Statistical Issues in Pharmacoepidemiological Case-control Studies

Deborah Ashby Departments of Mathematical Sciences and Public Health, University of Liverpool, Liverpool L69 3BX UK Tel: + 44 (0) 151 794 5585, e-mail: d.ashby@liv.ac.uk

Rosalind L Smyth Respiratory Unit, Royal Liverpool Children’s Hospital, Alder Hey, Liverpool L12 2AP UK Tel: +44 (0) 151 252 5693, e-mail R.L.Smyth@liv.ac.uk

and

Philip J Brown Institute of Mathematics and Statistics, University of Kent at Canterbury, Canterbury, Kent CT2 7NF UK Tel: +44 (0) 1227 823794, e-mail: Philip.J.Brown@ukc.ac.uk April 20, 1999

Statistical Issues in Pharmacopidemiological Case-control Studies

Abstract Pharmacoepidemiology is the study of the use and the effect of drugs in large numbers of people. The work relies largely on standard epidemiological principles, which, applied in a new context, bring particular constraints and opportunities.

In January 1994, a cluster of children with cystic fibrosis (CF) who developed strictures in the colon was reported. It was suggested that these may have been associated with high strength pancreatic enzyme preparations which had been introduced into use in these patients approximately one year previously. This hypothesis has been evaluated by a case-control study which confirms the association with highstrength pancreatic enzyme usage.

The study is described and is used to illustrate statistical issues to provide a framework for future research in statistical methodology in pharmacoepidemiological case-control studies.