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Medical Policy Statements are derived from literature based on and supported by clinical guidelines, nationally recognized
utilization and technology assessmentguidelines, other medical management industry standards, and published MCO clinical
policy guidelines. Medically necessary services include, but are not limited to, those health care services or supplies that are
properand necessary forthe diagnosis or treatment of disease, illness, orinjury and without which the patient can be expected
to sufferprolonged, increased, ornew morbidity, impairment of function, dysfunction of a body organ or part, or significant pain
and discomfort. These services meet the standards of good medical practice in the local area, are the lowest cost alternative,
and are not provided mainly for the convenience of the member or provider. Medically necessary services also include those
services defined in any Evidence of Coverage or Certificate of Coverage documents, Medical Policy Statements, Provider
Manuals, Member Handbooks, and/or other plan policies and procedures.

Medical Policy Statements do not ensure an authorization or payment of services. Please refer to the plan contract (often
referred to as the Evidence of Coverage or Certificate of Coverage)forthe service(s)referenced in the Medical Policy
Statement. Except as otherwise required by law, if there is a conflict between the Medical Policy Statement and theplan
contract, then the plan contract will be the controlling document used to make the determination.

According to the rules of Mental Health Parity Addiction Equity Act (MHPAEA), coverage for the diagnosis and treatment of a
behavioral health disorder will not be subject to any limitations that are less favorable than the limitations that apply to medical
conditions as covered under this policy.
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A. Subject
Genetic Testing and Counseling

B. Background
Advancements in technology have contributed to the rapid expansion of identified
genetic variations. Some of these variations have been identified as disease-causing,
while others are considered common variants with no clinical impact. With the ever-
expanding number of genetic tests available, it can be clinically difficult to determine the
most appropriate tests for a particular patient. When clinically appropriate, genetic
testing may provide diagnostic and/or actionable therapeutic results which can impact a
patient’s outcome. Due to the complexity of genetic tests and subsequential results,
consultation with medical genetics professionals and counselors may be required to
assist members.

According to the National Society of Genetic Counselors of the United States, genetic
counseling is meant to integrate the following goals: 1) interpretation of family and
medical histories to assess the chance of disease occurrence or recurrence; 2)
education about the natural history of the condition, inheritance pattern, testing,
management, prevention, support resources, and research; 3) counseling to promote
informed choices in view of risk assessment, family goals, ethical and religious values;
and 4) support to encourage the best possible adjustment to the disorder in an affected
family member and/or to the risk of recurrence of that disorder. Genetic counselors are
healthcare professionals trained to provide this care; however access issues may
require other healthcare professionals to assume this role. Genetic counseling, whether
provided by a certified genetic counselor or other qualified healthcare professional, is an
integral component of genetic testing that is informative and supportive to members,
both before and after they undergo testing.

C. Definitions

e Genetic Screening — The process of testing a population for a genetic disease to
identify asubgroup of people who either have the disease or the potential to pass it
to offspring.

e Genetic Testing— A medical test that identifies changes in genes, chromosomes, or
proteins to confirm or rule out a suspected genetic condition either hereditary or
acquired.

¢ Human Leukocyte Antigen (HLA) Typing — A test used to match patients and
donors for bone marrow or cord blood transplants.

¢ Inherited Genetic Variant — A type of DNA sequence change passed from parent to
offspring (ie, germline).

o Precision Medicine — A field of medicine that selects pharmacotherapies based on
the patient’s genetics.

¢ Somatic Gene Variant — A type of DNA sequence change that is not inherited from
a parent but acquired during a person’s life.

The MEDICAL Policy Statementdetailed above has received due consideration as defined in the
MEDICAL Policy StatementPolicy and is approved.
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D. Policy

G.

VL.

Medical necessity review may be required for genetic testing. This includes both
somatic and germline genetic testing.

TrueCare will review for medical necessity using published MCG criteria when
available and the Medical Necessity Determinations administrative policy. This policy
does not apply to requests that have MCG guidelines with clear genetic counseling
requirements/recommendations.

Proprietary panel testing requires evidence-based documentation per the Medical
Necessity Determinations administrative policy. Individual genetic testing may be
requested separately based on the Medical Necessity Determinations administrative
policy for panels not meeting medical necessity requirements.

. Genetic counseling is required for all inherited genetic mutation testing, as indicated

by ALL the following:

A. Counseling is provided by a healthcare professional with education and training
in genetic issues relevant to the genetic tests under consideration.

B. Counseling is provided to enable member’s informed decision making concerning
proposed testing (eg, purpose of testing, management that may be informed by
result, heritable nature informed by 3-generation family history, range of possible
results, potential benefits and risks of testing (eg, psychological, social,
economic).

Somatic genetic testing (eg, cancer testing) does not require genetic counseling
described above.

Human leukocyte antigen (HLA) typing is not part of the genetic testing policy and
does not require pre-authorization.

VII. While most inherited genetic testing is only necessary once in a lifetime, TrueCare

recognizes that a germline genetic test could be appropriately repeated in
extraordinary circumstances due to changes in technology. This type of test will be
considered with the proper medical necessity documentation.

. Conditions of Coverage
NA

Related Policies/Rules
Medical Necessity Determinations
Cystic Fibrosis Carrier Testing

Review/Revision History
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The MEDICAL Policy Statementdetailed above has received due consideration as defined in the
MEDICAL Policy StatementPolicy and is approved.
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