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CLADRIBINE REGIMEN FOR USE IN TREATING PROGRESSIVE FORMS OF MULTIPLE SCLEROSIS

Field of the Invention

The present invention relates to the use of specific oral dosings, specific oral dosage forms and/or
specific oral dose regimens comprising Cladribine for the treatment of progressive forms of
Multiple Sclerosis, especially Primary Progressive Multiple Sclerosis and/or Secondary

Progressive Multiple Sclerosis.

Background of the Invention

Multiple sclerosis (MS) is the most known chronic inflammatory demyelinating discase of the
central nervous system in humans. The onset of the disease typically occurs during ages 20 to 40.

Women are affected approximately twice as often as men.

Over time, MS may result in the accumulation of various neurological disabilities. Clinical
disability in MS is presumed to be a result of repeated inflammatory injury with subsequent loss

of myelin and axons, leading to tissue atrophy.

MS is often manifested in physical symptoms (relapses and disability progression), Central
Nervous System (CNS) inflammation, brain atrophy and cognitive impairment. Presenting
symptoms include focal sensory deficits, focal weakness, visual problems, imbalance and fatigue.
Sexual impairment and sphincter dysfunction may occur. Approximately half of the patients with

MS may experience cognitive impairment or depression.

MS is often considered to be a multi-phasic disease and periods of clinical quiescence
(remissions) occur between exacerbations. Remissions vary in length and may last several years
but are infrequently permanent.

Four courses of the disease are generally differentiated: relapsing-remitting (RR), secondary

progressive (SP), primary progressive (PP) and progressive relapsing (PR) multiple sclerosis.



