Bumpy road to virtual control groups


In systemic toxicity studies replacement of concurrent control animals by so-called Virtual Control Groups (VCGs) may reduce the use of animals thus contributing to the 3R's principle of animal experimentation: Reduce, Refine, Replace.
Although VCGs are an established concept in clinical trials, the idea of replacing living beings with virtual data from historical data sets has so far not been introduced into the design of regulatory animal studies1. However, major steps facilitating review of methodology for derivation of ViCoGs from historical control data and performance testing in statistical analysis, are the collection, curation and sharing of suitable sets of historical control data from preclinical toxicity studies.
This talk will summarize accomplished and ongoing efforts for cross-industry provision of data resources, standardization and curation activities. A line out of both general ideas and specific methodology for derivation of ViCoGs shall serve the discussion of advantages and pitfalls. 
Real-world examples and case studies2 will illustrate how certain methods impact the study results of toxicity studies. Further, ideas for transferring these insights into regulations and guidelines, especially possibilities for reaching out for regulatory advice to gain acceptance of this concept as early as possible1 will be discussed. 
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