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Study on the Effect of Drug Registration System Adjustment on New Drug Research and Development in
China

FENG Ailing, GUO Fuli, XING Hua(College of Business Administration, Shenyang Pharmaceuticak, University,
Shenyang 110016, China)

ABSTRACT OBIJECTIVE: To provide reference for improving the registration sucgess Tate of new drug research and develop-
ment (R&D) enterprises after adjusting drug registration system in China. MEPHODS: The'national drug policies, regulations and
related documents were comprehensively studied and combed to explore the main contents of drug registration system adjustment
and its effects on the R&D forms, drug patent and on-site verification. The suggestions were put forward. RESULTS & CONCLU-
SIONS: The adjusted drug management systemsshowed new definitions for new drugs and generic drugs in China, as well as de-
tailed requirements and regulations fordrug R&D), cenditions, process and on-site inspection. It enhanced the protection of patents
and patentees. The new drugs should'be assessed its market value and clinical advantages. Data contents and requirements for drug
registration declaration were made the relevant adjustments. New drug R&D enterprises should develop drug listed license manage-
ment system as early as possible based on the implementation of listed license management system pilot, improve its efficiency and
benefit, The new drug R&D should notice the clinical efficacy and demand of market, focus on the drugs with good clinical effica-
cy in common diseases, frequently-occurring diseases and major diseases; and those for treating rare diseases, the elderly and chil-
dren disease can use "easy access" or fast track to accelerate the speed of drug registration. New drug R&D enterprises should im-
prove the R&D conditions, and standardize the management of development process to ensure the effective and smooth develop-
ment.
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Analysis and Suggestions of the Existing Problems in Drug Registration Declaration in Guangdong Province
MENG Lanzhen, ZHOU Weijun, JIANG Yingzhu (Center for Certification and Evaluation, Guangdong Food and
Drug Administration, Guangzhou 510080, China)

ABSTRACT OBIJECTIVE: To provide reference for drug registration declaration. METHODS: The disapproval comments of Chi-
na Food and Drug Administration on the declared drugs in Guangdong Province in 2015 were collected, existing problems in ‘cur-
rent drug registration declaration in clinical trials stage and registered production stage were analyzed. And suggestions were put for-
ward based on relevant policies and regulations. RESULTS & CONCLUSIONS: Reasons for the rejection of“declaring chemical
drugs in clinical trials stage mainly focused on that there had been imported drugs.applied-for registration or new drugs entering
monitoring period. While pharmacy research quality defects, especially insufficient research in impurities and relevant materials,
are the main problems of declaring clinical trials and production., In/terms of clinical trail declaration, applicant should respond to
new drug registration classification reform, strengthen original innovation development; the development of biological products
should establish comprehensive and effectivegevaluation system to form superior technology and products. In terms of drug registra-
tion production declaration, related departments or drug manufacturers should enhance the evaluation for drug form and specifica-
tions design, and generic [drugs. sheuld pay attention to the consistency evaluation with the original research drugs. Besides, the
above problemsican be solved by conducting scientific and feasible research methods for impurities and related material, and pay at-
tention to,enlarging research of forward-looking production technology.

KEYWORDS Drug registration; Approval comment; Problem; Suggestion
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