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Prematurely ended - statement

EudraCT number: 2009-014912-36

Full title of the study: Behandling vid Langerhans cellhistiocytos (LCH)

Sponsor: Karolinska Institutet

Contact person: Jan-Inge Henter

Product: Simvastatin

Date of the early termination of the trial: 2009-12-31

Statement on discontinuation of the study: Treatment with simvastatin was provided to two patients for 24 weeks, which was according to the treatment plan. The target dose was 1.0 mg/kg/day (max 60 mg per day) orally. 
 
The main problem with LCH is neurodegeneration. Neurofilament (NFL) was monitored as a biomarker of neurodegeneration in one patient; for NFL, the detection level of the assay was 125 ng/L, and values above this level were considered pathological. Unfortunately, neurofilament increased from 290 ng/L to 400 ng/L while on therapy, indicating that the therapy was not beneficial for the most important clinical complication of the disease. Therefore, no additional patients were included in the study. No patients were still receiving treatment at time of the early termination. Because of the early termination, it is not possible to evaluate the results and the overall risk benefit assessment of simvastatin in LCH.
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