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Comparative Study on Efficacy and Safety of Generic and Original Abiraterone in the
Treatment of Advanced Prostate Cancer

LIU Min', SHI Yafei'”, LE Kaidi'*, LI Jia"*, YAN Jiaqing', LI Ying', MA Yinglin', LI Guohui'
(1. Dept. of Pharmacy, National Cancer Center/National Clinical Research Center for Cancer/Cancer
Hospital, Chinese Academy of Medical Sciences and Peking Union Medical College , Beijing 100021,
China; 2. Dept. of Pharmacy, National Cancer Center/National Clinical Research Center for Cancer/
Hebei Cancer Hospital of Chinese Academy of Medical Sciences, Hebei Langfang 065001, China)

ABSTRACT OBJECTIVE: To probe into the efficacy and safety of generic and original abiraterone acetate in the
treatment of metastatic castration resistant prostate cancer (mCRPC) , so as to provide clinical references. METHODS ;
The mCRPC patients treated with generic and original abiraterone acetate in the Cancer Hospital of Chinese Academy
of Medical Sciences from Apr. 2017 to Jun. 2022 were selected to be divided into the generic drug group and original
drug group, with 114 cases in each group. Information of demographic characteristics (age, past history, etc. ),
treatment condition ( metastasis site, baseline test value, therapeutic regimen, complicating disease ) , adverse events
and efficacy evaluation of two groups were collected. The PSA50 remission rate, median time to PSA50 remission and
safety were compared between two groups after propensity score matching in 7 indicators, including age, body mass
index (BMI), Eastern Cooperative Oncology Group (ECOG) score, Gleason score, hemoglobin and baseline PSA.
RESULTS; There were no statistical significance in differences in BMI, ECOG scores, metastasis sites, baseline
hemoglobin, liver and kidney indicators, and complicating chronic diseases between two groups (P>0.05). There

were no statistical significance in differences in the comparison of PSA50 remission rates [ 55.26% (63/114) wvs.
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59.64% (68/114), P=0.592] and median time to PSA50 remission [ 1.90(1.10,3.00) months »s. 2.50(1.00,
4.00) months, P=0.120] between generic drug group and original drug group. The differences in incidence of common
adverse drug reactions such as liver function injury, elevated triacylglycerol, hypokalemia, weakness, elevated
creatinine, hypertension and fluid retention in the generic drug group were not statistically significant compared with the
original drug group (P was 0.086, 0. 682, 0.568, 0.437, 1.000, 1. 000 and 0. 119 respectively). After propensity score
matching was performed, there were 37 patients in both the generic and original drug groups, the differences in PSAS0
remission rate [45.95% (17/37) vs. 64.86% (24/37), P=0.161], median time to PSA50 remission [2.01 (1.24,
3.11) months vs. 2.00 (1.00, 4.00) months, P=0.894] and incidence of common adverse events (P was 1. 00, 1. 00,
0.24, 1.00, 1.00, 1. 00 and 1. 00 respectively) between generic drug group and original drug group were not statistically
significant. CONCLUSIONS: There are no significant differences in efficacy and safety between generic and original

abiraterone acetate in the treatment of patients with mCRPC after propensity score matching.

KEYWORDS Abiraterone; Prostate Cancer; Generic drug; Efficacy; Safety
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Tab 1 Comparison of baseline information between two groups
] GiflZid(n=114) B4 (n=114) P

AR/ [M(Q,,05) %] 71 (66,79) 76 (69,81) 0.004
BMI/ (%5, kg/m?) 25.23£3.29 25.0743. 1 0.785
Gleason 143/ 61( %) 0.025
<74 0(0) 4(3.51)
=7/ 114 (100. 00) 110 (96.49)
ECOG 43/ (%) 0.213
Q% 23(20.17) 77 (67.54)
=24 9(7.89) 37 (32.46)
R/ A1(%)
B 81 (71.05) 91 (79.82) 0.166
LT 36 (31.58) $(31.72) 0.404
LN 15 (13.16) 34(29.82) <0.001
FERBRAER/ B(%)
3 39 (34.21) 46 (40.35) 0.411
iR 47 (41.23) 34(29.82) 0.097
BRI 19 (16.67) 23(20.18) 0.608
gl 12 (10.53) 7(6.14) 0.338
iAT3E 0(0) 4(3.51) 0.122
SRERIR(M(0,,05) ]
LRI SRR (PSA)/ 4,82 (0.46,4.52) 2152 (4.28,100.95)  <0.001
(ng/mL,)
HUEF/ ( pmol/L) 74,65 (63.12,88.57)  75.50(68.12,90.75)  0.143
MEEF/ (/L) 135.00 (125.00,144.00) 131,50 (122.25,143.75)  0.139

WRREZB(ALT)/(U/L)  17.20(11.15,22.60)  15.00 (11.00,19.75) 0.182

KL EMEEEM(AST)/ (U/L) 20,30 (17.25,24.55)  19.00 (16.00,24.00) 0145
BEAECbIRY T/ (%)

AL T A 0(0) 3(2.63) 0.247

FHFR 10 (8.77) 11 (9.65) 1.000

BT 30 (26.32) 32 (28.07) 0. 882
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Tab 2 Comparison of baseline data between two groups of prostate cancer patients after propensity score matching

A Jif B (n=T4) DilZid (n=37) JEBEZ4 (n=37) P
Y/ (x5, %) 75.3848.58 76.00£8.75 74.76+8. 41 0.537
FERG AL/ (% )
liigid 57(77.03) 29 (78.38) 28 (75.68) 1.000
ke 24 (32.43) 10 (27.03) 14 (37.84) 0.456
SRR 5(6.76) 2(5.41) 3(8.11) 1..000
PR B/ (%)
PR 34 (45.95) 15 (40. 54) 19 (51.35) 0. 484
gyl 7(9.46) 5(13.51) 2(5.41) 0.430
LR 29 (39.19) 17 (45.95) 12 (32.43) 0.341
BRIRAS 14 (18.92) 5(13.51) 9(24.32) 0.373
LS
L PSA/[M(Q,,05) ,ng/mL] 5.31(1.39,38.16) 2.47(0.55,15.85) 8.79 (1.81,49.90) 0.112
B/ [M(Q,,05) , wmol/L] 75.95 (68.00,91. 28) 75.00 (63.00,92. 00) 78.00 (72.00,90. 00) 0.420
M/ (zes,g/L) 133.70£17. 67 133. 65£15. 66 133.76+19.70 0.979
ALT/[M(Q,,05) ,U/L] 18.00 (13.00,22.00) 19.00 (15.60,23.50) 14.00 (12.00,20.00) 0.055
AST/[M(Q,,05),U/L] 20.50 (16.92,25.00) 21.10 (18.40,25.00) 19.00 (16.00,25.00) 0.238
BRAESRYT 5/ (%)
FHFR 9(12.16) 5(13.51) 4(10.81) 1.000
W7 30 (40.54) 13 (35.14) 17 (45.95) 0.478
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Tab 3 Comparison of efficacy indicators between generic drug group and original drug group

B Fifi 4 (n=228)

(il 254 (n=114)

JEHFZ4 (n=114) p

PSASO Zff/ (%)

PSASO ZEfmtial/ [ M (Q,,05) A

131 (57.46)
2.00 (1.07,3.45)

63 (55.26)
1.90(1.10,3.00)

68 (59.65)
2.50 (1.00,4.00)

0.592
0.120

Tab 4 Comparison of efficacy indicators between generic drug group and original drug group after propensity score matching

TS LA FE A ES FEHGARE TSR LS

YiH Bifi 5 (n=74) DitilZi4 (n=37) JEBFZ54 (n=37) P
PSASO i/ 11( %) 41 (55.41) 17 (45.95) 24 (64.86) 0.161
PSAS0 I/ [ M(Q,,05) , A 2.00(1.00,3.46) 2.01(1.24,3.11) 2,00 (1.00,4.00) 0.894
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Tab 5 Comparison of incidences of adverse drug reactions
between generic drug group and original drug group

P24 (n=114) 4 (n=114)

N30 FASHIARR 3—4%AR  FASHARR 3—4%AR P
B/ (%) BObi/B (%) ROi/G (%) KB/ (%)
JFohsedE 35 (30.70) 1(0.88) 18 (15.79) 1(0.88) 0.086
=BEWIE 15(13.16) 0(0) 12 (10.53) 0(0) 0.682
ik 8(7.02) 0(0) 5(4.39) 1(0.88) 0. 568
zh 6(5.26) 0(0) 10 (8.77) 0(0) 0.437
BT 6(5.26) 0(0) 7(6.14) 0(0) 1.000
FLE 2(1.75) 0(0) 3(2.63) 1(0.88) 1.000
i B 1(0.88) 0(0) 6(5.26) 0(0) 0.119
R Bk 0(0) 0(0) 2(1.75) 0(0) 0.498
K 0(0) 0(0) 3(2.63) 0(0) 0.247
o 1(0.88) 0(0) 6(5.26) 0(0) 0.119
&5 0(0) 0(0) 1(0.88) 0(0) 1.000
Al 7(6.14) 0(0) 6(5.26) 0(0) 1.000
Dbt 2(1.75) 0(0) 0(0) 0(0) 0.498
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Tab 6 Comparison of the incidence of adverse reactions
between generic drug group and original drug group after
propensity score matching

D25 (n=37) JRBIZ541 (n=37)

NS SRR 3—4 AR FIARHAR 3—4%AR P
SR/ (%) BB/ (%) RO/ (%) RO/ (%)

JFoREsE 18 (48.65) 1(2.70) 12 (32.43) 1(2.70) 1000
=FH A 5(13.51) 0(0) 6(16.22) 0(0) 1.000
Mgt 0(0) 0(0) 3(8.11) 0(0) 0.240
Ly 1(2.70) 0(0) 2(5.41) 1(2.70)  1.000
zh 1(2.70) 0(0) 1(2.70) 0(0) 1.000
i 1(2.70) 0(0) 1(2.70) 0(0) 1.000
i B 1(2.70) 0(0) 1(2.70) 0(0) 1.000
TRk 0(0) 0(0) 1(2.70) 0(0) 1.000
HLE 1(2.70) 0(0) 0(0) 0(0) 1.000
Dbt 1(2.70) 0(0) 0(0) 0(0) 1.000
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