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The topic of this paper is very important and relevant to all stakeholders participating in clinical research. Furthermore,
refresher readings and training related to quality control and assurance aspects are extremely important for the
professionals working in the industry and research centers. This paper is an excellent summary of regulations as well as
practical aspects (with provided examples) of current trends and expectations by Regulatory Bodies related to the
oversight of clinical studies. The discussion of the importance of source documents and the role of investigators gives
very deep insight into the core principle of quality of work during clinical research, based on ICH GCP R3. The citation of
relevant literature and latest guidelines (such as the Annual Report of the Good Clinical Practice (GCP) Inspectors’
Working Group (IWG) 2022 & MHRA GCP Inspectorate, GCP Inspections Metrics Report re-issued 11 April 2023A) is an

added value of this paper. The style and language are easy to understand, making the reading smooth and enjoyable.
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