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Conditional Approval for Marketing of Antitumor Drugs in China
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Abstract: Objective To standardize the procedure of conditional approval for marketing of antitumor drugs in China,and to ensure
the accessibility of drug use for patients. Methods The review information for marketing of antitumor drugs with the conditional
approval for marketing released by the Center for Drug Evaluation, NMPA (CDE) as of February 2022 was sort out, and the
varieties and conditions of antitumor drugs with the conditional approval for marketing in China were summaried. Results The
procedure of conditional approval for marketing of antitumor drugs in China had certain achievements. At present, 15 antitumor
drugs involving 19 indications had been approved for marketing with conditions, and the approval conditions all involved the
clinical research plan and risk management plan after the antitumor drugs were marketed. However, the approval conditions of most
antitumor drugs did not specify the completion date of the research and the submission date of final clinical research report after

the antitumor drugs were marketed. Conclusion The corresponding implementation rules of the procedure of conditional approval
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for marketing of antitumor drugs in China are still need to be improved. In terms of technical review,we still need some general

and standardized technical guidelines or consensuses to support the technical review of conditional approval for marketing, and we

also need to guide the enterprises of drug research and development to correctly understand the system requirements and specific

connotation of conditional approval to ensure the standardized implementation of the procedure of conditional approval for marketing

of antitumor drugs in China,and to ensure the accessibility of drug use for patients with tumor.

Key words:antitumor drug;conditional approval; procedure of marketing;drug administration
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Tab.1 Documents and content of relevant systems of conditional approval for marketing of drugs in China
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Tab.2 Chidamide Tablets:review and approval information of the conditional approval for marketing released by the CDE
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Tab.3 Pyrotinib Maleate Tablets:review and approval information of the conditional approval for marketing released by the CDE
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Tab.4 Anlotinib Capsules:review and approval information of the conditional approval for marketing released by the CDE
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Tab.5 Zanubrutinib Capsules:review and approval information of the conditional approval for marketing released by the CDE
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Tab. 6 Orelabrutinib Tablets:review and approval information of the conditional approval for marketing released by the CDE
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Tab.7 Almonertinib Mesilate Tablets:review and approval information of the conditional approval for marketing released by the CDE
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Tab.8 Fluzoparib Capsules:review and approval information of the conditional approval for marketing released by the CDE
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Tab.9 Niraparib Tosilate Capsules:review and approval information of the conditional approval for marketing released by the CDE
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Tab. 10 Tislelizumab Injection:review and approval information of the conditional approval for marketing released by the CDE
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Tab. 11 Toripalimab Injection:review and approval information of the conditional approval for marketing released by the CDE

wirk . . Hl AR LTEER) ,
bLaf  AMEE  RERR #Ri FLIRBATE AREH k:00)
FMAAES 2018-03 2018-12 BEAEZAFE BHNER-FALREAARRKEARRT LA -1PD- 1) EARE PRIFETERRE 2R, F RBERALEHE
EHAAR BARERE  RREARS0DHREFEA-LARRTHRAREAENE  REBLTEAANFOELRA  REh%oBIHR
Fd) RTabkds  EERMMA AR ST MEARL, BRF0SEARRLE  BE—FHTaAREe®ty, SARRLGTH
BELEER AR ARERSBAFLEE BERREARTHRL KRR

F12 FEFBRESE:CDEMEGHE LT HRITFFERER

Tab. 12 Sintilimab Injection:review and approval information of the conditional approval for marketing released by the CDE
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Tab. 13 Camrelizumab for Injection:review and approval information of the conditional approval for marketing released by the CDE
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Tab. 14 Pralatrexate Injection:review and approval information of the conditional approval for marketing released by the CDE
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Tab. 15 Pamiparib Capsules:review and approval information of the conditional approval for marketing released by the CDE
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Tab. 16 Daratumumab Injection:review and approval information of the conditional approval for marketing released by the CDE
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