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Sex and/or gender was not considered in the study design as this trial investigated a treatment for breast cancer and it was
anticipated that the majority of or all patients would be females. Sex and/or gender of participants was determined based on
self-report. No sex- and gender-based analyses have been performed in this study, the analysis was based on patient disease
status.

There were no race, ethnicity, or other socially relevant groupings in this study.

For the whole study, the median age was 52.0 years (range 27-76), most patients were female (n = 146, 97.3%), and 145
(96.7%) patients were diagnosed with breast cancer; two (1.3%) had lung cancer, and one (0.7%) each had ampullary cancer,
submandibular gland malignant tumor, and gastric cancer. For patients with breast cancer, 112 (77.2%) were HER2-positive
and 32 (22.1%) had tumors with HER2-low expression. For non-breast cancer patients, two (40%) were HER2 IHC 2+ and
three (60%) were HER2 IHC 3+. The most common metastatic sites were lymph nodes (60.7%), lung (54.0%), bone (42.0%)
and liver (42.0%); 11 (7.3%) had brain metastases. Patients with !3 metastatic sites accounted for 59.3% (n = 89) across all
dose groups. Among HER2-positive patients treated at the RP2D, almost all patients (99%) had visceral metastases. Among all
patients enrolled, 88.7% received a median of 3 lines of previous therapy and for those patients enrolled at the RP2D, 93.3%
received ! to 2 previous lines of therapy. All patients with HER2-positive breast cancer had previously received anti-HER2
therapy, among which the most common treatments were trastuzumab (n = 107, 95.5%), pyrotinib (n = 75, 67.0%) and
pertuzumab (n = 38, 33.9%). A small number of patients had also received previous treatment with T-DM-1 (n=6, 5.4%). At
the data cutoff date, 97 (64.7%) patients had discontinued treatment, most due to disease progression (n = 77, 79.4%; Fig. 1).

Eligible participants were enrolled based on their eligibility without selection at nine study sites in China.

This study was approved by relevant institutional review board and/or ethics committee at nine study sites in China.

National Cancer Center/Cancer Hospital Chinese Academy of Medical Sciences and Peking Union Medical College, Beijing,
China; Sir Run Run Shaw Hospital, Zhejiang university School of Medicine, Zhejiang, China; Jilin Cancer Hospital, Jilin, China;
The Fourth Hospital of Hebei Medical University, Hebei, China; Cancer Hospital Chinese Academy of Medical Sciences,
Shenzhen Center, Shenzhen, China; Henan Cancer Hospital, Zhengzhou, China; Tianjin Medical University Cancer Institute and
Hospital, Tianjin, China; Sun Yat-sen University Cancer Center, Guangzhou, China; Meizhou People's Hospital, Meizhou, China.

The dose-escalation study enrolled patients with a 3+3 approach, and approximately 92 patients were estimated for enrollment.
Approximately 50 patients were estimated for enrollment in the dose-expansion study, with the assumption that the ORR of FS-1502 was
50%, type I error was 0.025 for single side, and the 95% CI was 35.5-65.4%.

No data were excluded.

This was a phase 1 trial to determine the tolerability, MTD, RP2D, and antitumor activity of FS1502. Findings from this phase 1 trial will be
validated in future clinical trials.

This is an open-label, single-arm study.

This is an open-label, single-arm study.




