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Research on the Risk Supervision Strategy during Vaccine Production
SONG Min', HUANG Tai-kang’ (1.College of Business Administration, Shenyang Pharmaceutical University,
Shenyang 110016, China;2.State Food and Drug Administration, Beijing 100810, China)

ABSTRACT OBIJECTIVE: To improve the quality and safety of vaccines and guarantee the safety of drug use by studying the
risks of vaccine production and putting forward relevant regulation strategy. METHODS: Based on the concept of quality risk man-
agement, the risks of vaccine production were analyzed, and main problems of vaccine manufacturers were put forward in term of
risk; relevant supervision countermeasures were provided. RESULTS & CONCLUSIONS: The risks of vaccine production come
from production materials, production process, quality system, change of production procedure, electronic supervision, storage
and transportation; main problems of vaccine manufacturers are as follows: lax production materials control, poor production pro-
cess control and weak quality awareness of enterprises and skill; relevant countermeasures include: clearing supervision system, im-
proving awareness of quality risk, enhancing production materials control, carrying out important supervision for whole production
process, tracking and evaluation, improving QMS, implement changing procedure strictly, strengthening electronic supervision,
storage and transportation and enhancing manufacturing management and personnel training.
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