I, IMPICCIATORE P, et al.
Survey of unlicensed and off label drug use in paediatric
wards in European countries. European Network for Drug
Investigation in Children [J 1. BMJ, 2000, 320 (7227 ):
79-82.

[12] EASTMAN P. Reimbursement policies discourage off—
label drug use [J 1. Oncol Times, 2005, 27 (20 ): 8.

[13] T . LEREBASHIPRAAE RN (2021 i) [J] .k

34 | HEAMMHEZ | CHINESE JOURNAL OF RATIONAL DRUG USE

[14]

[15]

[16]

[171]

[18]

[19]

[20]

[21]

[22]

[23]

[24]

[25]

[261]

[271]

[28]

[29]

[30]

[31]

PREGEIET Y 242, 2021, 19 (6): 9-40.

FREARF 2 KT ERMA QUREEBAFIRHEBHAE KL
(2022 kg ) /A% [EB/OL ] (2022-08-25) . https: //
sdpa.org.cn/news.shtmlL?id=1705.

WHO.The online GLOBOCAN 2020 database [ EB/OL] .
(2020 ) https: //gco.iarc.fr/.

EREER . ERIAERBEEDA TR TERTUIEZYIIGIR
AN HERER (2021 4R ) H9@EHAI [EB/OL] . (2021—
06-28 ). http://www.nhc.gov.cn/yzygij/s7659/202106/43a1
0d8cc7d043f4ab078{90ab4dd11a.shtml.

EREERE . R TEAFESUEZ PG RN RSN 2018
R ) A [ EB/OL ] . (2018-09-21) .http: //www.nhc.
gov.cn/yzygj/s7659/201809/0ea15475(58a4f36b676cfad 7161
aled.shtml.

LEROSE R, MUSTO P, AIETA M, et al. Off-label use of
anti—cancer drugs between clinical practice and research:
the Italian experience [ J] . Fur J Clin Pharmacol, 2012,
68 (5): b0b-b12.

The American Cancer Society.Off—label drug use [ EB/
OL ] . https: //www.cancer.org/treatment/treatments—
and-side—effects/treatment—types/off—label—-drug—use.
html.

SAIYED MM, ONG PS, CHEW L. Off-label drug use in
oncology: a systematic review of literature [ J] . J Clin
Pharm Ther, 2017, 42 (3): 261-258.

WAGNER J, MARQUART J, RUBY J, et al. Frequency
and level of evidence used in recommendations
by the National Comprehensive Cancer Network
guidelines beyond approvals of the US Food and Drug
Administration: retrospective observational study [J] .
BMJ, 2018, 360: k668.

KURZROCK R, GURSKI LA, CARLSON RW, et al. Level
of evidence used in recommendations by the National
Comprehensive Cancer Network ( NCCN ) guidelines
beyond Food and Drug Administration approvals [J] .
Ann Oncol, 2019, 30 (10 ): 1647-1652.

WANG WL, ZHU M, GUO DH, et al. Off-label and off—
NCCN guidelines uses of antineoplastic drugs in China
[J ] .Iran J Public Health, 2013, 42 (5): 472—-479.

WEI GX, WU M, ZHU H, et al. Off-label use of
antineoplastic drugs to treat malignancies: evidence
from China based on a nationwide medical insurance data
analysis [ J ] . Front Pharmacol, 2021, 12: 616453.

v, s, X=EE, & 28R RET AR NI E R
PR AR RIS [J] . BRI, 2021, 31 (5): 360-366.
NCCN.NCCN Clinical Practice Guidelines in Oncology:
Esophageal and Esophagogastric Junction Cancers
( Version 5.2020 ) [ EB/OL ] . (2020-12-23) .https: //
WWW.NCCN.Org.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Gastric Cancer ( Version 4.2020 )[ EB/OL ].(2020-12-23 ).
https: //www.nccn.org.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Hepatobiliary Cancers ( Version 52020 ) [ EB/OL ]. ( 2020—
08—04 ) https: //www.nccn.org.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Ovarian Cancer ( Version 2.2020 )[ EB/OL ].(2021-01-12).
https: //www.nccn.org.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Cervical Cancer ( Version 1.2021 )[ EB/OL ].( 2020-10-02 ).
https: //www.nccn.org.

SHUE, FEN] . LEREMN R H ST (SRR



b e 5 it G

[32]

[33]

[34]

[35]

[36]

[37]

[381]

[39]

eI )" iz [J] . FheEJLRREE, 2014, 62 (9): 645-648.
NCCN.NCCN Clinical Practice Guidelines in Oncology:
Antiemesis ( Version 1.2019) [ EB/OL]. (2019-02-28) .
https: //www.nccn.org.

T, HIZRR, A, & . BRIAT T ARDCIXIEBSIATER (2014
B [ . ImpRARSRAZ4E, 2014, 19 (3): 263-273.

NCCN. NCCN Clinical Practice Guidelines in Oncology:
Head and Neck Cancers ( Version 1.2021) [ EB/OL] .
(2020-11-09) .https: //www.ncen.org.

WANG FH, ZHANG XT, LI YF, et al. The Chinese
Society of Clinical Oncology ( CSCO ): clinical guidelines
for the diagnosis and treatment of gastric cancer,2021[J ].
Cancer Commun ( Lond ), 2021, 41 (8): 747-795.

NCCN. NCCN Clinical Practice Guidelines in Oncology:
Bladder Cancer ( Version 3.2020 )[ EB/OL ].( 2020-01-17 ).
https: //www.nccn.org.

BEREER . R TERREMIES 18 MEIZTT e (2018
fERR ) 19IEAT [ EB/OL ] . (2018-12-21) http: //www.nhc.
gov.cn/yzygij/s7659/201812/b21802b199814ab7b1219b87de
Ocaebl.shtml.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
T—Cell Lymphomas ( Version 1.2021 ) [ EB/OL 1. ( 2020—
10-05) https: //www.nccn.org.

CSCO. FEIEFRMEY2: (CSCO ): WREBIZITHEF (2020 )
[EB/OL 1. (2020-05-23) . http: //Www.cSco.0rg.cn.

[40]

[41]

[42]

[43]

[44]

[45]

[46]

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Pancreatic Adenocarcinoma ( Version 1.2021) [ EB/OL] .
(2020-10-23) .https: //www.ncen.org.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Multiple Myeloma ( Version 3.2021 ) [ EB/OL ] . ( 2020—
10-19) https: //WwWw.Nccn.org.
FEEMD S MERIES s, PiEEr SRy, HE
EIfith =2 EHEEIERE I EA S . FEZEEE TS ETE
B (2020 FFE1T) [J] . FREERERE, 2020, 59 (5): 341-
346.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Cutaneous Melanoma ( Version 1.2021 ) [ EB/OL 1. ( 2020—
11-25) .https: //www.ncen.org.

NCCN.NCCN Clinical Practice Guidelines in Oncology:
Small Cell Lung Cancer ( Version 1.2021) [ EB/OL] .
(2020-08-11) .https: //WwWw.NCCN.org.

CSCO. HEIEFRIREF 2 (CSCO ): BERKZWOIFEEIERTIA
f8F/3 (2020 )L EB/OL ] . (2020-07-16) . http: //www.csco.
org.cn.

PR R B U R . P EBIR S A S R
(2020 fiz ) [J] . HEedhRERE, 2021, 59 (2): 81-100.

WA H I 2022-12-06
( Sk BB )

ApER S IR R

(=) H1a=hEl

YRt A) 5 o YR AR APV MR R P E iR T R, IEARIEENSEEMR . BB RRRTT ; IE
SMEHRMUULFARRENGSIAT ; BRI REENEMENMSILIST . TINMEERIBXIHZESRE
TEEMUBITHS . MEE—ERR, SERERERRERT, ERAETHE, XEMEERNEREE,
SHBEREEREREMTABBIMR. —RISMHED NRIEAIHRERAE.

(Z) ERIAERRA L

MEEFEERE, MABE. e, . BE. £k, EE. e8E. BivE. SRE. BhvE. SivE.
BIYUBREE. OPERE. BiE. PRERE. HEE. Ok, IiE. FERRE. ReXE. 3RES.

Wh C¥LRRBE R GFM)

20234E 01 | w208 | 35 0




	目录
	摘要
	1 背景介绍
	2 我国抗肿瘤药物管理
	3 国内外抗肿瘤药物OLDU 情况
	4《共识》（2022 版）抗肿瘤药物研究情况与方法
	5 总结

