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Table 1 Some instability factors and possible control measures should be considered in preparation process development
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Abstract: Objective To assist applicant to better understand the technical requirements of “ Technical
guidance on pharmaceutical research of synthetic peptide drugs ( trial)”. Methods Based on the contrast
between the 2007 edition and the new guidance,the paper provides the interpretation of the new guidance in
terms of drafting background, active pharmaceutical ingredient preparation process, structure verification,
formulation and process of preparation, quality control and stability studies, combined with drafting process
of the guidance and current regulatory requirements. Results Compared with the 2007 edition, the guidance
is more targeted and practical, more references was provided for the follow-up study on pharmaceutical
research of synthetic peptide drugs. Conclusion The guidance is conducive to guiding applicant to develop
and apply synthetic peptide drugs, as well as promoting the development of peptide drugs.
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