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Discussion on Implementation of eCTD in Drug Registration in China

Ran Wei, Zhang Zhe (Information Center of China Food and Drug Administration, Beijing 100053, China)

Abstract Objective: To provide references for implementing the electronic common technical document
(eCTD) in drug registration in China. Methods: The composition, advantages and global implementation of
eCTD were introduced. Combined with the facts of our country, the challenges of implementing eCTD in China
were discussed from the aspect of policy and technology. Results and Conclusion: The advantages of eCTD
in creating, transmitting, reviewing, retrieving, archiving document and in document lifecycle management as
well, ensure the integrity and standardization of data, improve the efficiency of application and review, and save
the registration cost. However, the system security, the association between raw materials and drug registration
data, registration application of Chinese medicine preparations and other aspects still need further improvement.
The training of relevant professionals should be strengthened to speed up the construction and use of eCTD
information system.
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