Date: 

Payer Company Name
Street/Building Address
City, State ZIP

ATTN: Contact Name/ Contact Title

Re: Letter of LYVISPAH Medical Necessity for Plan Member Name

Plan member information:
Name: First and Last Name
Date of Birth: MM/DD/YYYY
ID Number: Insurance ID Number
Group Number: Insurance Group Number

Dear Sir or Madam:

This letter is to explain the rationale for my prescription of baclofen oral granules (LYVISPAHTM) for patient name. This individual suffers from spasticity resulting from Multiple sclerosis, spinal cord injury, and/or other spinal cord disease. 
LYVISPAH has been FDA approved since December 2021 and is bioequivalent to oral baclofen tablets.1,2 It is also well recognized by experts that baclofen is an effective drug treatment for spasticity. Baclofen results in alleviation of signs and symptoms of spasticity, particularly relief of flexor spasms and concomitant pain, clonus, and muscular rigidity.3
Currently, there are 4 forms of oral baclofen on the US market, all of which have been FDA approved for use in spasticity resulting from Multiple sclerosis, spinal cord disease, and/or other spinal cord disease. These include generic baclofen tablets, LYVISPAH (baclofen oral granules), Fleqsuvy (baclofen oral suspension)4, and Ozobax (baclofen oral solution)5. While all 4 products consist of the same active ingredient (baclofen), they differ in their dosage formulations and indicated routes of administration.  
LYVISPAH helps those patients with dysphagia and/or using a feeding tube by providing a baclofen formulation that provides accurate dosing and can be administered in multiple ways. Patients can administer LYVISPAH in multiple ways: pouring directly in their mouth, dissolving in liquids or soft food, or via enteral feeding tubes.  LYVISPAH does not need to be shaken or reconstituted and can be stored at room temperature, ensuring consistent and accurate dosing.  
LYVISPAH helps patients (and their caregivers) deliver accurate dosing.  Crushing baclofen tablets may be a difficult task for patients and/or caregivers and can increase the risk for inadequate or inaccurate dosing. Studies with various crushing methods have shown drug loss ranging from 0 – 38%. Drug loss should not be above the threshold of <3% set by the FDA.6 Steps to recover the lost drug are inconvenient and time-consuming for nurses, caregivers, and patients and may still result in drug loss above the FDA threshold.7
In my opinion, Lyvispah would be the most appropriate treatment option to meet the unique needs for my patient. 
In light of the foregoing considerations, it is essential that you approve LYVISPAH for my patient. It is my view that use of other preparations of baclofen create challenges for my patient and/or their caregivers and LYVISPAH provides a needed solution for my patient’s needs.  
Sincerely,
Signature line
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