

	[Insurance Company]
	Re:	Patient Name:	__________________________

	[Address Line 1]
		Policy ID: 	__________________________

	[Address Line 2]
		Policy Group:	__________________________

	
		Date of Birth:	__________________________


[Date]

Attn: [Medical/Pharmacy Director], [Department]

Re: Letter of ONGENTYS® (opicapone) Medical Necessity for [Plan Member Name]

Dear [Medical/Pharmacy Director]:

I am writing on behalf of [patient’s name], a [male/female] patient aged [patient’s age] years, to formally document the medical necessity for treatment with ONGENTYS® (opicapone) capsules for a diagnosis of Parkinson’s disease (PD). This letter is to explain the rationale for my prescription of ONGENTYS. ONGENTYS is a catechol-O-methyltransferase (COMT) inhibitor and is FDA approved as adjunctive treatment to carbidopa/levodopa in patients with PD experiencing “off” episodes.1

In PD, 2 major enzymes can limit levodopa from getting to the brain: DOPA decarboxylase (DDC) & COMT. When the DDC enzyme is inhibited by carbidopa, COMT becomes the predominant peripheral metabolic pathway for levodopa. When patients on carbidopa/levodopa experience "off" time, a common treatment approach is to increase the dose and/or frequency of carbidopa/levodopa—leaving the COMT enzyme unchecked.2-10

As carbidopa protects levodopa from the DDC enzyme, ONGENTYS protects levodopa from the COMT enzyme in the periphery, which may increase the ability of levodopa to reach the brain.1,5
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The efficacy of ONGENTYS as adjunctive treatment to carbidopa/levodopa was evaluated in two 14- to 15-week, double-blind, randomized, parallel-group studies of patients with PD experiencing "off" episodes. All patients were treated with carbidopa/levodopa (alone or in combination with other PD medications). The double-blind period for each study began with an up to 3-week carbidopa/levodopa adjustment period, followed by a stable maintenance period of 12 weeks.1

In Study 1, the intent-to-treat (ITT) population included patients treated with ONGENTYS 50 mg (n=115), placebo (n=120), or active comparator (entacapone 200 mg) (n=120). In Study 2, the ITT population included patients treated with ONGENTYS 50 mg (n=147) or placebo (n=135). ONGENTYS significantly reduced mean absolute “off” time at 14/15 weeks when compared with placebo. Similar decreases in “off” time were observed at Week 1 for patients in both Study 1 and Study 2 (-1.24 hours vs -0.42 hours for placebo, and -1.22 hours vs -0.47 hours for placebo, respectively). ONGENTYS also increased mean absolute “on” time without troublesome dyskinesia. ONGENTYS was generally well tolerated in the clinical studies.1,11,12

After the double-blind period, patients were able to enroll in a 1-year open-label extension of ONGENTYS. Patients who had been on placebo or active comparator in the double-blind period received ONGENTYS in the open-label period. Patients who remained on ONGENTYS from the double-blind period through the open-label extension period maintained their increases in “good on” time, and patients who switched from placebo to ONGENTYS saw a 1-hour increase in “good on” time. Patients who switched from entacapone to ONGENTYS had an increase of almost 45 minutes in additional “good on” time. No new safety concerns related to the long-term use of ONGENTYS were observed in this study.12,13

As can be seen from these studies, ONGENTYS is an effective treatment that can reduce “off” time in PD. In my clinical opinion, ONGENTYS would provide my patient with the most favorable efficacy and safety profile of the available carbidopa/levodopa treatments, and for these reasons, I have prescribed it for my patient. Please contact my office at [office phone number] if any additional information is required to ensure prompt approval for this course of treatment.


Sincerely,

[Physician’s name]

[Reminder to list enclosures as appropriate (eg, excerpt(s) from patient’s medical record, relevant treatment guidelines, and product Prescribing Information).]


FDA=US Food and Drug Administration; LS=least squares.
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“Adjusted P value was calculated using a gatekeeping procedure controlling for multiplicity.
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