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Methods and Experiences 
In the development of medical devices and medicinal products, audits are an important tool for assuring the quality 
of clinical trials, i.e. the well-being of trial subjects, the integrity and validity of trial data and the transparency of 
the processes followed. 

Now in its third, revised and expanded edition, GCP Auditing provides a comprehensive overview of GCP auditing meth-
ods and procedures, both in the clinical fi eld and related areas such as production (GCP), pharmacovigilance (GVP), lab 
work (GCLP), non-interventional studies (NIS) and medicinal product trials. A description is provided of all audit steps 
from planning to completion, including every audit type used in clinical research and the above areas.

Aspects such as the auditing of computer systems and archiving are also addressed, along with the topics of risk 
management and inspections. People employed in the pharmaceutical/biotech industry, contract research organi-
sations (CROs) and academic or commercial institutions will benefi t from the authors‘ extensive quality assurance 
knowledge and experience in all areas of GCP auditing.


