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New version of ICH-GCP - R2 - what does it really mean

Good Clinical Practice (GCP) is an international ethical and scientific quality standard for designing, conducting, recording and
reporting trials that involve the participation of human subjects. Compliance with this standard provides public assurance that
the rights, safety and wellbeing of trial subjects are protected, consistent with the principles that have their origin in the Declaration
of Helsinki, and that the clinical trial data are credible. Since the development of the ICH GCP Guideline, the scale, complexity and
cost of clinical trials have increased. Evolutions in technology and risk management processes offer new opportunities to increase
efficiency and focus on relevant activities. When the original ICH E6 R1 text was prepared, clinical trials were performed in a largely
paper-based process. Advances in use of electronic data recording and reporting facilitate implementation of other approaches.
ICH GCP R2 has been amended to encourage implementation of improved and more efficient approaches to clinical trial design,
conduct, oversight, recording and reporting while continuing to ensure human subject protection and reliability of trial results. ICH
GCP R2 was published 30.11.2016.

There are few new changes changes from previous version - R1. They were caused due to several reasons:
1. Common development of clinical trials
2. New technologies
3. More complex design of clinical trials

We will have made brief review of these changes, affect on all participants of clinical research — IRB/IEC, Investigator and Sponsor.
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