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Medical Writing is an integral part of clinical research and drug development. More than often, medical writers work closely with colleagues from biostatical and data management teams during documents’ development. While the statistical portion of a study protocol design or clinical study report  is usually the obligation of biostatistical team, it always calls for a coordinated efforts and combined inputs from the medical writer as well as the statistician to accomplish it. As a medical writer, it is strongly recommended to get involved with the review of the statistical analysis plan, study design and sample size calculations early on during a study protocol design, and have inputs for the generation of the table, listings and figures for a clinical study report prior to analysis of the data.  Simultaneous review and understanding with the statistician easies out the document drafting as well as ensuring scientific and data integrity and accuracy as the medical writer for the document. While statisticians shall continue to remain experts of their domain and have the final inputs for their respective sections of the protocol or a study report, basic understanding of statistics helps a writer to ensure that the final output is available in the desired format, and also to understand and interpret the available data for scientific/research objective. The presentation intends to discuss fundamentals of statistics that one should know at the least, as a medical writer. Aspects of sample size calculations; statistical tests used commonly; understanding mean, median, ranges for data; significance of ‘p’ values and confidence intervals; things to be considered for discussion with a statistician during a study protocol design, finalizing a statistical analytical plan, or prior to writing a clinical study report; all of which  a medical writer should be cognizant about,  will be discussed.
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