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Construction of quality assurance SOP system in drug research GLP
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China

Abstract: Quality assurance (QA) in drug non-clinical safety evaluation is the key to the construction of quality management system,
and it is the conforming assurance of project research and management system, also the power of standard operating procedures strictly
enforce. The construction quality of the QA department standard operation process (SOP) and check form are related to the personnel’s
behavior standard for quality assurance, and of great significance. The SOP content is usually divided into personnel post construction,
overview of QA procedures and facilities construction of QA procedures, project implementation of QA procedures, supplier and
multiple site research QA procedures construction, QA statement, etc, and matching with the corresponding inspection form. Each part
of SOP should be around QA examination, inspection, and monitoring specific behavior to write, short and concise, clear, writing code,
and operable. Involving related form should be rational design, process and record is complete, fill out the convenience simple, form a
strong support for the work of QA personnel.
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