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Abstract: Objective To provide a reference for applicants and regulatory agencies to better carry out pre — registration inspections.
Methods The purpose significance and requirements of the pre — registration test were clarified by combing the requirements and
revision history of the relevant provisions of the pre — registration test in the Provisions for Drug Registration,the Drug Registration
Inspection  Work Procedures and Technical Requirements Specification (for Trial Implementation, 2020 version) and the Drug
Registration Inspection Work Procedures and Technical Requirements Specification (Draft Revision for Public Opinion). Chemical drugs
produced overseas were taken as an example, and the problems existing in the practical application were discussed. Results and
Conclusion By opening up a pre — registration verification channel and moving the registration verification initiation node forward,
more flexibility and initiative can be provided for applicants to carry out registration verification. It is recommended that the
applicant completes the application materials in the practical application process,and the inspection agency clarifies the scope and
application of the variety. Strictly implement the regulation that only one pre — registration inspection can be carried out to ensure
the fairness of the application. The communication and coordination should also be strengthened and the implementation rules for
pre — registration inspection should be further refined in regulatory agencies,so that policy dividends can benefit more drugs and
accelerate the launch of innovative drugs in China.
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Tab.2 Requirements for pre — registration inspection in the
Drug Registration Inspection Work Procedures and Technical Re-

quirements Specification (for Trial Implementation,2020 version)
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Tab.3 Revision content related to pre — registration inspection

in the Drug Registration Inspection Work Procedures and Techni-

cal Requirements Specification (Draft Revision for Public Opinion)
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A. Routine registration inspection B,C. Pre — registration inspection
Fig.2 Schematic diagram of the time required for registration

inspection during the review process
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