ADMINISTRATIVE

Administrative Policy Statement prepared by CareSource and its affiliates are derived from literature based on and supported by
clinical guidelines, nationally recognized utilization and technology assessment guidelines, 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 proper and necessary for the diagnosis or treatment of disease, illness, or injury and
without which the patient can be expected to suffer prolonged, increased or new 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
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Autosomal Recessive — A trait or disorder requiring a deleterious variant in both
copies of the gene to express a phenotype.

Carrier — An individual with a gene variant for a disease or disorder who can pass
the variant on to offspring but does not have symptoms or features of the disorder.
Cystic Fibrosis Transmembrane Conductance Regulator (CFTR) -
Transmembrane protein that functions as a regulated anion channel to maintain a
gradient necessary for normal cell function. Mutations that alter the function of the
CFTR protein are associated with CF.

CFTR-Related Disorder — A single pathogenic CFTR variant leading to the
development of disease limited to one organ system in an individual who does not fit
the CF diagnosis.

CFTR-Related Metabolic Syndrome (CRMS) - Infants and children who are
asymptomatic but have positive CF screening results. Found in 3-4% of infants with
a positive newborn CF screen, CRMS is also known as CF screen positive,
inconclusive diagnosis (CFSPID).

Immunoreactive Trypsinogen (IRT) — A pancreatic enzyme precursor measured in
newborns to screen for the presence of CF.

D. Policy

Genetic testing for CF should only be performed once in a lifetime and the results
documented in the member’s health record. All genetic testing for CF should use
currently recommended ACMG CFTR panels. Prior authorization is required for all
CF genetic tests.

Diagnostic testing is considered medically necessary when the member meets any of

the following criteria:

A. clinical presentation of CF

B. infertility from oligospermia/azoospermia/congenital bilateral absence of vas
deferens (CBAVD)

C. infant with meconium ileus or other symptoms indicative of CF but unable to
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A. repeat testing
B. fetal testing
C. gene sequencing of
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