
[Provider Name]

[Practice Name]     
[Provider Specialty]

   [Provider Address]
[Date]
[Name of Medical Director] [Title]
[Name of Insurer] [Address of Insurer] [City, State, ZIP Code]
Re: Letter of Medical Necessity for ONAPGO apomorphine HCl) injection, for subcutaneous use[Patient’s Name] [Patient’s ID number] 
Dear [Name of Medical Director]:
I am a [board-certified medical specialty] physician writing on behalf of my patient, [patient’s name], to document the medical necessity of ONAPGO™(apomorphine hydrochloride), a continuous subcutaneous infusion, for the treatment of motor fluctuations (OFF episodes) in adults with advanced Parkinson’s disease (PD). 
[Patient’s name] is currently being treated with, [list past and/or other current PD treatments, including oral or other carbidopa/levodopa preparations, MAO-B/COMT inhibitors, dopamine agonists, amantadine, A2A antagonists, anticholinergics, levodopa-carbidopa intestinal gel, Deep Brain Stimulation, focused ultrasound, on demand therapies, or other]. As Parkinson’s disease progresses, levodopa and other conventional Parkinson’s disease treatments such as those listed here and which are repeatedly adjusted to optimize treatment, often cease to effectively manage symptoms of Parkinson’s disease1. Despite these interventions and attempts to optimize treatment, my patient continues to experience very significant, persistent, and disabling motor fluctuations (OFF time) and an inadequate response to [his/her] Parkinson’s disease medication regimen.  Relevant aspects of [Patient’s name]’s medical history are included below:
Medical History Summary: [Insert patient’s medical history below]
· [Patient’s name] was diagnosed with PD [include appropriate ICD-10 code(s)] in [year of diagnosis].
· In [year of OFF emergence], as [Patient’s name]’s PD progressed, and despite adjustments to PD therapies, [he/she] developed worsening and often disabling daily motor fluctuations (OFF time). Symptoms have included [list symptoms/signs, for example hypomobility, tremor, rigidity, akinesia, postural instability, bradykinesia, Parkinsonian gait (shuffling, festinating, freezing, etc.), or others]. 
· [Patient’s name]’s daily OFF time episodes, including morning akinesia, have become more unpredictable, and are frequently unresponsive  to oral medications. These symptoms have a significant impact on [his/her] daily activities. 
· In addition to those treatments listed above, [Patient’s name] previously tried (and failed) the following PD medications/interventions: [list failed treatments and include reason(s) for failure (inadequate response, specific tolerability issues, etc. if they are informative to clinical decision-making].
ONAPGO, approved in February 2025, is the first and only wearable subcutaneous apomorphine infusion device that provides continuous treatment to target more consistent control of motor fluctuations for adults with advanced Parkinson’s disease.
  Similar in size and weight to an average smartphone, it is a reversible, nonsurgical treatment option generally worn during the waking day (e.g., for 16 hours). ONAPGO offers flexible, continuous (and bolus, if needed) dosing options with a Clinical Nurse Navigator team available to provide education and support throughout dose titration and ongoing treatment. ONAPGO is not substitutable for apomorphine products intended for intermittent use.
In the pivotal phase 3, multicenter, parallel-group, double-blind, randomized, placebo-controlled TOLEDO study (N=107), ONAPGO demonstrated significant improvements in daily OFF time and GOOD ON time (ON time without troublesome dyskinesia) at 12 weeks compared to placebo, with improvements seen as early as week 1.1-

  In the TOLEDO open-label extension (and the confirmatory open-label InfusON study) improvements in motor fluctuations were observed through 52 weeks.
,

ONAPGO is appropriate and clinically indicated for the treatment of [Patient’s name]’s OFF time . The prevalence and burden of motor fluctuations are significant, with an estimated 468,000 people with PD in the US experiencing them at any given time.
  Despite current treatment, the patient-reported impact of OFF was shown to be considerable.

I hope this information is useful in explaining why I have specifically prescribed ONAPGO for [Patient name]. If you require any additional information, please contact me at [insert your phone number].
Sincerely, 
[Physician’s Name]
[Physician’s contact information]
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