HEALTH INEURAMCE

MEDICAL POLICY
Date Reviewed: 12/97, 02/25/00, 04/26/2002, 08/23/02, 03/27/03, 04/26/03, 03/24/06, 04/24/09, 04/28/10,
04/15/11
Subject: Growth Hormone for Pediatrics (Accretropin, Genotropin, Humatrope, NordiFlex, Nordipen,

Norditropin, Nutropin, Omnitrope, Protropin, Saizen, Sermorelin, Serostim, Somatrem,
Somatropin, Tev-Tropin, Zorbtive)

Description: ~ Human growth hormone (HGH) is used to treat various growth and metabolic disorders. It is
primarily used to increase low endogenous growth hormone levels in both children and adults.

Indications of Coverage:

The use of HGH for pediatric patients (less than eighteen years of age) is considered medically
necessary for the treatment of the following conditions when criteria for those conditions are
met:

Growth Failure due to Growth Hormone Deficiency (either congenital or due to
radiation therapy)

The patient has been evaluated by an endocrinologist

The patient’s height is at or below the third percentile on NHANES growth
charts and a height velocity (measurement of the speed of growth) measured
over one year is at or below the third percentile for chronological age.

The HGH deficiency has been confirmed by growth hormone stimulation tests.
HGH deficiency is confirmed by a growth hormone level less than ten
micrograms/liter to at least two stimuli of growth hormone release: Insulin,
Levodopa, Arginine, Clonidine or Glucagon.

If the above criteria are met, twelve months of HGH is appropriate. The continuing
coverage of HGH requires an annual evaluation by an endocrinologist with
documentation of a positive response to HGH. A positive response to HGH is defined
as an increase over pretreatment annual growth rate of at least two centimeters per year
and x-ray documentation that the bony epiphyses (areas of growth near the end of
bones) have not closed. Coverage under this policy ends when the bony epiphyses
have closed; see Growth Hormone for Adults policy.

Growth Failure due to Chronic Renal Insufficiency
The patient has been evaluated by an endocrinologist
The patient’s height is at or below the third percentile on NHANES growth
charts and a height velocity measured over one year is at or below the third

percentile for chronological age.

Nutritional status has been optimized, metabolic abnormalities have been
corrected, and steroid use has been minimized.



If the above criteria are met, twelve months of HGH is appropriate. The continuing
coverage of HGH requires an annual evaluation by an endocrinologist with
documentation of a positive response to HGH. A positive response to HGH is defined
as an increase over pretreatment annual growth rate of at least two centimeters per year
and x-ray documentation that the bony epiphyses have not closed. Coverage under this
policy ends when the bony epiphyses have closed; see Growth Hormone for Adults
policy.

Prader-Willi Syndrome, Noonan Syndrome, Short stature homeobox (SHOX)—
containing gene deficiency or Russell-Silver Syndrome

The diagnosis has been confirmed after evaluation by an endocrinologist.

The continuing coverage of HGH requires an annual evaluation by an endocrinologist
with documentation of a positive response to HGH. A positive response to HGH is
defined as an increase over pretreatment annual growth rate of at least two centimeters
per year and x-ray documentation that the bony epiphyses have not closed. Coverage
under this policy ends when the bony epiphyses have closed; see Growth Hormone
for Adults policy.

Turner Syndrome
The diagnosis has been established and confirmed with appropriate testing.

The patient has been evaluated by an endocrinologist prior to initiation of
growth hormone therapy.

The patient’s height is at or below the third percentile on NHANES growth
charts and a height velocity measured over one year is at or below the third
percentile for chronological age.

If the above criteria are met, twelve months of HGH is appropriate. The continuing
coverage of HGH requires an annual evaluation by an endocrinologist with
documentation of a positive response to HGH. A positive response to HGH is defined
as an increase over pretreatment annual growth rate of at least two centimeters per year
and x-ray documentation that the bony epiphyses have not closed. Coverage under this
policy ends when the bony epiphyses have closed; see Growth Hormone for Adults
policy.

Small for Gestational Age (SGA) or Intrauterine Growth Retardation (SGA is defined
as birth weight or length two or more SD below the mean for gestational age)

The patient has been evaluated by an endocrinologist

The patient is at least two years of age and the patient’s height is at or below
the third percentile on NHANES growth charts

Growth failure is due to a specific congenital anomaly (for example, IGF-I
deficiency) or conditions during pregnancy (for example, maternal diabetes,
infections, hypoxia, addictions, or placental dysfunction).

Other causes for growth failure (for example, medication, chronic disease,
endocrine disorders) have been ruled out.



If the above criteria are met, twelve months of HGH is appropriate. The continuing coverage of
HGH requires an annual evaluation by an endocrinologist with documentation of a positive
response to HGH. A positive response to HGH is defined as an increase over pretreatment
annual growth rate of at least two centimeters per year and x-ray documentation that the bony
epiphyses have not closed. Coverage under this policy ends when the bony epiphyses have
closed; see Growth Hormone for Adults policy.

Limitations of coverage:

Review contract for exclusions and benefits.

If used for a condition/diagnosis other than is listed in the Indications of Coverage, deny as
experimental or investigative.

If used for a condition/diagnosis that is listed in the Indications of Coverage, but the criteria are
not met, deny as not medically necessary.

The use of HGH for Idiopathic Short Stature or Non-Growth Hormone-Deficient Short Stature
is not a covered benefit. These conditions are not due to illness or injury.

HGH is considered not medically necessary in patients with a malignancy or in patients with an
acute critical illness due to complications from cardiac or abdominal surgery, trauma, or acute
respiratory failure.

HGH for pediatric patients whose bony epiphyses have closed is considered not medically
necessary unless coverage is available in the Growth Hormone for Adults policy.

The safety and effectiveness of Zorbtive in pediatric patients with Short Bowel Syndrome has
not been established.
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Growth hormone stimulation tests
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Growth chart

Growth hormone is a protein hormone secreted by the pituitary which promotes linear growth,
so growth hormone therapy for children promotes this growth by correcting the deficiency.
Linear growth continues until the bony epiphyses at the ends of the bones close. This treatment
is also sometimes required for children with rare congenital syndromes in order to maintain a
more normal growth pattern.
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These guidelines are designed for reference purposes only, do not guarantee coverage, and should not be
construed as medical advice. See full Medical Policy Disclaimer.

Approved by the Medical Director

URL addresses for growth charts:
www.cdc.gov/nchs/data/nhanes/growthcharts/set2clinical/cj411067.pdf
www.cdc.gov/nchs/data/nhanes/growthcharts/set2clinical/cj411068.pdf
www.cdc.gov/nchs/data/nhanes/growthcharts/set2clinical/cj411071.pdf

www.cdc.gov/nchs/data/nhanes/growthcharts/set2clinical/cj411072.pdf



