
Y. Chen¹, G. Zhong¹, L. Chen¹, J. Ma¹, H. Cui¹, B. Wei¹, W. Shao¹, Y. Wang², P. Fu¹, Z. Dai¹;
¹Department of Breast Surgery, The First Affiliated Hospital, College of Medicine, Zhejiang University, Hangzhou, CHINA, 

²Department of Pathology, The First Affiliated Hospital, College of Medicine, Zhejiang University, Hangzhou, CHINA.

Contact

< y o u r n a m e >

< y o u r  o r g a n i z a t i o n >

Em ai l :

W e b s i t e:

P h o n e :

Neoadjuvant chemotherapy combined with Toripalimab for HR+/HER2- breast cancer : a 
prospective, single-arm, multi-center clinical study (NEOTORCHBREAST01)
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Hormone receptor (HR)-positive/human epidermal growth factor
receptor 2 (HER2)-negative breast cancer (BC) exhibits low
pathologic complete response (pCR) to neoadjuvant therapy,
urgently requiring more effective alternatives. The phase III trials
KEYNOTE-7561 and CheckMate-7FL 2demonstrate the potential of
neoadjuvant immunotherapy combined with chemotherapy in
HR+/HER2- breast cancer. Here we aim to evaluate the efficacy
and safety of toripalimab combined with neoadjuvant
chemotherapy plus adjuvant toripalimab in HR+/HER2- BC, with
the goal of providing more treatment options and potential
theoretical support for precision therapy in breast cancer.

A prospective, single-arm, phase II clinical trial.(NCT06611813)

• Female, 18-75y 
• Patients with 

untreated 
HR+/HER2- BC

• T1N1-3; T2-
4N0-3; M0 

• ECOG PS of 0-1

Eligibility Criteria Epirubicin
(or liposomal 
doxorubicin) 

and
Cyclophosphamide

12w

Nab-paclitaxel 

12w

Toripalimab

Primary Endpoints: pCR and RCB 0-1.
Secondary endpoints: Safety, EFS,ORR.

SURGERY(2-4 weeks after completion of neoadjuvant therapy)

Toripalimab+Endocrine Therapy

As of August 20, 2025, 37 patients had been enrolled in the study. The median age was
52 years. Of all patients, 81.1% (30/37) had clinical stage II, 18.9% (7/37) had clinical
stage III. 73% (27/37) had node-positive disease, 73.0% (27/37) had ER expression≥50%,
37.8% (14/37) had PR expression≥50%, and 89.2% (33/37) had Ki67 expression≥15%,
(33/37))
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37.8%
（14/37）

56.8%
（21/37）

All 37 subjects received neoadjuvant
therapy and completed surgery. The
pathologic complete response (pCR)
rate was 37.8% (14/37), and the
residual cancer burden (RCB) 0–1 rate
was 56.8% (21/37).

Our results indicate that toripalimab-based neoadjuvant chemotherapy achieves
favorable efficacy signals in HR+/HER2- breast cancer, with a safety profile consistent
with prior immunotherapy studies.
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