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Abstract: In clinical trials, it is essential to design a simple and practical case report form (CRF) in accordance
with the requirements of the protocol. Complete and accurate test data, and the quality of clinical trials depend on the
scientific and reasonable design of CRF. CRF design is not simple. Every detail of its later use and the whole proce—
dures of statistical analysis should be taken into account during the design of CRF. Therefore, the design of CRF was
the team work, which needs the cooperation and efforts of each member of the study group. During the design of CRF,
the international related standard or guideline should also be considered.
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Figure 1 Suggested CRF development flow chart
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