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Establishment of a preliminary evaluation plan for the expanded application of a new domestically

produced PD-1 mAb——Taking Piamprimab as an example

Pengchong Wang, Yaning Zhu, Xianpeng Shi, Suyun Yong, Ruifang Hao, Peng Zhang*

Department of Pharmacy, Shaanxi Provincial People's Hospital, Xi'an, Shaanxi

[ Abstract] Objective To analyze the expanded application of piamprilumab, establish a preliminary evalua-
tion plan for the expanded application of a new domestic programmed death receptor-1 (PD-1) monoclonal anti-
body, and provide basis and reference for clinical application. Methods Collect drug information and evidence-
based evidence of extended application to determine the scope of extended application; search relevant guidelines,
and recommend extended applications that have been approved in foreign countries or have been recommended by
guidelines; screened the approved indications or obtained For other similar drugs recommended by the guideline,
recommendations for extended application are given through substitutable evaluation. Results After preliminary
screening, 8 expanded applications were identified; through the search guide, the expanded application of piam-
prilumab in liver cancer, squamous non-small cell lung cancer and nasopharyngeal carcinoma was recommended,
but not in gastric cancer. It is recommended; the expanded application of pianpilimumab in head and neck
squamous cell carcinoma, small cell lung cancer, and cholangiocarcinoma is recommended through the evaluation
of surrogacy, and the application in non-squamous non-small cell lung cancer is not recommended. Conclusion A
preliminary scheme for rapid evaluation of the expandable application of the new domestic PD-1 mAb was
established through the guideline search and comparison of similar competing products.

[ Keywords] Pienpilimumab; Domestic PD-1 mAb; Expanded Application; Substitutability; Rapid Evaluation
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