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ABSTRACT

Comparative Effectiveness Analysis, the comparison of the relative effectiveness of competing treatments for treatment of a disease is increasingly relied upon by prescribers, regulatory agencies and insurers to determine which treatment should be preferred for the individual patient and often for reimbursement.

Most comparative effectiveness studies rely on data from relatively short-term studies.  Yet, many dermatologic diseases are chronic and differences in treatments’ long-term safety may be more important in determining comparative effectiveness than differences in short-term efficacy.

I will discuss the role of long term safety in determining the comparative effectiveness of psoriasis treatments.    I will review briefly our knowledge concerning long-term safety of psoriasis treatments, including UVB, PUVA, cyclosporine, and biologic therapies, ongoing studies of long-term safety of biologic agents.   Randomized controlled trials to assess long-term safety are not feasible.  Therefore, safety assessments have often compared the incidence of adverse events in a treated population to that “expected.”  The potential pitfalls in calculating the observed and expected number of events will be discussed. Possible biases as a result of   deletion of susceptibles,  adverse selection, and latency will be discussed.  The importance of completeness of follow up, duration of follow up , and assessing the relation of multiple exposures to outcome will be illustrated.
