
KLH-8  Clinical trial protocol and protocol amendment(s)

This provision is valid as of June 1, 1998.

Translation of Chapter 6. of ICH Guideline for Good Clinical Practice (E6, May 1, 1996), which represents 
requirements of SUKL for clinical trial protocol submitted with the application for approval / notification of 
clinical trial. Text of the guideline is not modified or changed.




