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Establishment and application of evaluation criteria on rational use of
nab—paclitaxel in a cancer hospital™

LIU Fen, GONG Qian, FU Yilan, LI Hua, PAN Yong, WU Yi"
(Department of Pharmacy, Hunan Cancer Hospital, Changsha, Hunan, 410013, China)

Abstract: Objective To establish the evaluation criteria on rational use of albumin—bound paclitaxel (nab—paclitaxel),
and analyze the application of nab—paclitaxel in Hunan Cancer Hospital so as to provide reference for rational use of nab—
paclitaxel. Methods Referring to drug utilization evaluation (DUE) criteria, the DUE criteria of nab—paclitaxel was estab-
lished on the base of the specification approved by CFDA, FDA and PMDA, and NCCN and CSCO guidelines. And the use
of nab—paclitaxel in 108 patients was evaluated according to the criteria. Results The main unreasonable applications of
nab—paclitaxel were as follows: 51 cases (47.2%) were unreasonable in indications, 43 cases (75.4%) in usage and dosage,
10 cases (17.5%) in combination, 73 cases (67.6%) in routine blood monitoring during treatment period, and 47 cases
(43.5%) in pretreatment for vomit—stopping. Off-label use was also common. Among the 108 reviewed cases, 9 cases
(8.3%) had nab—paclitaxel used in line with the indications, but off-label use occurred in 99 cases (91.7%), including 48
cases (48.5%) of off-label use with evidence. Conclusion The established DUE criteria of nab—paclitaxel had a good practi-
cability and were conducive to promote rational drug use in the clinic.
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Tab. 1 DUE criteria of nab—paclitaxel
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Note: PS: performance status; WBC: white blood cell count, NEU: neutrophil count, PLT: blood platelet count; ULN: upper limit of normal;

AST: aspartate aminotransferase; Cler: creatinine clearance rate; * Dosage recommendations are only for the first course of therapy, and further dose

adjustments in subsequent courses should be based on individual tolerance. Original dose in subsequent treatment can be considered when the patient

tolerates the reduced dose for two courses.
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Tab. 2 Evaluation results by using DUE criteria of nab—paclitaxel

ZHEEL D HRG NEFE AEBER%
IR IEAL 107 1 0.9
LA I H AT 107 1 0.9

1 PV A 57 51 472

HIE 14 43 75.4

Tl 108 0 0

A 24+ 47 10 17.5

[ EdE2 89 2 2.2

g 104 4 3.7
VRIT R LRI 35 73 67.6

Ilimphs:t 61 47 43.5
ol Ak 3 99 9 8.3

LN 108 0 0

T RIE T R AT R A R vk A R TR e B A P 25 2
HATIF
Note: * means if the indication is unreasonable, the rationality of

usage and dosage and the rationality of combination will not be evaluated.

3 itig

PR & 2 2278, Ul A A S B A AR I TR
TR RN A S 5, R b A 45 17 F Mk DAk B . YT
MUK RIS 55 N B3 24 DAAEIE B5 2 E 4l Ry 3k, L2
7 RLTE G RIZ YT 6 e LI PR 5 A2 R 2 U B A3 4%
SR, A ERN TR 258
31 BNEAGE ARAEAYSAHEEER
T8 W AE (5 FH 15 91.7% (99 161]) , Heip A A IE B 2 35
B 1 48.5% (48 f51]) o A A I 15 27 U s (14) R 3 IO I
FH BT 1) J2 Jm 750 6 300 8 5 A Ml /) 240 o i i — £
BT (17 61) o — 30 A AR 58 e A T 4B/ g
fili g B N IR 45 A S BEIKA RS %
F2 B SRR & R A A 28 MR 28, 25 SRIERH 1
EAREST RV - e e E SR SR i DP g v @ I I
B EE @I >, 26 [ FDA I e 18R 11 45 5 B 46 42
P I5C A 15 B0 FH T J 30 1 30 sl 2 % ek Al /)N A it o
— 26977 . NCCN IIfii IR 52 B 46 B« il i (2019.
V) HERE X SRS B B 2 VG b B A RN T 27 5k 9
Ab B AT B S R A R R R A A
SEEERECEE RS2 I, CSCo Rk
PENTEE 1297 F8 /(2020 40D AR, F R 145 &
LR REA RHUR I — 8 i — 236 77 0 i/
20 i A RO . FET LA L UESE , FRATIAC A
BEAL G R R ER G R TR0 s 5 %

PEAE /N4 R il 98— G 36 97 2 A IR IR S 2= R 4 19
I AE FH 2 o

TCAEUE B 27 UEAJ5 (048 38 W AE (] 514611 (51.5%)
Forbon Ffe) T R B . Wang 867 [ 23 A
T 2B ASE G RS2 (125 mg-m™) A I
(75 mg-m™) 55 43 il SEAZ BE I 5 W (80 mg-m™) BR&
TS (75 mgem™) 367 W 30 2 A5 9 A0 7 A5 R 42 4
PE, SRR, HE B 6 BE 2R R R 0
WA T O 2% il (Objective response rate,
ORR) (50% vs. 30%, P=0.082) FI¥ 5 £ il 2 (81%
vs. 65%, P=0.124) ,{H {7 B A= 78] (median overall
survival, mOS) #H L (12.5 4 H vs. 10.7 ™ A , P=
0.269) . HIEEHZA R EZEEAH 3 KU R R &
VRN SRR IRt s A i o S = 1
ik, i JCETREYE 2l (BEAIL IR I A 5 UE S
FEE 1455 B SR A 2 8 i vh 97 880, IS
A5 (e KA R OISR BOACh R A G S
BT B G IR B 2 UE A A 2 o

T WV RE AN BRI A AE HABAT O, AXT R S A2 B
I B i e S O 1 B 2 S R A AR TP
ELNIVEYASIZSETE 1L A DIV % 3
VR B B L A2 A R H
ARSI K R R E Ll
IGL/D
32 AZEAEAREE HIEHEARGHRKS
(75.4%) , HFEFEHE = Z8RTHE TR,
A3 — F ¥k i TC WA #2536 . ABSOLUTE #iff 55 4%
A T4 BRAE 452 52 1% TR W E — AT H i 2 e
B R I W I R PR 1 R AR TE HAR 72 ML T
JEREAL AEE AR R MG RS #2111 1
Lo 43 =21 . AR 45 A AU 2 B 260 mgem™?
@Bw(dl, 21 d B 1TAITFR) R A A A S SR
100 mg-m™ qw(d1.d8.d15,28 d 4 1 N7 HE) R F
T2 80 mg-m™ qw(d1.d8.d15,28 d 1 NJF
). WA RAES:, HE A G R EEE qviE S
BT IR RN A2 B qw (HR=0.97, 97.5% CI: 0.76 ~
1.23), U 45 G BRI 3w 6 8T I 542
i qw (HR=1.06, 95% CI: 0.87 ~ 1.31) . Huang Z&""
FERERY [/ 103l PRAE ST B FEAf 0 1 AR 1 455 B 56
FZ BB A LR 6 A M S Wik s 1) i KT 32 5] 2
BEE R = AF R4 100 mg-m>(d1.d8.d15) .
140 mg-m™2(d1.d8),260 mg-m>(d1),21 d Ky 1 M7
o BEAIESE, =N A YT RO 2 et TE B

- 627 -



JiRE 242 2021 4 10 A48 11 555 519
Anti—tumor Pharmacy, October 2021, Vol. 11, No.5

25 RO R AR AR 7 R IR R BE 2E R
P, ANRERE R L, LU sZ T AL .

33 BTARANERKNAEGE BEEMEH
P25 [ 45 T8 58 A2 Tt 1) 7] A0 e A ) PR o 4
Bk IR A AR AN E i AR 20 i RN R T
1.5x10° L™, 25 245 400 [B) L7 2 1O W0 0 i 5 0, AR i 6
0o 2 B R R S AT 2 R B . AR R A R
67 TR 0T A I B0 W AS A B R 67.6% , 3 LR
PRE: - 3 B PR o7 JR et | R 3 A7 45 oIS an e Rk
L2 R e (— 8 2 ~ 3 d) , T LA B i Tl 4k 7
Je AR W 0 H R o AT IS MR A AR A —
PUAET ~ 14 d, BB 0 i A8 3 e i 30 A T o &
L, A S w R eE

34 IEMFAEREIE Lok AL BN G B K
43.5% , BRI RURS: 1 5 4 1kt 2597
o RO AU A 2 B O 25 036 7 A OG0 MK i B
G E L G0 (2019 48 i) 2l 1k i i 4 28 7
2L E BB U F B B PR ) B S O
(145) , 1k S04 A A — o ) B, T L 24 Dl
SR

4 i

15y ZH

A5 EE 57 I N R 45 G S A2 B DUE
PR, & AN B BN FH =5 3 A O IIE B8 24 E
Pt 1) R 3 O A R AR A B IR R
L B0 WIS A5 B T4 BEOR & BRLAE M I R A B
FZRAL T 2% (BB RAEE — & R IR, B
Wi 2 24 IR T (0 30 S DUE A7 v 75 B2 R B B 397 , G
FLAESE RRE T 1 o A J5 FRATTHG E 4T RE S0 DUE B
5%, NWHE LT F5E 3 DUE bR, V)52 % ¥ DUE A5
TEAR G B 257 VR

&% 3k

[1] YANG C P, HORWITZ S. Taxol®: the first microtubule stabi-
lizing agent [J]. Int J Mol Sei, 2017, 18(8): 1733. DOI:
10.3390/ijms18081733.

[2] MORENO-ASPITIA A, PEREZ E A. Nanoparticle albumin—
bound paclitaxel (ABI-007): a newer taxane alternative in
breast cancer [J]. Future Oncol, 2005, 1(6): 755-762. DOI:
10.2217/14796694.1.6.755.

[3] STAINTHORPE A, GREENHALGH J, BAGUST A, et al. Pacli-
taxel as albumin—bound nanoparticles with gemcitabine for un-
treated metastatic pancreatic cancer: an evidence review group
perspective of a NICE single technology appraisal [J]. Pharmaco-
economics, 2018, 36(10): 1153-1163. DOI: 10.1007/s40273—

- 628 -

[5]

(8]

[9]

[10]

[11

[

[12]

[13]

[}

[14

—

[15

018-0646-1.

LIU B, AN R, YU J. Efficacy of bevacizumab combined with
albumin—bound paclitaxel in the treatment of platinum-resis-
tant recurrent ovarian cancer [J]. ] BUON, 2019, 24(6): 2303-
2309.

ADRIANZEN HERRERA D, ASHAI N, PEREZ-SOLER R,
et al. Nanoparticle albumin bound-paclitaxel for treatment of
advanced non-small cell lung cancer: an evaluation of the
clinical evidence [J]. Expert Opin Pharmacother, 2019, 20(1):
95-102. DOI: 10.1080/14656566.2018.1546290.

AR EA B (G%& G % 4R) %ty 5 [EB/OL]. (2020-
8-18) [2021-1-30]. http://218.94.26.170:9080/datacenter/dc/
view2/6c4761022f7e4b60ae6f90c283a48521?type=2.

Food and Drug Administration. ABRAXANE® for injectable
suspension (paclitaxel protein—bound particles for injectable
suspension) (albumin—-bound), for intravenous use [EB/OL].
(2020-8-25) [2021-1-30]. https://www. accessdata. fda. gov/
scripts/cder/daf/index. cfm? event=overview. process&ApplNo=
021660.

HhE, ik, B E P EIGRIT A (CSCO)H L eI 5
%97 45 81 2020 [M]. 3678 AR E A H kAL, 2020.

National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: breast cancer (2020.V6) [EB/OL)].
(2020-9-8) [2021-1-3]. https://www. ncen. org/guidelines/
guidelines—detail?category=1&id=1419

National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: ovarian cancer including fallopian
tube cancer and primary peritoneal cancer (2019. V2) [EB/
OL]. (2019-09-17) [2021-1-30]. https://www.ncen.org/guide-
lines/guidelines—detail?category=1&id=1453

National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: uterine neoplasms (2020.V1) [EB/
OL]J. (2020-03-06) [2021-1-30]. https://www.ncen.org/guide-
lines/guidelines—detail ?category=1&id=1473

National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: cervical cancer (2019.V5) [EB/
OL]. (2019-09-16) [2021-1-30]. https://www.ncen. org/guide-
lines/guidelines—detail?category=1&id=1426

National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: non—small cell lung cancer (2019.
V7) [EB/OL]. (2019-08-30) [2021-1-30]. https://www.ncen.
org/guidelines/guidelines—detail ?category=1&id=1450
National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: cutaneous melanoma (2020. V1)
[EB/OL]. (2019-12-19) [2021-1-30]. https://www. ncen. org/
guidelines/guidelines—detail ?category=1&id=1492

National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: pancreatic adenocarcinoma (2020.

V1) [EB/OL]. (2019-11-26) [2021-1-30]. https://www. ncen.



IR 22 2021 4F 10 H A8 113555 5 )
Anti—tumor Pharmacy, October 2021, Vol. 11, No.5

org/guidelines/guidelines—detail ?category=1&id=1455

[16] Japanese Gastric Cancer Association. Japanese gastric cancer
treatment guidelines 2018 (5th edition) [EB/OL]. (2020-02~
14) [2021-1-30]. http://guide.medlive.cn/guideline/19990.

[17] National Comprehensive Cancer Network. NCCN clinical prac-
tice guidelines in oncology: hepatobiliary cancers (2020. V5)
[EB/OL]. (2020-08-04) [2021-1-30]. https://www. ncen. org/
guidelines/guidelines—detail ?category=1&id=1438

[18] HUANG Y, LIANG W H, YANG Y P, et al. Phase I/l dose—
finding study of nanoparticle albumin—bound paclitaxel
(nab@® —Paclitaxel) plus Cisplatin as Treatment for Metastatic
Nasopharyngeal Carcinoma [J]. BMC Cancer, 2016, 16(1): 1-
11. DOI: 10.1186/s12885-016-2517-5.

[19] B4, HE, R, 5. AN BADLTFHEERE
S M (T]. P B 25 5 % &, 2019, 54(10): 847-854. DOL:
10.11669/¢p;j.2019.10.018.

[20] GOLDSTEIN D, EL-MARAGHI R H, HAMMEL P, et al.

nab—Paclitaxel plus gemcitabine for metastatic pancreatic can-

cer: long—term survival from a phase Ill trial [J]. J Natl Cancer
Inst, 2015, 107(2): dju413. DOI: 10.1093/jnci/djud13.

[21] b B 58 2B 16 R AT 5 AR R &, P B 2R
B EFBITF LR MG HE ST X TSRl
T E & R ER(2019 Fm)[J]. F B EF A% & E(E T R),
2019, 11(11): 16-26. DOI: 10.12037/YXQY.2019.11-04.

[22] B MBI FRBHR LR EI S RA, 5 RSB
BB AL P AR5 ()] P B IR A 255, 2019, 36(8):
1023-1027. DOI: 10.13748/j.cnki.issn1007-7693.2019.08.025.

[23] PHRAREFEBEAREAMEETN 4. BREZA@RELEX
T o R AT 9B 2 s R R 22 A ik (1K 4T) 89 18 Se [EB/

OL]. (2020-12-24) [2021-1-30]. http://www.nhc.gov.cn/ems—
search/xxgk/getManuscriptXxgk. htm? id=556¢fd9dad3f44e784
bh2885d214ad915.

[24] SOCINSKI M A, BONDARENKO I, KARASEVA N A, et al.
Weekly nab—paclitaxel in combination with carboplatin versus
solvent—based paclitaxel plus carboplatin as first-line therapy
in patients with advanced non-small—cell lung cancer: final
results of a phase Il trial [J]. J Clin Oncol, 2012, 30(17):
2055-2062. DOI: 10.1200/jc0.2011.39.5848.

[25] WANG H Y, YAO Z H, TANG H, et al. Weekly nanoparticle
albumin—bound paclitaxel in combination with cisplatin ver-
sus weekly solvent—based paclitaxel plus cisplatin as first—
line therapy in Chinese patients with advanced esophageal
squamous cell carcinoma [J]. Onco Targets Ther, 2016, 9:
5663-5669. DOI: 10.2147/0tt.s108580.

[26] SHITARA K, TAKASHIMA A, FUJITANI K, et al. Nab—pacli-

—

taxel versus solvent—based paclitaxel in patients with previ-
ously treated advanced gastric cancer (ABSOLUTE): an open—
label, randomised, non—inferiority, phase 3 trial [J]. Lancet
Gastroenterol Hepatol, 2017, 2(4): 277-287. DOI: 10.1016/
$2468-1253(16)30219-9.

WS B 2021-03-02  AXAR: FAE T

ARSI AR XUIF, 3B, 45—, 55 LM R B H B A A5 S B 5
A2 BN P VT b o B8 S 5 0 D). BRI 2527, 2021, 11(5): 624—
629. DOI: 10.3969/j.issn.2095-1264.2021.05.18.

Cite this article as: LIU Fen, GONG Qian, FU Yilan, et al. Establishment
and application of evaluation criteria on rational use of nab—paclitaxel in a
cancer hospital [J]. Anti-tumor Pharmacy, 2021, 11(5): 624-629. DOIL:
10.3969/j.issn.2095-1264.2021.05.18.

- 629 -



