Effective Date: 9/2019

Last Reviewed: 9/2019, 1/2020, 11/2020,
4/2021, 03/2022, 03/2023, 09/2023,
12/2023, 01/2024

Pharmacy Scope: Medicaid

Medical Scope: Medicaid, Commercial,
Medicare-Medicaid Plan (MMP)

PREVYMIS (letermovir) tablets and intravenous injection

MEDICAL POLICY

I

II.

I1I.

INDICATIONS

The indications below including FDA-approved indications and compendia uses are considered a covered benefit
provided that all the approval criteria are met, and the member has no exclusions to the prescribed therapy.

FDA-Approved Indications
1. Prevymis is indicated for prophylaxis of cytomegalovirus (CMV) infection and disease in adult CMV-
seropositive recipients [R+] of an allogeneic hematopoietic stem cell transplant (HSCT).

2. Prevymis is indicated for prophylaxis of CMV disease in adult kidney transplant recipients at high risk (Donor
CMYV seropositive/Recipient CMV seronegative [D+/R-]).

All other indications are considered experimental/investigational and are not a covered benefit.

SUMMARY OF EVIDENCE

Prevymis is a cytomegalovirus (CMV) DNA terminase complex inhibitor indicated for prophylaxis of CMV in
hematopoietic stem cell transplant (HSCT) and adult kidney transplant. Clinical trials evaluating the efficacy and
safety of Prevymis have demonstrated significant reductions in the incidence of clinically significant CMV
infection and disease. Prevymis was shown to be superior to placebo in preventing clinically significant CMV
infection, including CMV viremia and CMV disease, through Week 24 post-HSCT. The incidence of CMV
infection was lower in patients receiving Prevymis prophylaxis compared to placebo. Common adverse events
include nausea, diarrhea, and headache.

CRITERIA FOR APPROVAL
An authorization may be granted when the following criteria are met:

e Member is 18 years of age or older; AND

e The requested drug is being prescribed for the prophylaxis of cytomegalovirus (CMV) infection and
disease in an adult CMV-seropositive recipient [R+] of an allogenic hematopoietic stem cell transplant
(HSCT) [Documentation must be provided of date of allogenic HSCT], OR

e The requested drug is being prescribed for prophylaxis of CMV disease in adult kidney transplant
recipients at high risk (Donor CMV seropositive/Recipient CMV seronegative [D+/R-]). [Documentation
must be provided of date of transplant|; AND

e The requested drug must be given within 100 days post-transplant; AND
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e If requesting the IV formulation, documentation that the member must not be able to tolerate/swallow
the oral tablet; AND

e MMP members who have previously received this medication within the past 365 days are not subject to
Step Therapy Requirements

IV. DOSING LIMITS

e  Prevymis 240mg and 480mg tablet: 1 tablet per day
e Prevymis inj 240mg/12ml: 12 ml per day (1 vial per day)
e Prevymis inj 480mg/24ml: 24 ml per day (1 vial per day)

V. COVERAGE DURATION

e Limited to a maximum of 100 days post-transplant

Per §§ 42 CFR 422.101, this clinical medical policy only applies to INTEGRITY in the absence of National
Coverage Determination (NCD) or Local Coverage Determination (LCD).

Policy Rationale:

Prevymis was reviewed by the Neighborhood Health Plan of Rhode Island Pharmacy & Therapeutics (P&T) Committee.
Neighborhood adopted the following clinical coverage criteria to ensure that its members use Prevymis according to Food
and Drug Administration (FDA) approved labeling and/or relevant clinical literature. Neighborhood worked with network
prescribers and pharmacists to draft these criteria. These criteria will help ensure its members are using this drug for a
medically accepted indication, while minimizing the risk for adverse effects and ensuring more cost-effective options are
used first, if applicable and appropriate. For INTEGRITY (Medicare-Medicaid Plan) members, these coverage criteria will
only apply in the absence of National Coverage Determination (NCD) or Local Coverage Determination (LCD) criteria.
Neighborhood will give individual consideration to each request it reviews based on the information submitted by the
prescriber and other information available to the plan.

V1. APPLICABLE CODES
The following HCPCS/CPT codes are:

HCPCS/CPT Description

Code

J3490 Unclassified drugs

C9399 Unclassified drugs or biologicals
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