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care Reform
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Drugs e Conjupri (levamlodipine)

Product(s):

FDA- e Used alone or in combination with other antihypertensive agents for the
Approved treatment of hypertension, to lower blood pressure.

Indication(s):

Background: | ¢ Conjupriis a calcium channel blocker which contains the pharmacologically
active, anti-hypertensive isomer of amlodipine. Amlodipine inhibits the
transmembrane influx of calcium ions into vascular smooth muscle and cardiac
muscle resulting in vasodilation.

e The exposure of Conjupri 5 mg and Norvasc (amlodipine) 10 mg are similar
under fasting conditions. Conjupri was found to achieve a similar blood pressure
lowering effect at half the dose of Norvasc.

e The American College of Cardiology and American Heart Association clinical
practice guidelines for the prevention, detection, evaluation, and management of
hypertension in adults state that calcium channel blockers, thiazide diuretics,
angiotensin-converting enzyme inhibitors (ACE inhibitors), or angiotensin-
receptor blockers (ARBs) are an option as first line agents for the treatment of
hypertension. Thiazide diuretics and calcium channel blockers are the preferred
options for first-line therapy in most U.S. adults.

e Prescribing Considerations:

o Co-administration of simvastatin with amlodipine increases the systemic
exposure of simvastatin. Limit the dose of simvastatin in patients on
amlodipine to 20 mg daily.

o Conjupriis supplied as 2.5 mg and 5 mg tablets. Currently, there is an
authorized generic of Conjupri available as levamlodipine maleate 5 mg
tablet, which is scored.

Approval Criteria |




[. Initial Authorization

When a benefit, coverage of Conjupri (levamlodipine) may be approved when all of the following

criteria are met (A. through D.):

A. The member is 6 years of age and older.

B. The member has a diagnosis of hypertension (ICD-10: 110).

C. The member has experienced therapeutic failure or intolerance to two (2) of the following plan-
preferred generic products, or all are contraindicated (1., 2., and 3.):
1. amlodipine
2. felodipine extended-release
3. nifedipine extended-release

D. Ifthe request is for brand Conjupri, the member has experienced therapeutic failure or
intolerance to generic levamlodipine tablets.

Il. Reauthorization
When a benefit, reauthorization of Conjupri (levamlodipine) may be approved when all of the
following criteria are met (A. and B.):
A. The prescriber attests that the member has achieved a reduction in blood-pressure from
baseline.
B. If the request is for brand Conjupri, the member has experienced therapeutic failure or
intolerance to generic levamlodipine tablets.

Ill. An exception to some or all of the criteria above may be granted for select members and/or
circumstances based on state and/or federal regulations.

Limitations of Coverage

I. Coverage of drug(s) addressed in this policy for disease states outside of the FDA-approved
indications should be denied based on the lack of clinical data to support effectiveness and safety in
other conditions unless otherwise noted in the approval criteria.

II. For Commercial and HCR members with a closed formulary, a non-formulary product will only be
approved if the member meets the criteria for a formulary exception in addition to the criteria outlined
within this policy.

| Authorization Duration

e Commercial and HCR Plans: If approved, up to a 12 month authorization may be granted.

Automatic Approval Criteria

None
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Pharmacy policies do not constitute medical advice, nor are they intended to govern physicians' prescribing or the practice of medicine. They
are intended to reflect the plan's coverage and reimbursement guidelines. Coverage may vary for individual members, based on the terms of

the benefit contract.

The plan retains the right to review and update its pharmacy policy at its sole discretion. These guidelines are the proprietary information of
the plan. Any sale, copying or dissemination of the pharmacy policies is prohibited; however, limited copying of pharmacy policies is
permitted for individual use.



