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[ Abstract] Objective To carry out the clinical comprehensive evaluation of the
safety, effectiveness, economy, innovation, suitability and accessibility of albumin-bound
paclitaxel (nab-PTX) in the treatment of metastatic pancreatic cancer and to provide evidence-
based reference for drug rational use. Methods The comprehensive evaluation index system
of nab-PTX was constructed by means of literature reviewed and expert consultation. Based
on the constructed clinical comprehensive evaluation index system, the method of rapid health
technology assessment (rHTA) was used to evaluate the safety, effectiveness and economy. In
terms of innovation, suitability and accessibility evaluation, relevant data such as drug package
inserts, authoritative guidelines, drug price data and research data obtained by the National
Medical Products Administration were evaluated. Results The results of all dimensions showed
that in terms of safety, nab-PTX combined gemcitabine (GEM) regimen had a lower incidence
of adverse reactions than that of FOLFIRINOX regimen (fluorouracil + leucovorin + irinotecan
+ oxaliplatin), similar to that of GEM regimen, and had a higher incidence of neutropenia and
thrombocytopenia than S1. In terms of effectiveness, nab-PTX combined GEM regimen could
significantly increase objective response rate (ORR) and disease control rate (DCR) compared
with GEM and S1 regimen. Compared with FOLFIRINOX regimen, nab-PTX combined
GEM regimen showed no significant difference in overall survival, progression-free survival,
ORR, DCR and 1-year survival, but significantly reduced the rate of requiring second-line
treatment. In terms of economy, nab-PTX combined GEM regimen was more economical than
FOLFIRINOX regimen in the treatment of metastatic pancreatic cancer. What’s more, the nab-
PTX combined GEM regimen has no cost-effectiveness advantage, but with the development of
policies and the reduction of the nab-PTX price, the economic advantage of nab-PTX combined
GEM regimen will be further reflected. In terms of innovation, nab-PTX was a new structure
of nanoparticles formed by combining albumin with paclitaxel, making it more advantageous.
In terms of suitability, the compliance of patients with nab-PTX was improved, and the clinical
use process also had a good suitability. In terms of accessibility, nab-PTX had a stable price
level, good availability and affordability with the reducing price in recent years. Conclusion
nab-PTX is an innovative structure of paclitaxel, and nab-PTX combined GEM regimen is
safe and effective in the treatment of patients with metastatic pancreatic cancer, not inferior to
FOLFIRINOX regimen. In addition, nab-PTX is more economical than FOLFIRINOX, and the
compliance of patients is improved, the clinical use process has better suitability, and has good

availability, affordability and accessibility.
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S8R0 BE A S O 1 f BE SRR T PR U 40
R4 B ERW, 5 GEM )7 Z A, nab-PTX
Bk G GEM J5 58 & AR A5 1 QALYs B &, Bk
AT, HREMIRT EE ST EE, KU nab-
PTX BX & GEM J7 23R T e A Ve AR i o LA 28
Trlke 1Rk HEEPAF ARG RE R, 5
FOLFIRINOX J5 % #H kb, nab-PTX Bt & GEM J7
FRHEAFTIAA, HA LGP EmH Y,
2.4.4 BFEFEN

VEFHMLIEI 7T , nab—PTX S 28 A2 B BT 50 76
S R AR 45 B S A2 I 1R A0 oK IR 1) 4 4
FA ¥, nab—PTX R FHAMERE 1 99 K4 AR Sl 55 7K 1 48
RS HEAZS, B TSR 2R R
L, H TR P AR R AL (45 AT 3 5 g
BB R AN (EPR RGN ) Ha) S Ris A,
VLRI FH b Jeg 20 20 5 B 2 Dk 2 2 1R M 4 W vk
M (SPARC) SHEFAMIEN, Mimise e g
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Table 4. Safety evaluation results of nab—PTX in the treatment of metastatic pancreatic cancer
[effect size (95%CI)]

G MR hR Chen 2021 Chen 2021 Victor 2020 Sara 2019 E2£2019"

R RRE vl ] o e OR=0.77 OR=1.85 - OR=0.71 OR=0.75
(0.64, 093) (109, 3.13) (0.54, 0.92) (0.33, 1.68)

LI = OR=1.36 = OR=0.89 OR=2.33
(142, 355) (037, 2.1) (0.86, 6.33)

B - - - OR=2.5 OR=2.13
(15, 43) (0.34, 13.33)

JEE 2B - OR=3.73 = OR=2.8 OR=1.24
(0.85, 16.37) (14, 5.7) (0.40, 3.89)

RN i OR=0.40 OR=1.18 - OR=0.11 OR=0.46
(0.21, 0.79) (0.75, 1.56) (0.03, 0.34) (0.26, 0.84)

[i-RE] - - = OR=0.27 OR=0.39
(0.03, 22) (0.29, 0.54)

W= - - - - OR=0.61
(0.46, 0.80)

i & - OR=6.74 - - OR=1.91
(0.74, 60.58) (038, 9.59)

34 HA R - - 34.6% (10.9%, 62.9% ) vs. - OR=0.90
22.9% (10.3%, 38.4%)°, (059, 1.40)

P=0.415

E: R AR (95%CI)

5 nab-PTXIAITH % 14 FRBR R W K B IR FRITEM 45 R [ZML 2 (95%Cl)]
Table 5. Effectiveness evaluation results of nab—PTX in the treatment of metastatic pancreatic cancer
[effect size(95%Cl)]

HREE AR Chen 2021"" Chen 2021 Victor 2020 Sara 2019"* 25 2019™
0S HR=1.08 - - HR=0.99 -
(092, 125) (084, 1.16)
PFS HR=1.19 - = HR=0.88 =
(093, 1.51) (071, 1.1)
ORR RR=1.22 OR=2.25 14.4% vs. 8.4%", 25% vs. 24% OR=0.82
(095, 1.58) (142, 355) P=0.038 (045, 1.51)
DCR - OR=2.94 53.5% vs. 30.29%", - OR=0.97
(155, 5.58) P<0.001 (048, 197)
VEELEAER - - - - OR=0.80
(063, 1.01)
T LT - - - - OR=0.30
RIRITHR (0.14, 063)

E: OS: BAAM; PFS: RibEAAN; ORR: EMLME,; DCR: RAmIEHF; ‘ORRIAL; "DCRIA
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AL SR SR AZ B MR B, B iR i R A e
F1, WA SRR T AR A R G AR KRR P
TEE AL J5 T, nab—PTX T° 2005 4F 1 H #:2H
FDA JitifE B 1l7, 2008 474 3 5 NMPA HEifi it A
W, 2018 4F NMPA 1E ZHEHE nab-PTX (475 il
25 bilio ImIRFRRH, S2EM TEAEER
R, JKEHERZE, AT HOMILEAA,
LRSS P A Bl 7 5 AR 20 B RN B
TR, FECEEEF SN S 5 & Bl il
RN, EEE e KBRFE A, FEF 2Rt
B MBI TN B, SR2h R AR,
L H 5 BRI R v, I TR e R 2 D 4R R
3 h L b, S fd AL R I A A2 20 BRI, PRt
I R ZEAN R RN /N | IR SR A AP 1 5542
B o nab—PTX JEEAZEERHIAIY, WA
RV A 2 R, ELTPRCEm, I PR e
BFIEAY AT 30 min, PR, IR SR LS.
245 iEwHIFN

nab-PTX 24 fity it B 5 A bR 25 b v 5 28 W
GEFTA, MR R EEFEI g
BAERT WO ARG CPUTERE” it
HESCS” Al B ARTEAER, . A4,
BE BB N RS HHA B . AR UL,
HRIFML nab—PTX 7E 20~30 °C I B 3 [l N A 1 3]
PR TR B Z BT RRRE W, AEus s

Chin J Pharmacoepidemiol, Mar. 2023, Vol. 32, No.3

AP BIRIRAE E R (20~25°C) FIE GG
ZAF RO RAAF 8 he IR 7T, nab—PTX i
FITCITINA B 70 5 S8 205 BEIRRI AR R B i
T SRR KA, U RE SR AL A 247
&, MAMATSL TREDSEZy e, HX
TRFRIRCE S, Wt A HF 30 min, 7E24
AR AN 24 I DR 8 FH 3 R T 4 A 13
P, AR T REE AR
2.4.6 ] BOETEN

FEM RS AR ] S T, H R
T Y nab—PTX #1532k 4 Ffr, S35 0 4% 78
690~780 JG / 3, hi&tasE, Mg K FHOMIE H,
Horbr, 25 RS B R IR T 2558 . Chttps://www.
yaozh.com/) , W3 6. fEn] i EJrim, Li4H
2y SRR I FOB hARISHE] (2020453 H 27 H)
e, A 2R 2501 Y nab-PTX B FE R
2 680 JC / LA M 2= 747 OC 1 K, WL T
T, 245 P i B R R it PHOR B 24 5%
W P4 DR FE AT ARAS T T, 2 AR R I
SHSEEE (AEASAR) fE42E 29 M h
PG HEN, i a5, 255 T3Sk . 5 4h,
FEABFGE AL LU L ZOFHS &5, 90% L LI
PR G HEAF M0 ] nab—PTX WG P HERSIEIE IR, H
T 1 A B B PP I RIS A2 X nab—PTX 24 i
it PR 0 SOk

#6 ERN_LHH4FInab-PTXEIFIHERSE

Table 6. Basic information of four kinds of nab—PTX listed in China

e AR Y ki Azl PEEMAROT) e

1 SRR (HEAZSESR)  EHF 100 mgx 157 1255 HRGE 25 1A BRA 747 202043 H27H
2 TEMHERE (QEOSEI) TR 100 mgx 132 VLI E R R 25 B 0 A BRA 7 780 20204FE3H27H
3 EBHEEE (AEAZEI)  FEHH 100 mgx 132 HIFEEHEHIZ5A RA R 690 20214E7H 16 H
4 TESHEERE (AEALSER)  EHH 100 mgx 132 FEGIZE () ARAE 698 20214E7H 16 H

E: MAERR T 5% M (hitps://www.yaozh.com/ )

3 it

YRR A 2t 24 b T DT R {1 %) Stk T
24 i I R 255 PP 2 I 1 56 38 A 24 1y o
T, R A 2 AR N PR R B ) LR
Ko ARBIEFE X nab-PTX ¥ 97 5% #5 4 JB i g A 7
TAW., RE. BeEn RS AR, W
nab-PTX i REE VN 24 EFebRIA R, FER
tHTA J7vk . SCIRAR G LR, LA 25 i
BUBHE RS . 25 i AR B SE HEA T 25 VT, DT

REAS T G 4 I R A B 24 .

FET rHTA 77 3PS I AT ST 9 45 50 B,
TEASCE DT, nab-PTX B4 GEM J7 %5 GEM
% SU T, e & ORR, DCR;
5 FOLFIRINOX Jy & A0, #E OS. PFS. ORR.
DCR Hl 1 4F A= £F % 46 b5 J7 1, nab-PTX IX &
GEM HF &R WM 25, HBEERIRTHE
LI RIRIT R ReM M, GG 4 R R
nab-PTX BX &5 GEM J5 2 B 24 i A R I & A 3%
[t FOLFIRINOX /7 &K Z8A%, HAL M FI#h &5
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PER AR 5 GEM i RAHML,, A TE2 51
5 S1 7RI, nab-PTX 64 S1 07 22 rh Mk
AR D L iR AN B RN A R A
MEGE B . Bl . MK BB & BN R RN
KA RN, (BIE2ESYE. SRR as R s,
nab-PTX BX & GEM J7 R 1EIR Y7 4 A1 e s 2
FHHRIT R, AN T4 FOLFIRINOX /7%
LU, EN 2 WMAFFAM I R, nab-
PTX Bt & GEM J7 %+ kb FOLFIRINOX 7 3677
SRS A o A 2R s AT E P &gk
HESE R, AT GEM /7%, nab-PTX BE4
GEM J5 21697 He A M IR i N A8 iiAS — CR
HJ, THEULIAIE, RIS 7 2019 4F K LU
BT, 4 nab-PTX B9 H #& 24 75 2 000 JC
/100 mg VA I, TMBEE BOR A, HEDHMEE K
IRREAS, HRTAAR CFEZE 20 800 JC /100 mg, H
LR it — AR

TE BT M 5 T, nab-PTX 2 & (454
LRI WL KBRS s b, A e e 4
PEFNA M T AR, 7R BT, nab-
PTX B Thifif7, B &A%, ML
TAREE, 24 SRR A R R, IR A R
HAEGE . 0] SR, nab-PTX [ 4% K-
FgE, HOEAERMASFEM . T AFTERLF, Xk
KT i), R ERar

ARIRGMAFAE—E R IRYE, 2k, Bl
PERZ TSR R EORIET B A RN RGN /
Meta 7388, HLEN 207 SCikE 3,
AIRE RS R Z R, 5 S s B an A 5k
T SCHEREE 109 7 1 AL B S R A B4 1)
05 AR B RN B0 T B 235 SR 1 ] e

Zi I, nab-PTX Bt & GEM 5 RiGIT % B
67y Y S S R SR T & S 7 e o D O A
FOLFIRINOX J7 28697 7 6 P T i g o AT 22 0%
P, Bl nab—PTX Mg KIRFEAL, LB ILHN
L3 DRI, nab-PTX 0 EA &I AR5 M |
T EE AT R
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