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Drugs e Yorvipath (palopegteriparatide)

Product(s):

FDA- e Treatment of hypoparathyroidism in adults

Approved

Indication(s):

Background: | ¢ Yorvipath is a self-administered subcutaneous injection.

e Hypoparathyroidism is a rare endocrine abnormality in which parathyroid gland
dysfunction causes parathyroid hormone (PTH) deficiency. This can result in
hypocalcemia, hyperphosphatemia, and increase neuromuscular irritability.
Symptoms of hypoparathyroidism include myalgias, muscle spasms, twitching,
new-onset seizures, and in extreme cases, tetany.

e Yorvipath is a PTH analog and a prodrug of teriparatide (PTH(1-34)). PTH raises
calcium by increasing calcium reabsorption in the kidneys, increasing absorption
of calcium in the intestine and by increasing bone turnover which releases
calcium into the circulation. PTH(1-34) released from Yorvipath maintains
calcium and phosphate homeostasis by increasing serum calcium and
decreasing serum phosphate, in turn increasing intestinal absorption of calcium
and phosphate.

e Prescribing Considerations:

o Yorvipath has not been studied in acute-post surgical
hypoparathyroidism.

o Confirm an albumin-corrected serum calcium of at least 7.8 mg/dL using
calcium and active vitamin D prior to treatment with Yorvipath.

o Severe hypercalcemia has been reported with Yorvipath. The risk is
highest when starting or increasing the dose of Yorvipath but can occur
at any time. Monitor serum calcium and for signs and symptoms of
hypercalcemia.

o Severe hypocalcemia can occur with Yorvipath. The risk is highest when
abruptly discontinued but may occur at any time. Hypocalcemia can




result in seizures, refractory heart failure, and laryngospasm.
Hypocalcemia in pregnancy may result in spontaneous abortion,
premature or dysfunctional labor, and preeclampsia. Monitor patients for
signs and symptoms of hypocalcemia. Treat hypocalcemia with an active
form of vitamin D and calcium supplements.

Yorvipath is not recommended in patients at increased risk of
osteosarcoma.

Orthostatic hypotension has been reported with Yorvipath. Monitor for
signs and symptoms of orthostatic hypotension.

Concomitant use with digoxin may predispose to digitalis toxicity if
hypercalcemia develops. With concomitant use, frequently measure
serum calcium and digoxin levels, and monitor for signs and symptoms
of digoxin toxicity.

The maximum recommended dosage is 30 mcg subcutaneously once
daily.

Due to these risks, a 6 month initial authorization is recommended.

Approval Criteria

I. Initial Authorization

When a benefit, coverage of Yorvipath may be approved when all of the following criteria are met

(A.through D.):

A. The member is 18 years of age or older.
B. The member has a diagnosis of hypoparathyroidism. (ICD10: D82.1, E83.5, and E20, excluding

E20.1)

C. The prescriber attests that the member’s albumin-corrected serum calcium level is = 7.8 mg/dL.
D. The member has established hypoparathyroidism despite treatment with calcium and active
forms of vitamin D (e.g. calcitriol or alfacalcidol).

Il. Reauthorization

When a benefit, reauthorization of Yorvipath may be approved when the following criterion is met

(A)):

A. The prescriber attests improvement in total serum calcium from baseline.

lll. An exception to some or all of the criteria above may be granted for select members and/or
circumstances based on state and/or federal regulations.

Limitations of Coverage

I.  Yorvipath has not been studied and should not be used in patients with acute post-surgical

hypoparathyroidism.

I. Coverage of drug(s) addressed in this policy for disease states outside of the FDA-approved
indications should be denied based on the lack of clinical data to support their effectiveness and

safety in other conditions.

II. For Commercial or HCR members with a closed formulary, a hon-formulary product will only be
approved if the member meets the criteria for a formulary exception in addition to the criteria

outlined within this policy.

Authorization Duration

Initial Authorization

e Commercial and HCR Plans: If approved, up to a 6 month authorization may be granted.




Reauthorization

e Commercial and HCR Plans: If approved, up to a 12 month authorization may be granted.

Automatic Approval Criteria

None
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Pharmacy policies do not constitute medical advice, nor are they intended to govern physicians' prescribing or the practice of medicine. They
are intended to reflect the plan's coverage and reimbursement guidelines. Coverage may vary for individual members, based on the terms of
the benefit contract.

The plan retains the right to review and update its pharmacy policy at its sole discretion. These guidelines are the proprietary information of
the plan. Any sale, copying or dissemination of the pharmacy policies is prohibited; however, limited copying of pharmacy policies is
permitted for individual use.



