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* 160 eligible subjects were enrolled and randomized 1:1:1:1 to receive HLX11, US-
pertuzumab, EU-pertuzumab or CN-pertuzumab, respectively.

All subjects received treatment and were included in the PK analysis set and the
safety analysis set.
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* Here we report the results of a phase 1 study (HLX11-001, NCT04411550) — HLX11 vs US-pertuzumab : : were reported in the study (Figure 4).
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urinary tract infection (28.1%), diarrhea (26.3%), mouth ulceration (18.8%), and
« This randomized, double-blind, four-arm phase 1 study aimed to compare hyperuricemia (15.6%).
pharmacokinetics (PK), safety and immunogenicity between HLX11, US-, EU- and Ratio (90% Cl) 0 0.2 04 0.6 0.8 1.0 1.2

CN-approved pertuzumab (Figure 1).

By PT, the most common ADRs were leukocytosis (54.4%), proteinuria (36.9%),
urinary tract infection (28.1%), diarrhea (26.3%), and mouth ulceration (18.8%).
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2. Perjeta® Food and Drug Administration (FDA) Label.
* Eligible subjects were randomized 1:1:1:1 to receive a single dose of 420 mg 3. Perjeta® National Medical Products Administration (NMPA) Approval.
HLX11, US-, EU-, or CN-pertuzumab by intravenous infusion, respectively. *** Furthermore, PK parameters stratified by ADA status were comparable among four treatment groups. 4. Perjeta® European Medicines Agency (EMA) Label.
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 The primary endpoints were area under the concentration-time curve from time
zero to infinity (AUC,_ (), area under the concentration-time curve from time
zero to the last quantifiable concentration (AUC,,), and maximum serum @:'
concentration (C, . ). PK bioequivalence was established if 90% confidence /
interval (Cl) of the geometric mean ratio of AUC,_ ,, AUC,,, and C__, fell within

the range of 0.80-1.25. Scan to get more clinical =T

Secondary endpoints included other PK parameters, safety and immunogenicity information about HLX11 @
(anti-drug antibody [ADA]).
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