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Efficacy and safety of albumin-bound paclitaxel combined with gemcitabine

in the treatment of advanced and metastatic pancreatic cancer
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Abstract; Objective To investigate the efficacy and safety of traditional AG regimen [ gemcitabine (1 000 mg/m”,
dl, d8) + albumin-bound paclitaxel (125 mg/m”, d1, d8), 21 days as a cycle] and other gemcitabine-based regimen
[ gemcitabine alone or combined with S-1 ( tegafur, gimeracil and oteracil potassium )/oxaliplatin/arotinib | in the
treatment of advanced and metastatic pancreatic cancer. Methods From January 2017 to January 2022, 64 patients
with advanced and metastatic pancreatic cancer were retrospectively collected from Sir Run Run Hospital of Nanjing
Medical University. There were 33 patients received traditional AG therapy and 31 patients received chemotherapy mainly
with gemcitabine. Survival analysis was conducted based on follow-up data, with the study endpoints being overall
survival (OS) and progression free survival (PFS) , and the secondary study endpoint being the incidence of grade 3/4
adverse reactions. Results The median OS of the AG regimen group and the gemcitabine group were 12.2 months and
7.9 months, respectively, and there was no significant difference between two groups (X>=1.517, P=0.218). The
median PFS of the AG regimen group and the gemcitabine group was 7.0 months and 3.3 months, respectively (X =
8.683, P=0.003). There was no significant difference in the incidence of grade 3/4 adverse events between the two
groups of patients ( P> 0.05). Conclusion The first-line treatment of albumin-bound paclitaxel combined with
gemcitabine in patients with advanced pancreatic cancer has significant clinical effects, which significantly controls the

disease progress and extends the PFS of patients.
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Fig. 1 Comparison of OS and PFS survival curves between two groups
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Tab. 2 Comparison of two treatment regimens with different subgroups of OS and PFS

B 0s PFS
Ei=Ln - -
AG LA FHifbugdl  HR(95%CI) P AG FEA  HriflEd HR(95%CI) PAE
Mk 26/33 29/31  0.71(0.42~1.22)  0.219 26/33 31/31 0.46(0.27~0.78) 0.004
5
L 9/11 8/9 0.66(0.24~1.83)  0.424 10/11 9/9 0.47(0.18~1.24) 0.126
4@ 17/22 21/22  0.81(0.42~1.58)  0.536 16/22 22/22  0.47(0.24~0.91) 0.026
g
<65 % 16/21 1920  0.44(0.22~0.89)  0.022 15/21 2020 0.32(0.16~0.65) 0.002
=65 % 10/12 10/11  1.28(0.51~3.22)  0.59 11/12 11/11  0.70(0.30~1.68) 0.429
2 i 5
& 17/20 16/17  0.76(0.38~1.53)  0.443 16/20 1717 0.40(0.19~0.84) 0.015
B 9/13 13/14  0.65(0.26~1.60)  0.349 10/13 14/14  0.46(0.20~1.07) 0.071
R S
7 15/19 14/16  0.65(0.30~1.41)  0.273 15/19 16/16  0.37(0.17~0.80) 0.011
B2 11/14 15/15  0.85(0.36~1.99)  0.712 11/14 15/15  0.52(0.23~1.14) 0.103
ECOG 14>
0~1 21/27 24/25  0.81(0.45~1.47)  0.490 20/27 25/25  0.51(0.28~0.93) 0.029
2~3 5/6 5/6 0.30(0.07~1.29)  0.106 6/6 6/6 0(0~Inf) 0.999
I PR 433
1 3/4 2/4 1.05(0.17~6.60)  0.959 4/4 4/4 0.18(0.02~1.72) 0.137
I\ 23/29 27/27  0.71(0.40~1.25)  0.229 22/29 27/27  0.49(0.27~0.87) 0.014
Jige A5
ik |35 14/19 18/19  0.52(0.25~1.07)  0.075 16/19 19/19  0.41(0.20~0.82) 0.012
Ttk 2 12/14 11/12 1.16(0.50~2.71)  0.735 10/14 12/12 0.55(0.23~1.33) 0.185
gL
s 20/27 1921 0.52(0.28~0.99)  0.047 21/27 21721  0.40(0.21~0.74) 0.004
Hof 6/6 1010 3.65(1.10~12.15)  0.035 5/6 10/10  0.96(0.31~2.96) 0.949
JF#
x 2/17 1012 0.73(0.31~1.73) 0473 13/17 12/12 0.42(0.19~0.96) 0.040
H 14/16 19/19  0.93(0.45~1.90)  0.838 13/16 19/19  0.52(0.25~1.09) 0.083
G
1 b 12/15 16/16  0.76(0.35~1.66)  0.493 11/15 16/16  0.48(0.22~1.05) 0.067
2 b /8 6/6 0.65(0.20~2.10)  0.471 5/8 6/6 0.41(0.12~1.43) 0.160
=3 4b 7/10 7/9 0.49(0.16~1.57)  0.231 10/10 9/9 0.39(0.14~1.04) 0.059
CA199
<30 w/mL 4/7 5/7 0.68(0.16~2.89)  0.599 5/7 /1 0.15(0.03~0.76) 0.022
>30~<1 000 uw/mL 8/10 6/6 0.68(0.22~2.08)  0.494 10/10 6/6 0.39(0.13~1.18) 0.095
=1 000 w/mL 14/16 18/18  0.92(0.45~1.88)  0.812 11/16 18/18  0.53(0.25~1.14) 0.105
AL T R BET /A RIS B iz AL 5L
F 3 UL R R AR R Y o an
34 R R RN [ H1(%) ] 33 i
Tab. 3 Incidence of grade 3/4 adverse reactions in two groups
of patients with advanced pancreatic cancer [ case( %) ] Hﬁﬂ%%ﬁ%%‘%ﬁ%ﬁ%tﬂ@% lﬂlj(% y éfﬁﬁs
vemgpgy ACUEA WEEEA L. o U947 22.7 JTSE TN T o R B TE I PR
T (n=33) (n=31) IR Ny BiAe kT .
A i, A FEMIE =R A ZHZ Edl
i ey s ams L RRRIE SUTEN AR
21 6 (> 7(21.2) 9(29.0) 0521  0.470 AN BTG B A AR B ARk, AR
i/ N I 7(21.2) 10(32.2) 1.000 0.317 S % 2L T ) ER S 4 ;
: R ' A s © J5)
L S(152) Tme 05 0w Eﬁkﬁ%‘mml_ PAp Sk fffgu%ﬁ 2 Wi ok JRy
kg 6(18.2) 8(25.8)  0.544  0.461 R R, NS A TR, T3S FAA R
JE s 2 bk 4(12.1) 7(22.6) 1.229 0.268 F 99, 15)
T 3(9.0) 2(6.5)  0.005  0.942 - . s
M s B 8(24.2) 5(16.1)  0.650  0.420 AT SR AN AT DT 18 B A Jo e 1 B9 7 T s 1
17 S/ W ) [16 K [y —
i SO0 26D 0 052 Ay R TR R
jus W . .
S 4(12.1) 5(16.1) 0010 0.919 TS B 4T b 98 254 , 8 2k 300 o) 56 SR A% R 1)
e SN , s
=21 A% 2(6.1) 4(129) 0.260  0.610 B, FEMT T HU A DNA K6l Fnf s , AT il B Jeg 4
WoheinE 2(6.1) 3(9.0)  0.005  0.942 : . L o
L 1(3.0) 3(9.0) 0338  0.561 M X4 R FnEE % i PR 5 PO B 9% FITEIRYY

TE:" J Fisher BUIMEHRAL o

EZRRES N ESE Y IR TR SN v AN o)



FEIGRBFSE 2023 4£ 9 H 45 36 %45 9] Chin J Clin Res, September 2023, Vol.36, No.9

- 1295 -

it R M AL o SR, i 22 L A B R
PRA AR 25t BBR ) T H PR . Ak ks
455 8 (nab) SR A2 B2 —F 130 942K A 1
S5G 0B BRIy, T T s IR A AR ) o3
ST, SGARUET PUA A A AT R SR
12 B R A4 43 WA A 1 (secreted protein and rich in cyste-
ine, SPARC) , Rl —Fh 8 45 & 82 1, 7 nab-%%
g it 3Rk, nab-5 A2 BEE 7E SPARC i ik 1Y
A5 G A0 98 R Y S S S TR I A A L
i R RS AEASSREEEES
YU AE F, & A A AT AT e 40 I 08 47 LA e G
152 BR 1 RO PE re EURR G2 399 ML YT, 3 i 4 15 1k
BHRAMARE, 0 400 225324, DA A ik g
YA T, {H [ B 58 A2 B 2 4 FR B Al ok — o 1
FNE o 3% [ ) — 38 £ s, A 2005 4F F] 2009
AF T VG ML B 2R T O e B T JBR R — BB T
FEF R, SR —L3697 TR 67% ~T70% ;
2009 4FJ5 , — &7 V4 fth 1 B2 R 7 10 ff A BT
B ,2015 4E A 16% 4 % 75 P9 fih 42 802538 977
— I B 22 rhss T i AR G e i 4 s, 5 95 P At
WEAR LG, 75 VO Ml A nab- 5842 B — R A G W A A2 %
AT EL B, 7 T b U R nab-%% 42 B4 {8 B A 2012
AERY 4% 3 AN E] 2014 4E 1 40% P AG BEA fLIT
PEAE B AT DASE KA A2 (AG 4 mOS g 8.5 A, T
TP LA mOS y 6.7 A H ) I 2 27 9% e i
U 2L R R, AG J5 Rl A UE KR
T U5 R A T AR 1) OS -4 thl g R 2

AFREE RN, AG Ty Z8 4 F 3 7 L i 20 v o7
PFS 43515 7.0 4~ H (95%CI:4.8 ~9.1) F1 3.3 I~ H
(95%CI:2.5~4.0) , KB VGRS H & 1455 1
SEAZIEE] LU R i s 4 e, B v FR A LR AR TA]
WA AT R FER Z 808 H A, i) T 1 A
25 G R EIZ IS T VU AL R YT RO L T DA v
v 3 0 A Iy R BIRITRCR . AG J7 ZE XN [F]
WA PES AR T LA V9 A U5y 3 A oAt 7 2
TN BB B B 3/4 O B RO A

WS M AFAEA B Z AL, QS A B [E) R G —
PR T EAG — , B R A T A —2 A CT
fidr MR fifr (B MK A5, BURTT R W H %
WA RS HT o R PR hy 4% i PR 2R S 45 1 i 40 X 42
B e R E T S T i IR Y T IR T B — b
BT AR .

25 LR, AR P4 G R R I G PR S

W PGB A AT 7 SEAH L, HAT 3 A PR
ROR, LR A= TR e, B s 1 A 9 PES, HoR
SIS RSO PR BAT — 2 By etk

MEHR T
&% 3k

[1] Binenbaum Y, Naara S, Gil Z. Gemcitabine resistance in
pancreatic ductal adenocarcinoma[ J]. Drug Resist Updat, 2015,
23. 55-68.

[2] LiS, Xu HX, Wu CT, et al. Angiogenesis in pancreatic cancer;
current research status and clinical implications[ J]. Angiogenesis,
2019, 22(1) . 15-36.

[3] Sung H, Ferlay J, Siegel RL, et al. Global cancer statistics 2020
GLOBOCAN estimates of incidence and mortality worldwide for 36
cancers in 185 countries[ J]. CA Cancer J Clin, 2021, 71(3):
209-249.

[4] Klein AP. Pancreatic cancer epidemiology : understanding the role of
lifestyle and inherited risk factors [ J ]. Nat Rev Gastroenterol
Hepatol, 2021, 18(7) : 493-502.

[5] Philip PA, Lacy J, Portales F, et al. Nab-paclitaxel plus gemcit-
abine in patients with locally advanced pancreatic cancer
(LAPACT) ; a multicentre, open-label phase 2 study[ J]. Lancet
Gastroenterol Hepatol, 2020, 5(3) : 285-294.

[6] Mizrahi JD, Surana R, Valle JW, et al. Pancreatic cancer[ J|. Lan-
cet, 2020, 395(10242) : 2008-2020.

[7] Pusceddu S, Ghidini M, Torchio M, et al. Comparative
effectiveness of gemcitabine plus nab-paclitaxel and FOLFIRINOX in
the first-line setting of metastatic pancreatic cancer: a systematic re-
view and meta-analysis[ J]. Cancers, 2019, 11(4) . 484.

[8] Tempero MA. NCCN guidelines updates: pancreatic cancer[J]. J
Natl Compr Canc Netw, 2019, 17(5.5) ; 603-605.

[9] Conroy T, Desseigne F, Ychou M, et al. FOLFIRINOX versus gem-
citabine for metastatic pancreatic cancer[ J]. N Engl ] Med, 2011,
364(19): 1817-1825.

[10] Von Hoff DD, Ervin T, Arena FP, et al. Increased survival in pan-
creatic cancer with nab-paclitaxel plus gemcitabine [ J]. N Engl J
Med, 2013, 369(18): 1691-1703.

[11] Freites-Martinez A, Santana N, Arias-Santiago S, et al. Using the
common terminology criteria for adverse events( CTCAE-version 5.0)
to evaluate the severity of adverse events of anticancer therapies[ J].
Actas Dermosifiliogr( Engl Ed) , 2021, 112(1): 90-92.

[12] Allen PJ, Kuk D, Castillo CFD, et al. Multi-institutional validation
study of the American joint commission on cancer ( 8th edition )
changes for T and N staging in patients with pancreatic adenocarci-
nomal J]. Ann Surg, 2017, 265(1) . 185-191.

[13] Raimondi S, Maisonneuve P, Lowenfels AB. Epidemiology of pan-
creatic cancer; an overview [ J ]. Nat Rev Gastroenterol Hepatol,
2009, 6(12) : 699-708.

[14] Kelsen DP, Portenoy R, Thaler H, et al. Pain as a predictor of out-
come in patients with operable pancreatic carcinomal J]. Surgery,

1997, 122(1) : 53-59.



- 1296 - FEIGRPFZE 2023 45 9 A% 36 %55 9] Chin J Clin Res, September 2023, Vol.36, No.9

[15] Saluja A, Maitra A. Pancreatitis and pancreatic cancer[ J]. Gastro- cell lung cancer[ J]. J Thorac Oncol, 2010, 5(6) : 852-861.
enterology, 2019, 156(7) : 1937-1940. [21] Hersh EM, O’Day SJ, Ribas A, et al. A phase 2 clinical trial of

[16] Geller LT, Barzily-Rokni M, Danino T, et al. Potential role of intra- nab-paclitaxel in previously treated and chemotherapy-naive patients
tumor bacteria in mediating tumor resistance to the chemotherapeutic with metastatic melanoma[ J]. Cancer, 2010, 116(1); 155-163.
drug gemcitabine[ J]. Science, 2017, 357(6356) ;: 1156—1160. [22] Abrams TA, Meyer G, Meyerhardt JA, et al. Patterns of chemother-

[17] Pandit B, Royzen M. Recent development of prodrugs of gemcitabine apy use in a U.S.-based cohort of patients with metastatic pancreatic
[J]. Genes, 2022, 13(3) : 466. cancer[ J]. Oncologist, 2017, 22(8) : 925-933.

[18] Von Hoff DD, Ramanathan RK, Borad MJ, et al. Gemcitabine plus [23] Ramanathan RK, Goldstein D, Korn RL, et al. Positron emission
nab-paclitaxel is an active regimen in patients with advanced pancre- tomography response evaluation from a randomized phase Il trial of
atic cancer; a phase [ /11 trial[J]. J Clin Oncol, 2011, 29(34) : weekly nab-paclitaxel plus gemcitabine versus gemcitabine alone for
4548-4554. patients with metastatic adenocarcinoma of the pancreas[J]. Ann

[19] Gradishar WJ, Tjulandin S, Davidson N, et al. Phase III trial of Oncol, 2016, 27(4) : 648-653.
nanoparticle albumin-bound paclitaxel compared with polyethylated [24] Azmi AS, Khan HY, Mugbil I, et al. Preclinical assessment with
castor oil-based paclitaxel in women with breast cancer[ J]. J Clin clinical validation of selinexor with gemcitabine and nab-paclitaxel
Oncol, 2005, 23(31): 7794-7803. for the treatment of pancreatic ductal adenocarcinoma [ J]. Clin

[20] Socinski MA, Manikhas GM, Stroyakovsky DL, et al. A dose Cancer Res, 2020, 26(6) : 1338-1343.
finding study of weekly and every-3-week nab-paclitaxel followed by Wi BEE. 2023-01-12 {&[EHHA.2023-02-16 4548 . EIRUK

carboplatin as first-line therapy in patients with advanced non-small

L AEH - G

XLt s ik i 2R

L G247 1% GB 3358—2009( GEit2444 il AT 5 ) A RMUE , Geit2A75 5 —HER HIRHA

2. BEFEBT REE RIFTE BT (9 44 BRI 2 28073k o A A et (0 o A RE V| [l B i 2 A W o ) A A
F0) , SR BT O R AR B 2680, o g B BRSBTS Bt A B RS B4R | R
RGBT O 5 e 158 T LI PRI , SR T T TR B IA RS ) 5 T2 2 Aak 0 F 48 4 SR U0 (B2 BEAIL |
Xt HE H ) AR I, JE L R LA g o) i AR D R A T LA R

3. BURM R IR S AA ] s FIBIRRMIEZS 0 A0 BFORE, Fl M(Pos, Prs) 2235 52 AR 25 0 A 19 72 5 5%
B GRS, 205 B HEPRAR B, IR 80 I & SCRIB WA s G LT IR, B I GE i 181 i 2 R 5 B9k}
PR DT IC , 5 504 220 PS8 AR AR Bk A s ) 5 AR R S, 0 BN BN T 20, ZHE R X f e R
Horto

4 GEAFe AT IR IR 0 T R OB, BLARYE TR T A BT 28 BORLIT B4 1 25 A A H Y, 2
MEERNGET 25k, AN HEM « KR AN R T 2200 X TFE tERORE, RER I PR I g it 2
A S PR S (R T RIUARURSOIT ELA& 1 2 K 43 L L 3 F Bl I e 3 T2 i AN BB X A, X F [l
VAT, 45 e M R RO 181, e 6385 A [T U S R, R 0 T8 H S HTTRT S L 1A 204 s % FL A R 52 S0
PEAS I VA T BORE, ANRL ] AL B, T 2 R ZARPRGORE, BE— oo i 2R A 1 AT RRis H 2 o4ttt
AR5k, DI DB 2 18] B 58 BT T AN 2248 bn 22 ) (9 PO IR 2R A0S i 5 BE A fR B AN TEAR

5. et S R AR AN RA < B WY T G207 1 i) AR AR (I« S BT BORHEY ¢ A58 A DR = (i3
THRORHI 7 22 30T 2 A B2 T P LRI ¢ B3R ) Bttt BB (00 =3.45 X7 =4.68,F=6.79 5§) ,
TEFIASE R PERITE LT, — B P>0.05,P<0.05 il P<0.01 =Rk 773X, o #4073 P<0.001
a P<0.000 1. 43 2 SRS RIS RIS E B RARAE) I (R 25 035 PERR SR 4 R RN, REPE4R Y 95%CIL,

(P B W6 RAT T ) 2 4521



