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Abstract Objective: The six factors of “man/manpower, machine, material, method, measurement and
environment”, as known as “SM1E”, consist the most frequently-used analyzing model for quality problems.
This article adopted this model to discuss the control measures in improving quality management level in GLP
(good laboratory practice) facilities in China. Methods: “SMI1E” model was used to analyze the main factors
that affect the quality management level of GLP and to explore the effective control measures. Results and
Conclusion: Man is the body of GLP and trainings are necessary for key personnel to deepen the understanding
of compliance. Machine is the basic tool of GLP and a series of measures are established to ensure the availability
and applicability of equipment and instruments. Materials, as the carrier of data, should be dealt with to ensure
their reliability and stability. It is important for methods to ensure the quality and schedule of experimental
projects and measurements are pivotal for accuracy of machine and operation. Environment is the carrier of GLP
and it will influence the stability of material and schedule of experimental projects as well. With the improvement
of regulatory in drug research, development and manufacturing, the awareness and levels of quality management

should be enhanced. An idea will be provided by “SMI1E” model for cultivating talents, reducing the cost,
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increasing economic results, developing and improving GLP quality management levels.
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