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Hritish Journal af Dermatslagy 2007, 144: 1154 1160,

Differences in efficacy between intention-to-treat and
per-protocol analyses for patients with psoriasis vulgaris and
atopic dermatitis: clinical and pharmacoeconomic implications

R.SCHIFFNER, [SCHIFFNER-ROEE, M.GERSTENHAUER,* FHOFSTADTER T
MILAKDTHALER AND WETOLZ

Deparrment of Dermaniagy, “Cancer Regisey Center Regendburg, Tisnnae of Farhalagy, Univerayy of Regensbury, 93042
Regenstuing. Genmany

Accepied for publeation 21 December 2004

Summary Sackground  Phermacozconomic outcome research 15 based on three criteria: (1) evalustion of
objective therapeutic effects; (i) quality of life; and (i) reatment costs. Evaluation of therapeutic
effect is mainly based on the results of chnical trials using objective clinical measures e g, Peoriasis
Area and Severity Index (PASI) {score for psoriesis walgaris) and the Severity Scoring of Atooic
Desmatitis (SCORAL) (score for atopic desmatitis). In most studes anly resuls for & freatment-
optimizzd subpopulation (satients treated according to the protocol) ae presented in publications
The relevance of such data for daily mutine therapy is doubful.

Offectives Our purpese wiss W oovestiga e the expected les of electiveness of switching lmem @
clinical tral to daily routine therapy tor the symchronous application of narrow-band ult-avialet
IUV) B phototherapy (311 nmi and bething in 10% Dead Sea salt soludion (syrekronous
balneophotatherapy) for patents witk psoricsis vulzaris and atopic derm aritis.

Mehods We conduded o malicenire, uncontrolled dbserva doonal study of outpatien s To achieve
data ‘or ‘clinical wial' and ‘daily routine' situations, two populations were compared: (i) all patients
dretly treated acenmling o the prtacal (ATP) with no pmincnl deviations (data piblished in
clinical trials), and (ii) all sadonts participating in the stady who reecived active treetment at least
once, despiie weatment irregularitizs, non-complience, early withdrawal or other provocol
vidlations [intention-to-treat-popalation (IT7T), moadz] for ‘daily routme'],
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