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Key points to consider in the design and evaluation of clinical trials for chronic
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Abstract: Chronic constipation is a common clinical disease which
affects the quality of life and then causes obvious economic and social
burden. Many domestic enterprises have been developing drugs for
chronic constipation but the relevant clinical trial technical guidelines
have not been published in China. This paper summarizes the clinical
development cases of new mechanism drugs listed in this field at home
and abroad in recent years including chloride channel activator
Lubiprostone 5 — hydroxytryptamine 4 receptor agonist Prucalopride

Guanylyl Cylase — C agonist Linaclotide Plecanatide and ileal bile acid
transporter inhibitor Elobixibat. Through the above experience summary

some considerations for the key points in the design and evaluation of
clinical trials are put forward from the perspective of drug evaluation in
this article in order to provide reference for drug clinical development.

This paper discusses functional constipation excluding organic diseases
or drug — related constipation.
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