MEDICATION POLICY:

Wainugm V7 Ventegra

Generic Name: Eplontersen Preferred: N/A
Therapeutic Class or Brand Name: Wainua Non-preferred: N/A
Applicable Drugs: N/A Date of Origin: 8/26/2024
Date Last Reviewed / Revised: N/A

PRIOR AUTHORIZATION CRITERIA

(May be considered medically necessary when criteria | through IX are met)

I.  Documented diagnosis of polyneuropathy of Hereditary Transthyretin-Mediated Amyloidosis
(hATTR-PN)

ll.  Documentation of biopsy and transthyretin mutation as confirmed by genetic testing.

lll.  Stage 1 (independent ambulation) or Stage 2 (requires ambulatory support) per Coutinho's
system. See appendix, table 1.

IV.  Neuropathy Impairment Score 2 10 and < 130.

V. Documented freatment failure or contraindication to at least ONE medication from the
following pharmacologic classes for symptoms of polyneuropathy:

A. Anticonvulsant (gabapentin, or pregabalin)

B. Tricyclic antidepressant (nortriptyline, amitriptyline)

C. Serotonin/norepinephrine reuptake inhibitor (duloxetine or venlafaxine)
VI.  Age >18 years of age.
VIl.  Medication has been prescribed by or in consultation with a neurologist.

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

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

EXCLUSION CRITERIA

e History of liver tfransplantation
e Neuropathy not related to Hereditary Transthyretin-Medicated Amyloidosis

¢ In combination with Tegsedi (inosetron), Onpattro (patisiran), Vyndagel (tafamidis), or Diflunisal

e Advanced disease (stage 3 hATTR-PN)
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OTHER CRITERIA

°
Z
>

QUANTITY / DAYS SUPPLY RESTRICTIONS

¢ One 40 mg autoinjector per 30 days

APPROVAL LENGTH

e Auvuthorization: 1 year

¢ Re-Authorization: 1 year with an updated letter of medical necessity or progress notes showing
improvement or maintenance with medication

APPENDIX

Table 1: Coutinho's System

Stage 1 . . . .
Does not require assistance with ambulation
Disease is limited to lower limbs; slight weakness of the extensors of the big toes

Stage 2

9 Requires assistance with ambulation

Motor signs progress in lower limbs with steppage and distal amyotrophies; the
muscles of the hands begin to be wasted and weak

Stage 3 . . .
Confined to a wheelchair or bedridden
Generalized weakness and areflexia

Neuropathy Impairment Score (NIS)

e Cranial nerves (range: 0 to 40)
e Muscle weakness (range: 0 to 152)
e Sensation loss (finger and toe) (range: 0 to 32)

¢ Decreased muscle stretch reflexes (range: 0 to 20)
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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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