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Worldwide Status of Research and Development of Recombinant Protein Vaccine
YANG Xiaoyi,CHEN Juan,YAN Shu,LU Yan,OUYANG Zhaolian
(Institute of Medical Information ,Chinese Academy of Medical Sciences.Beijing,China 100020)
Abstract: Objective To analyze the worldwide status of research and development (R & D) of recombinant protein vaccine.
Methods The information of the recombinant protein vaccine in the world that had been marketed,were in the registration or pre —
registration status and had started the phase Il clinical trials in the Cortellis database from the inception to September 1, 2021
were searched by the computer. The worldwide R & D status of recombinant protein vaccine was analyzed from the distribution of
countries where institutions researching the products located,time to market for the first time/ time to start the phase Il clinical
trial , indications and other aspects. Results There were 74 recombinant protein vaccine in the world had been marketed or were in
the registration or pre — registration status, and 29 products were in the phase Il clinical trials. In terms of countries where
institutions researching the products located,China had the most products that had been marketed or were in the registration or pre —
registration status (21 products) / were in the phase Il clinical trials (12 products),followed by the United States (fifteen products /
seven products) ,the United Kingdom (eleven products/zero product),Cuba (five products/zero product) and France (four products/
one product),ranking in the forefront. Nine products were marketed from 1986 to 1997,29 products were marketed from 1998 to 2009,
36 products were marketed from 2010 to 2021, and 23 products were in the phase Il clinical trials from 2016 to 2021. There
were thirty, eighteen, twelve, eleven, six and six products with indications of hepatitis B virus (HBV) infection, diphtheria, tetanus,
pertussis (DTaP) , the Haemophilus influenzae infection, influenza virus infection, Neisseria meningitidis infection and poliovirus
infection, respectively. There were five, four and three products in the phase Il clinical trials for the prevention of human
papillomavirus (HPV) infection, tumors caused by the non — HPV infection and Streptococcus pneumoniae infection,respectively, more
than the corresponding marketed products. Conclusion The R & D achievements of recombinant protein vaccine in the world are
rich, the number of marketed products is gradually increasing,and the approved indications have expanded from DTaP,influenza and
meningitis to other infectious diseases and tumors. China leads the world in both the number of products that have been marketed
and the number of products in the phase Il clinical trials.
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Conditional Approval for Marketing of Antitumor Drugs in China
SONG Yinyin'?,XU Wenfeng' ,HU Xin',]JIN Pengfei’
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of Pharmacy Administration and Clinical Pharmacy,School of Pharmaceutical Sciences,Peking University ,Beijing . China 100191 )
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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