MEDICATION POLICY:
Prevymis (letermovir)

W/ Ventegra

Applicable Drugs: Prevymis (letermovir) Preferred: N/A

Non-preferred: N/A

Date of Origin: 5/23/2019

Date Last Reviewed / Revised: 10/23/2026

PRIOR AUTHORIZATION CRITERIA

(May be considered medically necessary when criteria | to IV are met)

. Documented diagnosis of one of the following conditions A or B and must meet ALL criteria
listed under the applicable diagnosis:

A. Prophylaxis of cytomegalovirus (CMV) infection and disease in CMV-seropositive
recipient (R+) of an allogeneic hematopoietic stem cell fransplant (HSCT):

i. Age 6 months or older weighing aft least 6 kg (13.2 lbs)
i. Treatment will be initiated no later than 28 days post-HSCT

B. Prophylaxis of cytomegalovirus (CMV) infection and disease in kidney transplant
recipient at high risk (Donor CMV seropositive/Recipient CMV seronegative [D+/R-]):

i. Age 12 years or older weighing at least 40 kg (88.2 Ibs)
i. Treatment will be initiated no later than 7 days post-transplant.
ii. Treatment failure or contraindication to valganciclovir.
ll.  Prescriberis an oncologist, hematologist, fransplant, or infectious disease specialist.

. Request is for a medication with the appropriate FDA labeling, or its use is supported
by current clinical practice guidelines.

IV. Refer to the plan document for the list of preferred products. If the requested agent is
not listed as a preferred product, must have a documented failure, intolerance, or
contraindication to a preferred product(s).

EXCLUSION CRITERIA

e Severe hepatic impairment (Child-Pugh C).
e Concomitant use with:

o Pimozide

o Ergot alkaloids

o Pitavastatin and simvastatin when co-administered with cyclosporine
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OTHER CRITERIA

¢ Oral formulations are preferred over injectable formulations. Approval of intravenous
formulation requires documented clinical rationale demonstrating medical necessity of the
intravenous formulation compared to both the oral tablet and pellet packet formulations.

QUANTITY / DAYS SUPPLY RESTRICTIONS

e Adult and pediatric patients 12 years of age and older weighing at least 30 kg for HSCT or at
least 40 kg for kidney transplant:

o Without concomitant cyclosporine

» Tablet: Twenty-eight 480 mg tablets per 28 days OR

»  Oral pellets: One hundred twenty (120) 120 mg packets per 30 days OR

» [|njection: Twenty-eight 480 mg/24 mL single-dose vials (672 total mL) per 28 days
o With concomitant cyclosporine

= Tablet: Twenty-eight 240 mg tablets per 28 days OR

»  Oral pellets: Sixty (60) 120 mg packets per 30 days OR

» [|njection: Twenty-eight 240 mg/12 mL single-dose vials (336 total mL) per 28 days

e Pediatric HSCT recipients 6 months to less than 12 years of age, or 12 years of age and older
weighing less than 30 kg:

o Without concomitant cyclosporine
» 15kgtolessthan 30 kg
o Tablet: Twenty-eight 240 mg tablets per 28 days OR
o Oral pellets: Sixty (60) 120 mg packets per 30 days OR

¢ Injection: Twenty-eight 240 mg/12 mL single-dose vials (336 total mL) per
28 days

= 7.5kgtolessthan 15 kg
e Oral pellets: Thirty (30) 120 mg packets per 30 days OR

e Injection: Twenty-eight 240 mg/12 mL single-dose vials (336 total mL) per
28 days

o Tablets nof recommended
= 6kgtolessthan 7.5 kg
o Oral pellets: One hundred twenty (120) 20 mg packets per 30 days OR

e Injection: Twenty-eight 240 mg/12 mL single-dose vials (336 total mL) per
28 days
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e Tablets not recommended
o With concomitant cyclosporine
» Tablets are not recommended for these patients in any listed weight category.
» 15kgtolessthan 30 kg
e Oral pellets: Thirty (30) 120 mg packets per 30 days

e Injection: Twenty-eight 240 mg/12 mL single-dose vials (336 total mL) per
28 days

= 7.5kgtolessthan 15 kg
e Oral pellets: Ninety (90) 20 mg packets per 30 days

¢ Injection: Twenty-eight 240 mg/12 mL single-dose vials (336 total mL) per
28 days

= 6kgtolessthan 7.5 kg
e Oral pellets: Sixty (60) 20 mg packets per 30 days

e Injection: Twenty-eight 240 mg/12 mL single-dose vials (336 total mL) per
28 days

APPROVAL LENGTH

e Authorization:
o HSCT: through 100 days post-transplant date.

= |n patients at risk for late CMV infection and disease, freatment may be
confinued through 200 days post-HSCT. Clinical justification must be provided.

o Kidney transplant: through 200 days post-transplant date.

¢ Re-Authorization: Requests for additional courses of Prevymis may be approved for patients
undergoing an additional HSCT/kidney transplant, if medical necessity criteria are met.

APPENDIX
N/A
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DISCLAIMER: Medication Policies are developed to help ensure safe, effective and appropriate use of selected
medications. They offer a guide fo coverage and are not infended to dictate to providers how to practice medicine. Refer
to Plan for individual adoption of specific Medication Policies. Providers are expected to exercise their medical judgement
in providing the most appropriate care for their patients.
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