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Description of Procedure or Service

Many products of physiology and metabolism are known to be excreted by the body into the saliva. It has
been proposed that measurement of these substances may be useful in some cases as an indicator of some
disease states. For many substances the concentrations available in saliva do not correlate well with various
disease states, are not as accurate as other testing methods, or have yet to be established as useful tools in the
management or detection of disease. The tests are non-invasive and in some instances, may be obtained
without a prescription. Most test kits are marketed to consumers as a tool for personal wellness and surveil-
lance by pharmacies or labs, through the Internet or mail order services. Salivary hormone tests include but
are not limited to Estrogens, Progesterone, Testosterone, Cortisol, Melatonin and Dehydroepiandrosterone
(DHEA).

Note: This policy does not apply to salivary estriol as a risk assessment for pre-term labor, which is listed
separately in Medical Policy, OBGYN3092, Salivary Estriol as a Risk Predictor for Preterm Labor.

Policy

BCBSNC will provide coverage for Salivary Hormone Testing for Cortisol when it is determined to be
medically necessary because the medical criteria and guidelines shown below are met.

BCBSNC will not provide coverage for Salivary Hormone Testing for evaluation of Estrogens, Proges-
terone, Testosterone, Melatonin or Dehydroepiandrosterone (DHEA) because the tests are considered
investigational. BCBSNC does not cover investigational services.

Benefits Application

Please refer to Certificate for availability of benefits. This policy relates only to the services or supplies
described herein. Benefits may vary according to benefit design, therefore certificate language should be
reviewed before applying the terms of the policy.

Items that are purchased over-the-counter without a physician's prescription are benefit contract exclusion.

When Salivary Hormone Tests are covered

Salivary Hormone testing by radioimmunoassay for cortisol is considered medically necessary when per-
formed to evaluate suspected endogenous hypercortisolism of Cushing’s syndrome (CS) in children or
adults. The testing should be ordered by a physician and performed in a CLIA (Clinical Laboratory
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Improvement Amendments) approved laboratory.

When Salivary Hormone Tests are not covered

Salivary testing of cortisol is not covered for any indication other than as specified under "When Covered"
above. Salivary cortisol testing for screening, diagnosing, or monitoring any other health condition, or any
other indication, is considered investigational. BCBSNC does not cover investigational services.

Salivary Hormone testing of estrogen, progesterone, testosterone, melatonin, or dehydroepiandrosterone
(DHEA) for the screening, diagnosis, or monitoring of menopause (pre, peri, and post), aging, hormone
replacement therapy, or any other indication is considered investigational. BCBSNC does not cover investi-
gational services.

Policy Guidelines

An assessment by the Institute for Clinical Systems Improvement (2008) concluded: "Currently, there is
insufficient evidence in the published scientific literature to permit conclusions concerning the use of sali-
vary hormone testing for the diagnosis, treatment or monitoring of menopause and aging."

The American College of Obstetricians and Gynecologists (ACOG), in their Committee Opinion #322,
Compounded Bioidentical Hormones, address salivary hormone level testing as not meaningful because
salivary hormone levels vary within each woman depending on her diet, the time of day, the specific hor-
mone being tested, and other variables (ACOG 2005).

The North American Menopause Society (NAMS) in their position statement has concluded that “Salivary
testing is not considered to be a reliable measure of testosterone levels."

A National Institutes of Health State-of-the-Science Conference Statement on Management of Menopause-
related Symptoms (2005) reached the following conclusions about salivary hormone testing and bioidenti-
cal hormones: "Bioidentical hormones, often called "natural” hormones, are treatments with individually
compounded recipes of a variety of steroids in various dosage forms, with the composition and dosages
based on a person’s salivary hormone concentration. These steroids may include estrone, estradiol, estriol,
DHEA, progesterone, pregnenolone, and testosterone. There is a paucity of data on the benefits and adverse
effects of these compounds.”

Cushing's syndrome can be difficult to diagnose and is often a challenge for clinicians because other condi-
tions share the same signs and symptoms. The laboratory investigations of CS are based on the demonstra-
tion of excessive cortisol secretion. Cortisol levels normally rise and fall throughout the day. In patients
without CS, the levels drop significantly overnight. Several tests have been used extensively, but each of the
currently available biochemical tests for the diagnosis of CS has limitations (24-hour urine free cortisol
level and low dose dexamethasone suppression test). Late night salivary cortisol test is a simple way to
screen for CS and it has been found to have high diagnostic sensitivity and specificity. Major advantages of
this method are the reliability, non-invasiveness, and use in ambulatory patients.

The U.S. Food and Drug Administration (FDA) regulates laboratory tests under the Clinical Laboratory
Improvement Act (CLIA). The CLIA stipulates that clinical laboratories need to be accredited by the Col-
lege of American Pathologists Laboratory Accreditation Program.

Although saliva testing Kits to evaluate hormone levels during menopause are currently available, these
kits are not subject to FDA Approval. Several testing methods for salivary cortisol have been cleared for
marketing by the FDA.
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Billing/Coding/Physician Documentation Information

This policy may apply to the following codes. Inclusion of a code in this section does not guarantee that it
will be reimbursed. For further information on reimbursement guidelines, please see Administrative Poli-
cies on the Blue Cross Blue Shield of North Carolina web site at www.bcbsnc.com. They are listed in the
Category Search on the Medical Policy search page.

Applicable codes: S3650

BCBSNC may request medical records for determination of medical necessity. When medical records are
requested, letters of support and/or explanation are often useful, but are not sufficient documentation unless
all specific information needed to make a medical necessity determination is included.

Policy Key Words

Key Words: Hormones, Menopause, The change, OBGYN3093

Medical Term Definitions

Cortisol

the major natural glucocorticoid elaborated by the adrenal cortex; it affects the metabolism of glucose,
protein, and fats and has mineralocorticoid activity.

Endogenous
developing or originating within the organism or arising from causes from within the organism.

Hormone

a chemical substance produced in the body by an organ, cells of an organ, or scattered cells, having a
specific regulatory effect on the activity of an organ or organs.

Hypercortisolism
a genetic or acquired condition resulting in elevated levels of glucocorticoids, often as a result of tumors
in adrenal or pituitary glands. Leads to significant weight gain, particularly on the back (causing a “buf-
falo hump”) and face. More commonly caused by steroid use/abuse, in which case it is called Cushing
syndrome medicamentosus.

Menopause
cessation of menstruation in the human female, occurring usually around the age of 50.

Salivary
pertaining to the saliva.

Scientific Background and Reference Sources

From Original Policy Entitled: Salivary Hormone Tests for Menopause
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Policy Implementation/Update Information

Erom Original Policy Entitled: Salivary Hormone Tests for Menopause

12/23/2004 Specialty Matched Consultant Advisory Panel review -12/9/2004. Notification of new policy
indicating that salivary hormone tests are not covered for the screening, diagnosing or monitoring
of menopause. These tests are considered investigational and BCBSNC does not cover investiga-
tional services. Notification given 12/23/2004. Effective 3/3/2005.
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1/17/07 Specialty Matched Consultant Advisory Panel review - 12/13/2006. No changes to criteria. Refer-
ence source added.

For Policy Entitled: Salivary Hormone Tests

1/12/09 Policy retitled to Salivary Hormone Tests. Policy sections updated to include guidelines for sali-
vary hormone testing for indications other than menopause. Salivary Hormone testing by radioim-
munoassay for cortisol is considered medically necessary when performed to evaluate suspected
endogenous hypercortisolism of Cushing’s syndrome (CS) in children or adults. The testing should
be ordered by a physician and performed in a CLIA (Clinical Laboratory Improvement Amend-
ments) approved laboratory. This is the only salivary hormone test that is covered. All other sali-
vary hormone tests are considered investigational and are not covered for any indication.
Reference sources added.

Medical policy is not an authorization, certification, explanation of benefits or a contract. Benefits and eligibility are deter-
mined before medical guidelines and payment guidelines are applied. Benefits are determined by the group contract and sub-
scriber certificate that is in effect at the time services are rendered. This document is solely provided for informational
purposes only and is based on research of current medical literature and review of common medical practices in the treatment
and diagnosis of disease. Medical practices and knowledge are constantly changing and BCBSNC reserves the right to
review and revise its medical policies periodically.
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