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A meta-analysis of the effectiveness and safety of trastuzumab biosimilars versus original drugs in the
treatment of HER-2 positive breast cancer

DENG Weishang, LI Mengting, HU Jia, YANG Sensen, CHEN Jisheng (Key Specialty of Clinical Pharmacy, the
First Affiliated Hospital of Guangdong Pharmaceutical University, Guangzhou 510080, China)

ABSTRACT OBJECTIVE To evaluate the effectiveness and safety of trastuzumab biosimilars and original drugs in the treatment
of human epidermal growth factor receptor-2 (HER-2) positive breast cancer systematically, and to provide evidence-based basis
for the selection of clinical treatment. METHODS Retrieved from PubMed, Embase, Web of Science, Cochrane Library, CNKI,
CBM, VIP, Wanfang database, ClinicalTrials and Clinical Trial Center of China, randomized controlled trials (RCTs) about
trastuzumab biosimilars (trial group) versus original drugs (control group) in the treatment of HER-2 positive breast cancer were
collected. After data extraction and quality evaluation, RevMan 5.4 statistical software was used for meta-analysis. RESULTS
Totally 11 RCTs were enrolled, involving 5 812 patients. Results of meta-analysis showed that there was no significant difference in
objective response rate (based on whether intention-to-treat population nor per-protocol population), pathologic complete response,
proportion of progression free survival population, proportion of overall survival population, anti-drug antibody positive rate,
neutralizing antibody positive rate, and incidence of adverse drug reactions between 2 groups (P>0.05). CONCLUSIONS The
effectiveness and safety of trastuzumab biosimilars are equivalent to those of trastuzumab original drugs.
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or Subarouy nts _Tot nts Total Wei LH, Fixed, 95% C1 M-H, Fixed, 95% CI
1AATTAR
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Testfor overall effect Z=1.49 (P = 0.14)
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Test for overall effect Z= 1.89 (P = 0.06)
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Experimental  Control Risk Ratio Risk Ratio

or Subaro s Total Events Total Weight M.H,Random, 95% CI M-H, Random, 95% CI
Lammers PE 2018 47 100 43 85 94% 0.94(0.70,1.26] —r
PivotX 2018 208 402 167 398 202% 1.23[1.06,1.43) ——
PivotX 2022 107 238 115 236 161% 092(0.76,1.12] ===
Stebbing J 2021 16 248 129 256 17.4% 0.93(0.78,1.11] I
Tanvex Inc. 2022 164 336 153 338 19.0% 1.08(0.92,1.27) .
von Minckwitz G 2018 172 388 137 338 18.3% 1.19(1.00,1.40) ——
Total (95% C1) 1682 1652 100.0% 1.06[0.95, 1.18] -
Total events 814
Heterogeneity. Tau*= 0.01; Chi*=10.32, df= 5 (P = 0.07); F= 52% 1

¥ 0.7 15
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Rugo HS 2021 82 230 86 228 78%  0.95(0.74,1.20] ——
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7 085 12 1
108t DrOVeraN Sfipct Z=0.28 (P=0.71) Favours [experimental] Favours [control]

E6 PFS AEFLLBIEY Meta 2347 ZR HRE

Experimental Control Risk Ratio Risk Ratio
Study or Subaroup _Events _ Total Events Total Weight M-H, Fixed, 95% CI M.H, Fixed, 95% Cl
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XuB 2021 287 324 289 325 135%  1.00[0.94,1.05] —
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Total events. 86 pakil
Heterogeneity: Chi*= 10.94, df= 8 (P = 0.21), F= 27% 085 09 12
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Testfor overall effect Z= 0.68 (P = 0.50) Favours [experimental] Favours [control]
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Lammers PE 2018 0 13 1112 101%  0.33(0.01,803

Pegram MD 2019 1 349 1 353 66% 1.01[0.06,16.11) —_— 1t

PivotX 2018 3 4, 2 400 138%  1.40(0.24,835) —
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Stebbing J 2021 2 m 0 278 33% 513[0.25,106.34] 1
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XuB 2021 2 3 2 325 134%  1.00(0.14,7.08) —_——

Total (95% C1) 2090 2079 100.0%  1.21[0.61,2.38] -
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8 ADA PHIEZRA) Meta S HT 7R K

Experimental  Control Risk Ratio Risk Ratio
Study or Subgroup Events  Total Events Total Weight M-H. Fixed, 95% CI M-H, Fixed, 95% CI

‘Alexeev SM 2020 3 13 4 110 445%  0.73(0.17,319] —a—

Lammers PE 2018 0o 113 0 112 Not estimable
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