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Policy Description

Testing of saliva has been proposed as a non-invasive method to measure free (unbound to
carrier proteins) steroid hormones, including estrogen, progesterone, androgens, and cortisol, for
diagnosis of hormonal imbalance and administration of individualized hormone replacement
therapy.!

Hypercortisolism can occur in several disorders, including Cushing syndrome (pituitary
hypersecretion of corticotropin/ACTH), or glucocorticoid administration resulting in obesity,
hypertension, menstrual irregularity, and glucose intolerance.?”

Terms such as male and female are used when necessary to refer to sex assigned at birth.
Indications and/or Limitations of Coverage

Application of coverage criteria is dependent upon an individual’s benefit coverage at the time of
the request. Specifications pertaining to Medicare and Medicaid can be found in the “Applicable
State and Federal Regulations” section of this policy document.

1) For individuals with signs and symptoms of Cushing syndrome, late night salivary cortisol
testing MEETS COVERAGE CRITERIA.

The following does not meet coverage criteria due to a lack of available published scientific
literature confirming that the test(s) is/are required and beneficial for the diagnosis and
treatment of an individual’s illness.

2) For the screening, diagnosis, and/or monitoring of menopause, infertility, endometriosis,
polycystic ovary disease (PCOS), premenstrual syndrome, osteoporosis, sexual dysfunction,
seasonal affective disorder, depression, multiple sclerosis, sleep disorders, or diseases related
to aging, salivary hormone testing DOES NOT MEET COVERAGE CRITERIA.

Applicable State and Federal Regulations

DISCLAIMER: If there is a conflict between this Policy and any relevant, applicable
government policy for a particular member [e.g., Local Coverage Determinations (LCDs) or
National Coverage Determinations (NCDs) for Medicare and/or state coverage for Medicaid],
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then the government policy will be used to make the determination. For the most up-to-date
Medicare policies and coverage, please visit the Medicare search

website: http://www.cms.gov/medicare-coverage-database/search.aspx. For the most up-to-date
Medicaid policies and coverage, visit the applicable state Medicaid website.

Food and Drug Administration (FDA)

Salivary hormones may be measured by multiple tests. Additionally, many labs have developed
specific tests that they must validate and perform in house. These laboratory-developed tests
(LDTs) are regulated by the Centers for Medicare and Medicaid (CMS) as high-complexity tests
under the Clinical Laboratory Improvement Amendments of 1988 (CLIA ’88). LDT’s are not
approved or cleared by the U. S. Food and Drug Administration; however, FDA clearance or
approval is not currently required for clinical use.

IV. Applicable CPT/HCPCS Procedure Codes

CPT Code Description

82530 | Cortisol; free

82533 | Cortisol; total

S3650 | Saliva test, hormone level; during menopause

Melatonin levels test, sleep study, 7 or 9 sample melatonin profile (cortisol
optional), enzyme-linked immunosorbent assay (ELISA), saliva,
screening/preliminary

Proprietary Test: Salimetrics® Salivary Melatonin Profile (Circadian Phase
Assessment)

0462U | Lab/Manufacturer: Salimetrics® Clinical Laboratory, Salimetrics®, LLC

Current Procedural Terminology© American Medical Association. All Rights reserved.

Procedure codes appearing in policy documents are included only as a general reference tool
for each policy. They may not be all-inclusive.

V. Evidence-based Scientific References

1. ACOG, ASRM. Compounded bioidentical menopausal hormone therapy. Fertility and
sterility. Aug 2012;98(2):308-12. doi:10.1016/j.fertnstert.2012.06.002
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