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The clinical pathology plays multiple roles in the pre-clinical development of pharmaceutical drugs. It’s primary mission is to provide information on the well being of laboratory animals within Regulatory Studies. The clinical pathology results help to ensure the safety of the compound prior to it’s first administration to man. These results also enable the definition of the dose, which produces toxicity (as well the non-toxic dose level), the potential target organ for toxicity and aid in selection of the dose for longer term toxicological (6 or 12 months) or carcinogenicity studies (24 months). The panel of parameters measured is consistent across study type/duration and species and covers haematology, coagulation, plasma chemistry and urinalysis. Approximately 40 different parameters/ per individual animals are generally assessed to allow detection of any drug-related adverse effects. 

Besides this “routine” activity, the clinical pathologist is also involved as an expert during the very early stages of selection/development of candidate compounds. In this role, he aids the screening of several candidates of the same chemical/pharmacological series, provides information to ensure “confidence in safety” or “proof of concept” and brings a rapid response to Discovery. Studies conducted to answer these questions are generally of short duration (at most a few days) and carried out on a very limited number of animals. In this context, the clinical pathologist is very often asked to propose special, non-routine or exotic tests, appropriately chosen to bring a pertinent response to a particular question.  

Moreover, others areas of expertise are frequently placed under the Clinical Pathologist’s responsibility. These are typically Immunotoxicology (lymphocyte phenotyping, T-cell dependent antibody response), endocrinal and function tests.  

In all cases, a thorough knowledge of the laboratory animal (physiology, normal values, etc…) is required. Equally important is the ability to define clearly why some changes in the treated animals can be considered not to be adverse.  In the pharmaceutical industry, and as required by the Regulatory bodies, Sprague-Dawley rats and Beagle dogs are widely used as rodent and non-rodent species.  Additionally, mice, mini-pigs or primates may be also used in certain cases.   

In this presentation, some practical examples of both routine and non-routine activities will be presented based on recent data and experiences.    

