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The role of the clinical trials pharmacist in reporting of adverse drug reactions
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he reporting of adverse drug reactions is an important element of pharmacovigilance. Drug safety data collection and

recording and reporting of adverse reactions are essential to the clinical trial protocol and their importance is strongly
emphasized. However, sponsors of clinical trials have somewhat neglected the involvement of the clinical trials pharmacist on
adverse drug reaction reporting. In Australia, the spontaneous reporting of adverse drug reactions to the Advisory Committee
on the Safety of Medicines (ACSOM), Therapeutic Goods Administration (TGA) by health professionals or the pharmaceutical
industry is analogous to the voluntary reporting to the Adverse Event Reporting System (AERS) under the FDA. Pharmacists
play a major role in reporting of adverse drug reactions in Australia and the mean level of contribution by pharmacists in adverse
drug reaction reporting between 2004 and 2008 was 23.3%. At the Royal Melbourne Hospital in 2011, 54% of adverse drug
reactions were reported by pharmacists compared to 28% by doctors, 14% by radiology staft and 4% by nurses. The clinical trials
pharmacist has an in-depth knowledge of pharmacotherapy of the study drugs in addition to the knowledge of a broad range of
drugs and clinical therapeutics. They can thus contribute to improved pharmacovigilance by being actively involved in adverse
drug reaction reporting in clinical trials as well as detecting other drug-related problems such as drug interactions with over-
the-counter medications, conventional and alternative drugs. The role of the clinical trials pharmacist can be expanded beyond
drug management, record keeping and participant education to pharmacovigilance including adverse drug reaction reporting.
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