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Abstract: Objective

convenient service for enterprises. Methods

To promote the electronization of certificates for lot release of biological products, and to provide more
The current application status of electronic certificates for lot release of biological
products was investigated, and the existing problems were analyzed. The opinions and suggestions of staff working for biological
product lot release in related enterprises on the electronic certificates were obtained,the implementation of electronic certificates for
lot release of biological products was promoted based on the existing business and system. Results Enterprises related to biological
product lot release lacked sufficient understanding of electronic certificates. The primary attitude of enterprises towards the cognition,
usage, needs and format requirement was as follows: understanding a little of electronic certificates for lot release (79.10%) ,
understanding a little but having not used it before (49.25%) , needing it (50.75%) , hoping that the format of electronic and
paper certificates for lot release was consistent (53.73%). The primary attitude towards function requirement was fast and timely
delivery (94.03%). The main factor affecting the cancellation of paper certificates for lot release was how to prevent electronic
certificates from being falsely used (79.10%). Precisely 62.69% of respondents thought that paper certificates were needed. The
respondents had doubts about the safety and application ability of electronic certificates for lot release of biological products, but
still strongly supported its implementation. Conclusion The implementation of electronic certificates for lot release of biological
products facilitates enterprises to obtain and manage the lot release certificates timely, improves the operational efficiency of
enterprises, saves the social resources,and strengthens the data sharing and business collaboration among regulatory departments. It
is suggested that regulatory departments should further improve the work mechanism, strengthen the interdepartmental collaboration,
and increase the promotion and propaganda of the electronic certificates.
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Tab.1 Respondents’ cognition of electronic certificates for lot

release (n = 67)
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Tab.2 Respondents’ requirements for the function of electronic

certificates for lot release (n = 67)
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Tab.3 Respondents’ views on the factors affecting the cancellation of

paper certificates for lot release (n = 67)
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Fig. 1 Workflow of processing of electronic certificates for lot release
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