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Junshi Biosciences Toripalimab’s Breakthrough in Advanced
Mucinous Melanoma Treatment Published on JCO

Junshi Biosciences, a leading biopharmaceutical enterprise, has recently taken
the lead in the combination therapy of its domestically developed anti-PD-1
mAb toripalimab (trade name: Tuoyi) and anti-angiogenic drug axitinib, which
has made breakthrough and provided new solutions for first-line treatment
of advanced mucinous melanoma. It is also expected to become the new
standard for first-line treatment.

It was an open-label, phase IB clinical trial in patients with advanced
melanoma conducted by Professor Guo Jun’ team from the Peking
University Cancer Hospital and was published in the Journal of Clinical
Oncology (IF: 28.245) recently.

Essay title published on Journal of Clinical Oncology
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In recent years, the incidence of malignant melanoma in China is on the rise,
with an annual growth rate of 3% to 5%, which has become the fastest
growing type among all malignant tumors. Mucosal melanoma is one of the
main subtypes in China, accounting for 22%~25%, but it is rare in white race.
This subtype is prone to visceral metastasis with poor prognosis and poor
responses to traditional chemotherapy ， the response rate to monoimmunotherapy is also extremely limited.

Previous clinical studies demonstrated that vascular endothelial growth factor
(VEGF) expression level was associated with poor outcomes in patients with
mucosal melanoma which may be due to its biological characteristics such as
hypervascularity. Axitinib is a tyrosine kinase inhibitor against VEGFR1-3
(vascular endothelial growth factor receptor 1-3), which could increase the
efficacy of anti-PD-1 mAb via downregulating immunosuppressive factors
when combines with anti-PD-1 mAb.

Professor Guo Jun's team aimed at the clinical unmet needs of Chinese
patients and initiated the first combination therapy of toripalimab and
axitinib, which brought unprecedented breakthrough in the first-line
treatment of mucosal melanoma.
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The study showed that the combination therapy of toripalimab and axitinib
in patients with chemotherapy-naive advanced mucinous melanoma，the ORR
was 48.3% (irRECIST criteria: ORR 51.7%), DCR was 86.2% and median
progression-free survival(mPFS) was 7.5 months (The median OS was not
reached by the cutoff date).

As the leader of this study, Professor Guo Jun said: "The immunotherapy
combination regimen of mucosal melanoma developed by Chinese experts
has been internationally recognized for the first time. The safety data was
better than the overseas researches, which may even rewrite the international
guidelines. I am proud of our research team and China’s domestic innovative
drugs! Toripalimab gives Chinese experts more opportunities to conduct
some innovative, Asia-specific studies. In the field of melanoma, a number of
studies on neoadjuvant therapies and combination therapies of toripalimab
are currently in full swing. I believe that the vast majority of evidence -based
medical evidence in the future guidelines of acral and mucosal melanoma will
come from China."

Junshi Biosciences attaches great importance to the treatment of China’s
unique tumors, constantly explores new ways brought by combination
therapy, and seeks safer and more effective combination therapy in
cooperation with researchers and pharmaceutical companies in China and
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abroad to improve the efficacy of tumor treatment and overcome the drug
resistance of anti PD-1 monotherapy hoping to benefit more patients.
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