NOTE TO PROVIDER:
THIS STANDARD LETTER TEMPLATE HAS BEEN PROVIDED FOR GENERAL INFORMATION ONLY. IT IS THE PROVIDER’S RESPONSIBILITY TO ENSURE ANY INFORMATION SUBMITTED TO PAYERS IS COMPLETE AND ACCURATE AS WELL AS TO CUSTOMIZE THIS TEMPLATE FOR USE WITH THEIR JUVMOTM (TAVAPADON) TABLETS PATIENTS. ABBVIE DOES NOT GUARANTEE THAT THE USE OF ANY INFORMATION PROVIDED IN THIS LETTER WILL RESULT IN COVERAGE OR PAYMENT BY ANY THIRD-PARTY PAYER.

INSTRUCTIONS FOR USE:  

Letter of Medical Necessity
Payers may require documentation of medical necessity before approving coverage.  A Letter of Medical Necessity documents a patient’s medical history and diagnosis, and gives clinical justification for the prescribed treatment. The following template may be useful as a starting point. 

Before you start
1. Check the payer’s requirements first. Some plans require submission on their own form. In that case, consider attaching this letter as supporting clinical documentation.
2. Customize the letter for this patient. Replace every bracketed field with accurate, patient-specific information and provide clinical content and rationale that reflects your own independent clinical judgment, consistent with the patient’s medical record.
3. Have the patient and plan details on hand. At a minimum, the letter should state the policy or member ID, the plan identification number, the patient’s date of birth, the diagnosis, and ICD-10 code. Check the payer's specific documentation requirements to ensure all required information is provided.

What to Include in a Letter of Medical Necessity
· The reason for the request
· The clinical rationale supporting JUVMOTM for your patient, including relevant treatment history
· Relevant medical history and current condition
· Expected outcome of treatment, in your professional opinion
· A restatement of the request for approval

What to attach
· Patient’s supporting clinical records and chart notes including current, previous, and discontinued medications
· Relevant labs, diagnostics, and imaging

Include when applicable
· The plan’s own request form, if it requires one
· Treatment guidelines, peer-reviewed literature, or clinical trial data

For case-specific or general access support, call your Field Reimbursement Manager
or JUVMO Complete at 1-888-817-4847, Monday to Friday, 8 AM to 8 PM ET.

INDICATION1
JUVMO is indicated for the treatment of Parkinson’s disease in adults.

SAFETY CONSIDERATIONS
JUVMO may cause hypotension/orthostatic hypotension; compulsive behavior or problems with impulse control; hallucinations and psychotic-like behavior; or dyskinesia. The most common adverse reactions (≥5%) for JUVMO without levodopa were nausea, headache, dizziness, fatigue, dysgeusia, vomiting, dry mouth, and anxiety. The most common adverse reactions (≥5%) for JUVMO with levodopa were nausea, dyskinesia, dizziness, headache, hallucinations, and orthostatic hypotension.






Please see additional Important Safety information on page 4.
Please see accompanying full Prescribing Information or visit https://www.rxabbvie.com/pdf/juvmo_pi.pdf.
	[Insurance Company]
	Re: Patient Name: _______________________

	[Address Line 1]
	Policy ID:              ________________________

	[Address Line 2]
	Policy Group:        ________________________

	
	Date of Birth:	   ________________________



ATTN: [Medical/Pharmacy Director, Department]

Re: Letter of Medical Necessity for JUVMOTM (tavapadon) Tablets for [Plan Member Name]

Dear [Medical/Pharmacy Director]:

I am writing to request a formulary exception for JUVMOTM (tavapadon) tablets for my patient, [Patient Name], [age], who has been diagnosed with Parkinson's disease [since Date]. Based on my clinical experience, I request approval for my patient to receive JUVMO based on medical necessity. Treatment will include [the JUVMO Titration Pack to support titration] and JUVMO [5 mg, 10 mg and/or 15 mg tablets]. 

CLINICAL NEED
As a [prescriber role and credentials], I have determined that [Patient Name]'s current Parkinson's disease treatment regimen, including [current medication(s], for [duration], is no longer adequately controlling their symptoms. The patient continues to experience [describe symptoms], which impair their ability to [Consider describing how symptoms impact on daily function, such as ability to perform daily activities, maintain work responsibilities, move safely and independently, engage socially]. 

LIMITATIONS OF CURRENT THERAPY FOR THIS PATIENT
This patient's current regimen has not provided adequate symptom control. Specifically, [Describe motor complications on current therapy. Consider including information such as wearing off occurring within [#] hours of a dose, [#] off episodes per day/week, delayed or absent morning dose response, dose failures], which the patient reports has [Consider describing additional impact such as difficulty maintaining mobility, increased fall or safety concerns, greater reliance on caregiver, disrupted sleep, reduced ability to safely drive, negative impact on mood.] 

WHY JUVMO IS THE APPROPRIATE THERAPY
[Describe clinical rationale. Consider including the following information in the description.] 

JUVMO is the only once-daily selective D1/D5 dopamine receptor partial agonist approved for Parkinson's disease in adults. Its 24-hour half-life delivers consistent, stable plasma concentrations throughout the day allowing for once-daily dosing, with a binding affinity for D1 and D5 receptors.1 

The clinical evidence for JUVMO as adjunctive therapy is derived from the Phase 3 TEMPO-3 trial (NCT04542499), a randomized, double-blind, placebo-controlled, flexible-dose, 27-week study evaluating JUVMO (5-15 mg once daily) adjunctive to oral carbidopa/levodopa in 507 adults with Parkinson's disease experiencing motor fluctuations (Modified Hoehn & Yahr stage 2–3 in the "On" state; mean baseline levodopa dose approximately 815 mg/day).2 

In TEMPO-3, JUVMO + oral levodopa demonstrated a statistically significant and clinically meaningful increase in total daily “On” time without troublesome dyskinesia at week 26 (LSM; improvement: +1.7 hours vs +0.6 hours for placebo + oral levodopa; LSM difference: +1.1 hours 95% CI: 0.6–1.7; p < 0.0001), with separation from placebo + oral levodopa seen as early as week 8. JUVMO also signiﬁcantly reduced total daily “Off” time (LSM difference: −0.94 hours vs Placebo + oral levodopa placebo; p = 0.0006), exceeding the 1.0-hour minimal clinically important difference.1,2 The most common adverse events for JUVMO with oral levodopa (≥5%) were nausea, dyskinesia, dizziness, headache, hallucinations, and orthostatic hypotension.

JUVMO had low rates of somnolence (as confirmed by Epworth Sleepiness Scale analyses), and impulse control disorders vs placebo in the adjunctive setting.2 Adverse event rates of placebo vs JUVMO included: somnolence 4.3% vs 5.2%, ICD 2.4% vs 1.2%.

JUVMO has Warnings and Precautions for hypotension/orthostatic hypotension, impulse control/compulsive behaviors, hallucinations and psychotic-like behavior, and dyskinesia. There are no labeled Warnings and Precautions for DAWS, falling asleep during activities of daily living, or somnolence.1 


Please see Indication and Important Safety information on page 4.
Please see accompanying full Prescribing Information or visit https://www.rxabbvie.com/pdf/juvmo_pi.pdf.
PRIOR THERAPIES TRIED AND FAILED AND/OR INELIGIBLE

	Therapy
	Dose / Duration
	Reason discontinued

	__________________
	__________________
	☐ Ineffective ☐ Intolerable ☐ Contraindicated ☐ Other

	__________________
	__________________
	☐ Ineffective ☐ Intolerable ☐ Contraindicated ☐ Other

	__________________
	__________________
	☐ Ineffective ☐ Intolerable ☐ Contraindicated ☐ Other


[Consider including additional context on prior therapy failures.] 

WHY ALTERNATIVE THERAPIES ARE NOT APPROPRIATE
[Consider including information related to other classes of therapy that you judge inappropriate for your patient.]

D2/D3 Dopamine Agonists: 
[If the patient is not a candidate for D2/D3 dopamine agonist, provide a summary of why D2/D3 agonist therapy is not appropriate for your patient, consider including, for example: adverse events such as impulse control disorder, daytime somnolence, hallucinations, psychosis, cognitive impairment, cardiac disease, peripheral edema, inadequately controlled motor fluctuation, and any other clinician-specified issue]. 

MAO-B Inhibitors: 
[If the patient is not a candidate for MAO-B inhibitors, describe a summary of why MAO-B therapy is not appropriate for your patient, such as prior inadequate trial, drug interaction, symptom severity, any other clinician-specified contraindication].

COMT Inhibitors: 
[If the patient is not a candidate for COMT Inhibitors, describe a summary of why this COMT Inhibitor therapy is not appropriate for your patient, such as prior trial failure, GI intolerance, hepatic impairment, current dyskinesia, any other clinician-specified contraindication.]

Amantadine/Extended-Release Amantadine: 
[If the patient is not a candidate for amantadine/extended-release amantadine, describe a summary of why this amantadine therapy is not appropriate for your patient, such as cognitive impairment, renal impairment, prior failure, current clinical profile, any other clinician-specified contraindication]

[Describe clinical rationale. Consider including the following information in description.]
Amantadine carries known risks of hallucinations and cognitive adverse effects.3 JUVMO (tavapadon) directly addresses motor fluctuations and “Off” time burden while maintaining tolerability.1 

CONCLUSION
In my professional opinion, JUVMO is medically necessary and is the appropriate treatment for my patient at this time. The above medical justification, [Patient’s Name]’s diagnosis, as well as previous treatment information, JUVMO should qualify for reimbursement under my patient’s benefit plan. Please don’t hesitate to contact me at [phone number] if you have any further questions.













Please see Indication and Important Safety information on page 4.
Please see accompanying full Prescribing Information or visit https://www.rxabbvie.com/pdf/juvmo_pi.pdf.
INDICATION AND IMPORTANT SAFETY INFORMATION FOR JUVMO™ (TAVAPADON)

INDICATION1
JUVMO is indicated for the treatment of Parkinson’s disease in adults.

IMPORTANT SAFETY INFORMATION1 
Warnings and Precautions 
Hypotension/Orthostatic Hypotension: Patients with Parkinson’s disease (PD) may have an impaired capacity to respond to an orthostatic challenge. In clinical studies and clinical experience, dopaminergic medications appear to impair the systemic regulation of blood pressure, resulting in hypotension and/or orthostatic hypotension, especially during dose escalation. Patients with PD treated with JUVMO (tavapadon) should be monitored for signs and symptoms of hypotension/orthostatic hypotension, especially during dose escalation, and should be informed of this risk.
Impulse Control/Compulsive Behaviors: Patients may experience intense urges while on JUVMO. Because patients may not recognize these behaviors as abnormal, it is important for prescribers to ask patients or their caregivers specifically about the development of new or increased gambling urges, sexual urges, uncontrolled spending, binge or compulsive eating, or other urges while on JUVMO. Consider reducing the dose or discontinuing JUVMO if a patient develops such urges.
Hallucinations and Psychotic-like Behavior: Medications for the treatment of PD, including JUVMO, can have effects on thinking and behavior. Age appears to increase the risk of hallucinations in patients taking JUVMO. The risk of hallucination may be increased when JUVMO is co-administered with strong CYP3A inhibitors during the maintenance phase. Consider the risks and benefits prior to initiating treatment with JUVMO in patients with a major psychotic disorder because of the risk of exacerbating psychosis. Consider stopping JUVMO if hallucinations or psychotic-like behaviors occur.
Dyskinesia: JUVMO may cause or exacerbate pre-existing dyskinesia. Consider decreasing the dosage of JUVMO or other dopaminergic medications if dyskinesia occurs.
Adverse Reactions 
The most common adverse reactions (≥5%) for JUVMO without levodopa were nausea, headache, dizziness, fatigue, dysgeusia, vomiting, dry mouth, and anxiety.
The most common adverse reactions (≥5%) for JUVMO with levodopa were nausea, dyskinesia, dizziness, headache, hallucinations, and orthostatic hypotension.
Drug Interactions 
Strong CYP3A Inducers: Avoid use with JUVMO. Strong and moderate CYP3A inhibitors: avoid use with JUVMO during titration; JUVMO dosage modification is recommended during maintenance. Moderate CYP3A Inducers: JUVMO dosage modification is recommended during titration and maintenance. Consult the full Prescribing Information for JUVMO for more information on drug interactions and recommended dosage modifications.
Dosage Forms and Strengths 
JUVMO is available as 5 mg, 10 mg, and 15 mg tablets, as well as 0.25 mg and 1 mg tablets contained in a Titration Pack.









Please see accompanying full Prescribing Information or visit https://www.rxabbvie.com/pdf/juvmo_pi.pdf.
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Provider Certification:
By signing and submitting this Letter of Medical Necessity, I certify that I am the treating healthcare provider for this patient and that the information contained in this Letter of Medical Necessity is true, accurate, and complete to the best of my knowledge and professional judgment. The opinions and medical conclusions expressed herein are my own and are based upon my evaluation, treatment, and knowledge of the patient's medical condition. I have reviewed and approved the contents of this letter and bear full responsibility for its accuracy and sufficiency in support of this request.

Sincerely,
[HCP Name], [Specialty]
[Practice Name]
[NPI Number]
[Phone / Fax]
[Date]
[Include enclosures as appropriate: excerpt(s) from patient's medical record, relevant treatment guidelines, JUVMO Prescribing Information]

Please see Indication and Important Safety information on page 4.
Please see accompanying full Prescribing Information or visit https://www.rxabbvie.com/pdf/juvmo_pi.pdf.
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