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Stevens-Johnson syndrome (SJS) and Toxic Epidermal Necrolysis (TEN) are severe cutaneous adverse
drug reactions. Due to the rare nature of SUS/TEN, available evidence on the frequency of these dis-
eases and on the role of a potential causal involvement of drugs is scarce. Some hospital based studies
provide evidence on a possible role of certain drugs, but further evidence is needed, as SJS/TEN treat-
ment is mainly based on discontinuation of suspected drugs. Previously published incidence rates (IRs)
are scarce and vary greatly due to the low numbers of patients studied and due to difficulties in defining
the population at risk. In addition, follow-up data on mortality and especially on long-term complications
in survivors of SUS/TEN are sparse. The planned epidemiological study will include a case-control part
identifying drugs which have been taken at the time of the onset of SUS/TEN, as well as two different
cohort studies. In the first cohort study we will assess IRs of SUS/TEN overall as well as in new users of
different drugs. In the second cohort analysis we will quantify mortality rates and identify long-term com-
plications of SUS/TEN applying a Cox proportional hazard analysis. The suggested project will involve
one of the largest SUS/TEN study populations available, and will be among the first SUS/TEN studies
using a large longitudinal database (first one on the Clinical Practice Research Datalink - CPRD).
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