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by 0.5 mg — 1.5 mg until desired response is achieved. The dose should be based on clinical response and serum insulin-like Formatted
growth factor 1 (IGF-1) concentrations. The maximum recommended dosage is 8 mg once weekly. The Sogroya prefilled pen

dials in 0.05 mg increments and delivers doses from 0.05 mqg to 4 mqg. The prefilled pens are supplied in one size — 10 mg/1.5 Formatted
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This document addresses the use of Sogroya (somapacitan-beco) for the treatment of growth hormone deficiency in adults. Formatted
Sogrovya is a growth hormone analog with an albumin binding moiety. It is administered subcutaneously once weekly

compared to somatropin which is administered subcutaneously once per day. Formatted
N

Sogroya was approved based on the REAL 1 trial which was designed to show superiority against placebo. While there was a Formatted
somatropin arm, the study did not make statistical comparisons between Sogroya and somatropin and those receiving daily Formatted
somatropin were not blinded. The REAL 1 trial showed a reduction in truncal fat percentage Sogroya compared to placebo at

week 34. Formatted
Dosage of Sogroya for most patients should be initiated at 1.5 mg per week. The dose should be increased every 2-4 weeks Formatted
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Requests for Sogroya (somapacitan-beco) may be approved if the following criteria are met:
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. Individual is 18 years of age or older; AND, Formatted

1. Individual has documented growth hormone deficiency (GHD), also known as somatropin deficiency syndrome, in
childhood; OR
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When a drug is being reviewed for coverage under a member’s medical benefit plan or is otherwise subject to clinical review
(including prior authorization), the following criteria will be used to determine whether the drug meets any applicable medical
necessity requirements for the intended/prescribed purpose.
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\A GHD is confirmed or reconfirmed by any of the following:
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A. Adocumented subnormal response in adults to two, standard growth hormone stimulation tests (Possible
stimulation tests include, but are not limited to: insulin-induced hypoglycemia and combined arginine-
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growth hormone releasing hormone); defined as:
1. Serum GH concentration of less than or equal to 5 ng/ml when using insulin induced hypoglycemia
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testing; OR, Formatted

2. Serum GH concentration of less than or equal to 4.1 ng/ml when using arginine; OR,

mn Individual has documented hypopituitarism as a result of pituitary disease, hypothalamic disease, surgery, radiation Formatted
therapy, trauma, or aneurysmal subarachnoid hemorrhage (NOTE: Individuals being treated for GHD due to trauma or
aneurysmal subarachnoid hemorrhage must have GHD reconfirmed at 12 months after the event); Formatted
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B. Subnormal response to one stimulation test for adults with documented hypothalamic or pituitary disease
and one or more additional pituitary hormone deficits; OR
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stimulation tests are not required in this subgroup of individuals).

C. Documented presence of at least three other pituitary hormone deficiencies (that is, growth hormone § Formatted:
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Sogroya (somapacitan-beco) 10 mg/1.5 mL prefilled pen 4 pens per 28 days
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