
Restless Leg Syndrome (RLS) Fact Sheet 

What is restless leg syndrome ? 

 Restless leg syndrome is a very common neurological disorder that is thought to be due to 
a dysregulation of dopamine signaling in the brain. It is considered by many experts to be one of 
the most common – and challenging – disorders of sleep.  As many as 5 million patients in the 
USA currently have moderate to severe RLS requiring therapy, with a prevalence globally of 
between 1.9-4.6 %.  Clinically, RLS is characterized by a “disagreeable” sensation in the legs, 
most commonly occurring during sleep.  Patients may complain of an itching, “creeping” sensation 
with an uncontrollable movement of their legs and sometimes arms.  These sensations may occur 
when the patient is at rest, and are generally more pronounced in the evening or during sleep.  The 
disorder affects women twice as frequently as men, and is one of the most common disorders 
during pregnancy. 

How is RLS diagnosed and treated ? 

 RLS is a challenging disorder to diagnose and treat.  Current therapy includes hot baths 
multiple times a day, diet and regular exercise, avoidance of coffee, tobacco and alcohol, and 
regular sleep time.  Many patients require pharmacotherapy in addition to the life-style efforts 
listed above.  Oral dopamine agonists such as ReQuip (ropinorole) and Mirapex (pramipexole) are 
often prescribed, but these drugs can have significant side effects including hypersexuality, 
impulse control disorder (pathologic gambling), nausea, sleepiness, hallucinations and tremors.  In 
some patients, these drugs may make their symptoms even worse – a phenomenon known as 
augmentation. 

 Another drug often prescribed is Neupro, a transdermal patch that delivers rotigotine – a 
potent D2 agonist.  This approach requires shaving the skin and applying a transdermal patch to 
the shaved skin each day.  The patch must be rotated to a different part of the body over a two 
week period, and while effective, the patch is commonly associated with skin reactions to the 
excipients in the patch.  In the long-term follow-up studies of Neupro for RLS as many as 37% of 
patients will have to stop using the patch due to skin reactions and augmentation – even though 
their symptoms may completely subside.  When skin reactions occur, they can sometimes be 
severe enough to require medical attention. 

SER-214 is an experimental therapy that may be useful in RLS 

 In 2016 Serina Therapeutics advanced SER-214, a polymer therapeutic that incorporates 
rotigotine, for treatment of Parkinson’s disease and RLS.  The Phase Ia trial in PD subjects has 
completed enrollment.  SER-214 is a safe, very well-tolerated weekly subcutaneous (sc) injection 
that can be delivered once a week in a standard insulin syringe.  The pharmacokinetic profile of 
release of rotigotine from the polymer provides continuous delivery of rotigotine for seven days, 
so that patients need only take a single weekly sc injection to treat their symptoms.  There are no 



skin reactions associated with SER-214 and some of the subjects in the Phase I trial actually 
improved while on SER-214. 

 Serina Therapeutics has established an international advisory board of experts in RLS, and 
is advancing SER-214 as a treatment for RLS.  The trial will enter Phase II development in  2017-
2018.   


