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Background

Kynmobi™ is a non-ergoline dopamine agonist indicated for the acute, intermittent treatment of “off” episodes in
patients with Parkinson’s Disease currently taking carbidopa/levodopa.

Dosing Information

Drug Name m Dosing Regimen Maximum Dose

apomorphine For the acute, intermittent 10 mg to 30 mg sublingually per 30 mg per dose and
hydrochloride treatment of “off” episodes in dose as needed for “off” episodes. 5 doses per day
(Kynmobi™) patients with Parkinson’s Doses should be separated by at

Disease currently taking least 2 hours.

carbidopa/levodopa.

Dosage Forms

Sublingual film: 10 mg, 15 mg, 20 mg, 25 mg, and 30 mg

Clinical Policy

Provider must submit documentation (such as office chart notes, lab results or other clinical information) supporting
that member has met all approval criteria.

l.  Initial Approval Criteria

A. Treatment of “Off” Episodes with Parkinson’s Disease (must meet all):

1. Diagnosis of Parkinson’s Disease;

Documentation of number and frequency of “off” episodes;
Prescribed by or in consultation with a neurologist;
Dose initiation was or will be supervised by a healthcare provider;
Documentation that at least one other agent has been added to carbidopa/levodopa (e.g. dopamine
agonist, COMT inhibitor, or MAO-B inhibitor) to reduce number and frequency of “off” episodes;
Treatment with a concomitant antiemetic such as trimethobenzamide (not including 5HT3 antagonists)
beginning 3 days prior to initial dose;
7. Member is not concurrently taking a 5HT3 antagonist (e.g. ondansetron);
8. Regimen does not exceed 30 mg per dose and 5 doses per day.
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This clinical policy has been developed to authorize, modify, or determine coverage for individuals with similar conditions. Specific care and treatment may vary
depending on individual need and benefits covered by the plan. This policy is not intended to dictate to providers how to practice medicine, nor does it constitute a
contract or guarantee regarding payment or results. This document may contain prescription brand name drugs that are trademarks of pharmaceutical manufacturers
that are not affiliated with RxAdvance.
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Approval Duration
Commercial: 6 months
Medicaid: 6 months

Il. Continued Therapy Approval
A. Treatment of “Off” Episodes with Parkinson’s Disease (must meet all):
1. Currently receiving medication that has been authorized by RxAdvance or the member has met initial
approval criteria listed in this policy;
2. Member is responding positively to therapy;
3. Member is not concurrently taking a 5HT3 antagonist (e.g. ondansetron);
4. If request is for a dose increase it does not exceed 30 mg per dose and 5 doses per day.
Approval Duration
Commercial: 12 months
Medicaid: 12 months

1. Appendices
APPENDIX A: Abbreviation/Acronym Key
MAO: monoamine oxidase
COMT: catechol-O-methyltransferase
5HT3: 5-hydroxytryptamine type 3 (serotonin type 3 receptor)

APPENDIX B: Therapeutic Alternatives

Below are suggested therapeutic alternatives based on clinical guidance. Please check drug formulary for
preferred agents and utilization management requirements.

Apokyn™ 0.2 mL (2 mg) — 0.6 mL (6 mg) injection. 6 mg per dose and 5 doses per day not to
(apomorphine Doses should be separated by at least 2 exceed 20 mg/day

injection) hours.

Inbrija™ (inhaled 84 mg per dose and 5 doses per day not to
levodopa) 2 capsules (84 mg) inhaled. exceed 420 mg/day

Therapeutic alternatives are listed as Brand name® (generic) when the drug is available by brand name only and
generic (Brand name®) when the drug is available by both brand and generic.

APPENDIX C: Contraindications/Boxed Warnings
e Contraindication(s):
o Concomitant use with 5HT3 antagonists.
o Hypersensitivity to apomorphine or any of its ingredients including sodium metabisulfite.

e Boxed Warning(s):
o None

APPENDIX D: General Information
It is important to note in the controlled clinical study, nearly 1/3 of the patients receiving Kynmobi in the
maintenance phase developed adverse reactions that led to discontinuation. The most common adverse

reactions causing discontinuation during the maintenance phase were oral/pharyngeal soft tissue swelling, oral
mucosal erythema, and nausea/vomiting.
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