Focus on Harmonization: the International Commission on Harmonization and the Clinical Trials Transformation Initiative
The purpose of this panel is to provide insights to inform the deliberations of the newly created Subcommittee on Harmonization. The subcommittee’s charge is to examine issues related to the protections of human subjects in research where multiple regulatory agencies and rules have oversight over the same research studies, and develop recommendations regarding how to achieve the appropriate protection of human subjects while minimizing the administrative burdens created by multiple regulatory requirements. The panel will review how the International Commission on Harmonization (ICH) Guidance for Industry E6 Good Clinical Practice: Consolidated Guidance (GCP) serves to coordinate the ways people in different countries meet the requirements for the protection of human subjects in studies carried out in different participating nations. It will evaluate how ICH E6 GCP is implemented, and what its strengths and weaknesses are. It will also review the efforts to date of the Clinical Trials Transformation Initiative (CTTI), and how the CTTI project sees the opportunities to improve the effectiveness and efficiency of human subject protections in clinical trials where more that one set of regulatory requirements for the protection of human subjects may apply.
