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STOPP (STudy on Osteoarthritis Progression Prevention):
“A new two-year trial with chondroitin 4&6 sulfate (CS)"

Study design according to OA guidance - A. Kahan (France)
Clinical results - J.-Y. Reginster (Belgium)
Radiological results - E. Vignon (France)

STOPP was a prospective, multicentre, randomised, parallel groups, double blind clinical study
comparing 24 month orally administered Chondrosulf® (chondroitin 4&6 sulfate) 800 mg oad
vs. placebo in patients with knee osteoarthritis.

Methods

A total 600 patients were enrolled (300 patients per group), was targeted in 40 centres from 4
European countries (F, B, CH, A) and the USA.

Outpatients of either sex, aged between 45 and 80 years affected by tibio-femoral knee osteo-
arthritis defined by clinical and radiological criteria were selected.

The symptomatic knee (VAS 30 mm) was selected as the target knee since the enrolment for
each patient. If both knees were symptomatic, the knee with the narrower joint space was to be
selected. If both knees had the same joint space width, the most symptomatic knee was chosen.
Patients received Chondrosulf® (chondroitin 4&6 sulfate, CS) 800 mg oral gel (IBSA, Switzer-
land) vs. placebo, once-a-day for 24 months . The primary efficacy criteria was the minimal joint
space narrowing (JSN) analysed by means of image digitisation. Secondary efficacy criteria were
pain using the Huskisson’s VAS. WOMAC algo-functional index, total consumption of
paracetamol and authorised NSAIDs. Global efficacy and tolerability were independently
assessed by investigators and patients by means of VAS and a semi-quantitative verbal scale
respectively. Treatment compliance and biological markers of arthritis for a sub-group of
patients were also assessed. Patients underwent control visits on Day-30, Day 1, Month 1, 3, 6,
9, 12, 15, 18, 21 and 24; the evaluations for a single patient was always carried out by the same
investigator. Knee X-rays were taken with the subject in standing and in flex position (Lyon-
Schuss) at inclusion visit and after 12, 18 and 24 months. X-rays were analysed in blind as per
treatment and sequence at the end of the study according to a technique of image digitisation.
A statistical analysis (ITT and PP) was carried out by an external, independent centre.






