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Expert consensus on pharmaceutical service for clinical application of innovative
subcutaneous preparations of antitumor drug

Hospital Pharmacy Professional Committee of Chinese Pharmaceutical Association, Working Group of expert consensus on pharmaceutical service for clinical
application of innovative subcutaneous preparations of antitumor drug

Abstract In recent years, with the development of subcutaneous drug delivery techniques, anti-tumor monoclonal
antibodies of existing intravenous agents have been approved for subcutaneous injection, the amount of which has gradually
increased. The pharmaceutical manufactures, pharmacokinetic characteristics, clinical efficacy and safety, clinical rational use
and pharmaceutical management of innovative subcutaneous antitumor drug preparations also have been receiving serious
attention. However, there is still a lack of normative guidance for innovative subcutaneous antitumor drug preparations
worldwide. Therefore, the Hospital Pharmacy Professional Committee of the Chinese Pharmaceutical Society organized
experts to propose the definition of innovative subcutaneous preparations of anti-tumor drugs based on existing evidence of
evidence-based medicine and combinedwith clinical drug use experience, and gave suggestions on the characteristics, clinical
rational application, pharmacy administration and pharmaceutical care of innovative subcutaneous preparations of globally
marketed anti-tumor drugs, so as to improve the level of clinical rational use of such preparations.
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Tab 1 Efficacy and safety of innovative subcutaneous antitumor agents compared with intravenous agents
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Tab 2 Clinical outcome comparison of antitumor drug intravenous preparation to subcutaneous preparation
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S EHERD. B 50 SR 5595+ S 0 L sk S 2k i 7 AR 0 02 O A 46 B, LA
WO MR R B E C 16015, BEEREAAECN 3 ’I‘Jﬁ%@ﬂ@ﬂﬁffﬂ:E%%%ﬁ&?%ﬂ?fﬂﬁmﬂw R A .(*;Hﬂ(%ﬁ?- ;'7 % \S72.5%:
CRZ R o Z IR AT Z RTINS AR IRT R 18 /l\mﬁ%%*ﬂf ““77 ':_0/ 3 S‘V.) =7 =70
) i K : 5% VS.063.8%

% A BB MBI (375 mg « m2) Edch R NI s )
U S VDLBCL (29 ) 801400 mg) , #SEyr M), B2 FHIA-FRER AT 4~7 MG RCR R A BEZN, R RIUHI %4

(B REEFL (111 6D BT, SIRYT S5 4~6 LRI Z DRI FL 88 v HasZ B2 N 1k (o R, A0 1 il o S A o e 7 38 s
LD FIRZGYERFIRITY, B2 A 1K, R 24
¥ (note) : -, ELMREIE (no relevant data available) ; *A 4% VID (BIEHK. WRIEERG . IR BL VD (IEMK. Hh
FERFN) HRIIESFMAIEE (group A were transplant-eligible patients who received VTD [bortezomib, thalidomide, dexamethasone] or VD

[bortezomib, dexamethasone] regimens) , B 4 #%Z VMP (MK, EkA. KRB H RN EEHHEMEF (group B were
transplant-ineligible patients who received the VMP regimen [bortezomib, melphalan, prednisone]) , C 4A#:5% VD (M& K. KD 7

RINE R/AMEIG B3 (group C were relapsed/refractory patients who received the VD regimen [bortezomib, dexamethasone]) ; AE, AR/

(adverse event) ; DLBCL, 58K B Ziffuibk 8 (diffuse large B-cell lymphoma) ; FL, JEiIPE#KEIE (follicular lymphoma) ; HER2,

NF A KR F324k-2 (human epidermal growth factor receptor 2) ; MM, £ K MHHHR (multiple myeloma) ; ns., LEZHEZERF (no

significance) -
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NSRS Y. RPERRAZ, RN AT AR 2 AR, FE. B SRS R, (R
T A&, DABRORASE R (0 2590y TE A ot LR 70 2

A ARG R 58 TR 0 R N IR, RO 2 ) BAR SR AT AN TR, R R 24507 AR A
RLE%E, DAERRIGIT IR 25 RG . filhn, e A 2k b, @ UUSTN S TR 600 mg FIE
CRIJRFAFED |, JRSEEA 25 I AR bR N AN 3 <3 Ji o 6 T2 W2 Bk i Z Bk PR T B, #HRAE
MERECRA, MWK 2R R R RE<e A, RS i 2 Bk il S 2R BB ) 4EFE = (600 mg/600
mg) , BZER T — R R ] A PR 2 (][RI RE =6 R, DU EE KT 45 T M 2 B 2 Bk
BH AT FIE (1200 mg/600 mg) , MJEHRE 3 A 1 RGBT 4EREFIE (600 mg/600 mg) Bl

4 BRI THANASTEEES

4.1 Z3AFAEAS RPN IRE 250 B R R RO A7 A X R 2R AT IR FE A AN R BEoR, 7% ™ A MR 4R 24 b 15 B
FHAE 8 1 628 R AR BE VOl N A7, DAB DR 25D AR e 1t o 9, 3 S5 P 0 5 A7 oK B R 2 3R
AN 30°C @, Ty ST B LM AR EL SR Oy 25°C BA o HAR TR 259 B R R CRROE FE BT
A I 58k B SR — M 2~8°CRE Y PRAT, AT UKIRFE 5% o

X T R EA AR, AR AMKE R ER . MAY N 203 5 48 T 5 BT
BU{ER, #ARSLRIE A, 0 EAR2 a5 d, & BE2G h U B 0 e I A7 6 25 A b AT OR A7, FFE7E AL 3
FRAAEH .

4.2 Kb 77 H R E B TR 250 B R A T AT B AR, MM SR (EITHL
FAET7 B RN A R B U 25 R N FH 48 5 R Y 25 4e 5 D I SR R R, Ak A
EVE . VO ADE B AT R, R B AR AL T AR AR T IE B LA R D AR S
R st R, A S A @A RIEE, 2O AERAE DS LA [ 50 AR S 5
H AR IR S5 FEBUMIE A3 KR IR RE R DT, N TR ARG A A TR, MRTREF
o> iy R A F Rk G, B AR OO B R B A BN I O i K F 4 (peripherally
inserted central catheter, PICC) I, LZEE VAL & & e HAh 25911 B 1 il 57 .

4.3 Z5YNEC B BB 25 B0E K R RS B 20l T BRI B 2k AT ECE . 29 IEC B B
BT R, BRI AR E RN B PO X T R BRI AC I 258, R4S N DR TR H R T R X A
THAYIWE, HTEIKG A SR NEABRNEGMREANRE, 1ETHE S 2R TS IMT A, B
WP K 5] 2 A ) 42 X T AT AL B PR AY), RS N TR B B 7 I bR
AR THIGE, WEVREEEREO, RIEEUTE; RFERSEN AR, £ H TR A
AR e HA 2R G -

4.4 JRFAFRHUMR 250 K R ) S S IO — IR A, ARTEE R AR Sk
R 5 2 N JSCE B R 28 i — e b, R R S B 2 B B 24 A R R e R R R AT 1 i ER
WF, AFTBEEEF.

5 IMEGYMEIFE THANGZEPES
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P UL R i Jes G M 15 DL A5 o
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HRHE i ) S SR 2590 B AR AS RS R M E 3% 5 5 L AR R AT L B, DASE ELBE ) 52
fti 2 A VE M I S AL B . DR 2 22 Ak, 8 BUMOR 25 BT 1R R DT R BN, HL N
RN 3 oo BRAh, 0T IR 25 B RN RSt I F ST U CAARE A 4 24 BT D
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Tab 3 Key points of monitoring subcutaneous antitumor drug preparations
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LR SR S

(41

e 3. BEUIMNIES: (1 eI AR R G LRSS (2 MR ARNEE, ) PEEFERG: D F
ZEGE CYPIAL HIBIFIII S (5) DURBERE GBI B2

et g AR H: 55/ Gy B ZS RN A W, DLV R, TR AL

e o PR WA T R R I I A S L VLR AR R, 25 2 TR R ML R S S M <20 mEq » L SR Z
R, SN B BT 2%

B BT

BB CHR RSB BURBL: TR 2 LR, WA B EMTALUS . RO, ST I (EOEAUALIE 5 ) 5
BD B Epem RIRRIS. BB RIBREBUAT 0 R QRPN & . GBI RIEHIKIERT A . SRR K Gt
BT B FUTR R U EAE P A IS« SRS PEBRIR o I L MRIRATE . SIS PE LS S5 S RIS LR, AR I 88 A%
VEST R I RIERATAE

FEA B

1. FBEUR SR HAb S B TSesh T B AE-H SZARRS BRI W B IRy A R S B . IR S LA 2 o A e vk
JRBE, JHRFEE RS 2 POER G . W TR R B R (4 20 BIEAIRIR, T2 IR AL IEA BATT . 1R
BT AR S, HRRAEAR AR T R R E R AR 25, DUR BRI IEIR CESCNAZEEE 2 RRAE) BHMXEgHR
K I BRI AR .
TSR (EF2. RSB W2 75 IR S5 8 5 % R SHE VR TT
FESD B2 30 A mAnp AL RSN S T 5 A 26 51 S A Fh R 40 M i R I /ISR R A R AR A 7 5 P A 24
RIRL 75 I, FEIR YT T R) s ST 0 A A A T 8. o v Mk g sk D f s, R LR 75 Y DU YA E
4. DREAN RN o0 T A2 B0 GRS e R G R R AR AR, S AT M U SR M R B AR R D E N RS, HRRIRE 4T
FFIEVRTT -
OERRRR: (1D AP ERMZERBIZA, A ERa T B RENEY, WNHATEG O, AT 3 AHE
B ZERBEFIELE 1 R, KIRITER 6 MHER 1K, HEEFILMZERATA LRI E 24 M (2) BREENIAT B H @G — S,
S R ERNAE 1 IR, HERAMZERBIALIRITIG 5 4, 4% LVEF FREL NI ERK MM E; (3D JEitROBhBEAS 4= I 8 2 B fin 5k 1 )
St @) B, W 6~8 A 1 ks (4) LM REREHIRYT 7 AN AR, IBEIR TIT BEAT I BREAIIR R, SRR RS 7
MH NG TRIREWIRYT, & T B RIS, R U)W A O IR D e
W B 2 T 1 BSOS RN A AR B R A 3o A TR 3ot I R IS £ A A P o 3 O DD RSO 1 ) S L AR
O VE B VRS, BOREBCEHAF RS, HREUE LM EEST M. R E AT IR AR A, B AR AR IR TE AT 2R
CRE RS 2. DM RN JR97 Z BT BT AT IO, 697 WA E P65 LVEF (& 12 100 ¢ HAEKL 3 MR ERIWE)S, LVEF &
1 B e al— P PR/ EURE GRER, MK A SERURITE, ARSI 0N, JFR 6 S H PPN | IR LVEF, Z/ADFRSE2 4,
1. RO S AN LA SR B2 : SR 0 B2k S T BEAE 45 24 5 ot 24h 2k, VEREEVESTRTTART, R L B RS, I .
2. MRS AR BURS FHMMNE, PURRRRIEZG Y, WS Thi.
R BPES. B B IERIGE S MHUSSIAIT . HBY FREOR TR AN 28 BH0RITIEE S, RS T SER R4 T
S (R AR FIBET . Mk, #AERT AR & B 1 HBV By, JRERITHIRAAYT /5 IR HBV Bk, R &4 HBV Fus, MAF
4t 132 FHR) 2 e
4. FHEYIEMCLT B JFAT O IE S g 4 . 8 MO A RS DA RGP ORI B S 4 (=25 000 A -+ mmr
3,
¥ (note) : CYP, HHMfifh 3 P450 (cytochrome P450) ; HBV, ZHIAF 45 (hepatitis B virus) ; LVEF, 0S54 (left
ventricular ejection fraction) -
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LB IR AR 9 5, NSRS (R 4) .
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Tab 4 Drug interactions of subcutaneous antitumor drug preparations
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RS ¥ TG BRI S PTIa T 5 18 FH 2R 40 P B O A8 i s 3 e A e e 771
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CRRES) 144 [ R R At G BE ARG ST S e S S A R

M ARBAT YA EAE T A {E N 1gGlx BripEdii, BFHE ZIURPURE R E H AR 5 AR IR E BTSRRI R
IR T T 25 A QAT R AR AL R 2 B MRR B 2 JE AP ATE F . BT %) CD38 AR R AL F 5 M 1, TiHATE 20 PIAR &
2y -

1. M ZER PR RE R I — P 2 R L BRI (7-BAE-13- 2R B2 AR, D7D) A REER, DD MAEME ARG
A JEE T v PO PR 7 S AN A o

2. SZBRRPIAIEZAN, R TS T R AT K
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7 (note) : CD38, [N 1kHi/E 38 (cluster of differentiation 38) ; CYP, 4Nfifa 3 P450 (cytochrome P450) .
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Tab 5 Dose adjustment and precautions of subcutaneous antitumor drug preparations in special population
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