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Prior Authorization: Relyvrio

Products Affected: Relyvrio™ (sodium phenylbutyrate and taurursodiol) powder for oral suspension

Medication Description: Relyvrio, a combination product of sodium phenylbutyrate and taurursodiol, is indicated for the
treatment of amyotrophic lateral sclerosis (ALS) in adults.

Covered Uses: None - Due to the lack of clinical efficacy data, approval is not recommended for Relyvrio.

Other Criteria:

Amyotrophic Lateral Sclerosis (ALS). Approval is not recommended due to the unclear clinical benefit of Relyvrio and lack
of clinical efficacy data. The preliminary evidence demonstrates a potentially minimal clinical benefit that is confounded
to interpret (e.g., two-point difference in the ALS functional rating scale — revised [ALSFRS-R] mean score). The efficacy
data for Relyvrio are not convincing and have many limitations in analysis. Results from the ongoing Phase Il trial
(PHOENIX) are needed to determine whether Relyvrio provides clinically meaningful benefit in patients with ALS and to
more clearly define an appropriate population for this therapy.
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