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Xenleta (lefamulin)

Override(s) Approval Duration

Prior Authorization 1 month
Quantity Limit

Medications Quantity Limit

Xenleta (lefamulin) 10 tablets per fill; 1 fill per 30 days

APPROVAL CRITERIA

Requests for Xenleta (lefamulin) may be approved if the following criteria are met:

OR
.

Individual has been diagnosed with community-acquired bacterial pneumonia (CABP)
confirmed by chest radiograph findings (File, 2019); AND

Individual has had a trial (medication samples/coupons/discount cards are excluded
from consideration as a trial) and inadequate response or intolerance to one alternative
antibiotic that the microorganism is susceptible to [examples of alternative antibiotics
include but are not limited to: moxifloxacin; levofloxacin; beta-lactam (amoxicillin-
clavulanate, cefuroxime, ceftriaxone, cefotaxime) plus macrolide (azithromycin,
clarithromycin); beta-lactam plus doxycycline] (ATS/IDSA, 2019);

Individual started treatment with antibiotic(s) in the hospital and requires continued
outpatient therapy for a microorganism susceptible to Xenleta (lefamulin).

Xenleta (lefamulin) may not be approved for the following:

Individual with known prolongation of the QT interval; OR

Individual with ventricular arrhythmias including torsades de pointes; OR
Concomitant administration with class IA (including quinidine and procainamide) or
class Il (including amiodarone and sotalol) antiarrhythmic agents; OR

IV.  Concomitant administration with agents that prolong the QT interval (including
antipsychotics, erythromycin, pimozide, moxifloxacin and tricyclic antidepressants);
OR
V.  Concomitant administration with strong CYP3A inhibitors or P-gp inhibitors (including
clarithromycin, ketoconazole); OR
VI.  Individual with moderate or severe hepatic impairment (Child-Pugh Class B or C).
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This policy does not apply to health plans or member categories that do not have pharmacy benefits,
nor does it apply to Medicare. Note that market specific restrictions or transition-of-care benefit
limitations may apply.
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