Saol Therapeutics Announces FDA Approval of LYVISPAHTM (baclofen) Oral Granules
ROSWELL, GA US/Dublin, IE/Hamilton, BM Dec. 6, 2021 – Saol Therapeutics today announced that the
U.S. Food and Drug Administration (FDA) has approved Saol’s LYVISPAH™ (baclofen) oral granules.
LYVISPAH™ (lye-vis’-pah) is indicated for the treatment of spasticity resulting from multiple sclerosis,
particularly for the relief of flexor spasms and concomitant pain, clonus, and muscular rigidity.
LYVISPAH™ may also be of some value in patients with spinal cord injuries and other spinal cord
diseases. LYVISPAH™ is a strawberry-flavored, dissolvable granular formulation of baclofen and will be
available for patients 12 years and above in 5mg, 10mg, and 20mg packets. Unlike other formulations of
baclofen, it is approved for administration with or without water, with soft foods and with enteral
feeding tubes.
Patients suffering from spasticity may concurrently develop swallowing difficulties. Nearly one million
people in the United States are living with multiple sclerosis1, and the prevalence of spasticity within this
patient population has been estimated to be as high as 67%2. Additionally, the prevalence of dysphagia
in the multiple sclerosis population has been reported to be between 34-43%3,4, with aspiration
pneumonia frequently cited as a contributing factor in deaths of these patients5.
Dr Michael Saulino, Chair of Physical Medicine and Rehabilitation at Cooper University Hospital
commented, "LYVISPAH™ represents an important treatment option for individuals with spasticity who
have dysphagia. The bioequivalence between LYVISPAH™ and traditional oral baclofen products should
allow for straightforward prescribing by clinicians who manage patients with both clinical problems.”
David Penake, CEO of Saol Therapeutics stated, “We are tremendously excited by the approval of
LYVISPAH™. Spasticity is a challenging condition to treat, and we have commonly heard that no two
patients are alike. Because of this, clinicians stressed to us that there is a need for new formulations
designed to benefit their patients who have difficulty swallowing. I’m incredibly proud of the work our
team has done to get this approved, and our hope is that this is the first in the line of many new
therapies we can bring to market to support health care providers and the patients they treat.”
Following this approval, Saol Therapeutics is preparing for a full commercial launch of LYVISPAH™ in
2022.
About Saol Therapeutics
Saol Therapeutics (pronounced “Sail”) is a privately held, biopharmaceutical company with operations in
Roswell, GA, Dublin, Ireland and Hamilton, Bermuda. Saol is focused on commercial and clinical
development activity in CNS disorders such as spasticity, pain management, and orphan diseases. Saol is
committed to providing and advancing therapeutic options for patients and the physicians treating
these populations. For more information, visit www.saolrx.com.
About LYVISPAHTM (baclofen) oral granules
LYVISPAHTM is indicated for the treatment of spasticity resulting from multiple sclerosis, particularly for
the relief of flexor spasms and concomitant pain, clonus, and muscular rigidity. LYVISPAH™ may also be
of some value in patient with spinal cord injuries and other spinal cord diseases. LYVISPAH™ is a
strawberry-flavored, dissolvable granular formulation of baclofen and will be available for patients 12
years and above in 5mg, 10mg, and 20mg packets.
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Important Safety Information
Indications and Usage
•
•

LYVISPAH™ (baclofen) oral granules is a muscle relaxant and antispastic that is indicated for the
treatment of spasticity resulting from multiple sclerosis, particularly for the relief of flexor
spasms and concomitant pain, clonus, and muscular rigidity.
LYVISPAH™ may also be of some value in patients with spinal cord injuries and other spinal cord
diseases.

Limitations of Use
•

LYVISPAH™ is not indicated in the treatment of skeletal muscle spasm resulting from rheumatic
disorders.

Contraindications
•

LYVISPAH™ is contraindicated in patients with hypersensitivity to baclofen.

Select Warnings and Precautions
•
•
•

Abrupt discontinuation of baclofen has resulted in serious adverse reactions including death;
therefore, reduce the dosage slowly when LYVISPAH™ is discontinued.
Neonatal withdrawal can occur; gradually reduce the dosage and discontinue LYVISPAH™ before
delivery.
LYVISPAH™ can cause drowsiness and sedation. Patients should avoid the operation of
automobiles or other dangerous machinery until they know how the drug affects them. Advise
patients that the central nervous system effects of LYVISPAH™ may be additive to those of
alcohol and other CNS depressants.

•
•

LYVISPAH™ can cause exacerbation of the following: psychotic disorders, schizophrenia, or
confusional states; autonomic dysreflexia; epilepsy. Use with caution in patients with these
conditions.
LYVISPAH™ should be used with caution in patients who have had a stroke.

Adverse Reactions
Serious Adverse Reactions
•

Advise patients and caregivers not to discontinue use of LYVISPAH™ without consulting with
their healthcare provider because sudden withdrawal of LYVISPAH™ can result in serious
complications that include hallucinations, seizures, high fever, confusion, muscle stiffness,
multiple organ-system failure, and death. Inform patients that early symptoms of LYVISPAH™
withdrawal may include increased spasticity, itching, and tingling of extremities. Abrupt
discontinuation of baclofen, regardless of the cause, has resulted in adverse reactions that
include hallucinations, seizures, high fever, altered mental status, exaggerated rebound
spasticity, and muscle rigidity, that in rare cases has advanced to rhabdomyolysis, multiple
organ-system failure, and death. Therefore, reduce the dosage slowly when LYVISPAH™ is
discontinued, unless the clinical situation justifies a rapid withdrawal.

Common Adverse Reactions
•

The most common adverse reactions (>1%) in patients treated with baclofen for spasticity are
drowsiness, dizziness, weakness, nausea, confusion, hypotension, headache, insomnia,
constipation, urinary frequency, and fatigue.

Drug Interactions
•

LYVISPAH™ (baclofen) oral granules can cause CNS depression when used concomitantly with
other CNS depressants and alcohol.

Use in Specific Populations
•
•
•
•
•
•

There are no adequate data on the developmental risks associated with the use of LYVISPAH™ in
pregnant women. LYVISPAH™ should be used during pregnancy only if the potential benefit
justifies the potential risk to the fetus.
Nursing mothers should exercise caution, as oral baclofen has been shown to pass into milk at
therapeutic doses.
Withdrawal symptoms can occur in breastfed infants when maternal administration of
LYVISPAH™ is stopped, or when breastfeeding is stopped.
Safety and effectiveness in pediatric patients below the age of 12 have not been established.
In general, dose selection for an elderly patient should be cautious, usually starting at the low
end of the dosing range, reflecting the greater frequency of decreased hepatic, renal, or cardiac
function, and of concomitant disease of other drug therapy.
Because baclofen is primarily excreted unchanged through the kidneys, LYVISPAH™ should be
given with caution to patients with renal impairment, and it may be necessary to reduce the
dosage.

For more information, refer to LYVISPAH™ (baclofen) oral granules prescribing information, located at
www.LYVISPAH.com/prescribinginformation.

To report SUSPECTED ADVERSE REACTIONS, contact Saol Therapeutics at toll-free phone 1-833 6444216 or FDA at 1-800- FDA-1088 or www.fda.gov/medwatch.

