Frequency Limitations often determine the coverage a patient receives for certain tests.
The following information is obtained directly from the NCD/LCD policies for your
convenience.

Limitations : Glycated Hemoglobin, HA1C
It is not reasonable and necessary to perform glycated hemoglobin tests more often than every
three months on a controlled diabetic patient to determine if the patient’s metabolic control has
been on average within the target range. It is not reasonable and necessary for these tests to be
performed more frequently than once a month for diabetic pregnant women. Testing for
uncontrolled type one or two diabetes mellitus may require testing more than four times a year.
The above Description Section provides the clinical basis for those situations in which testing
more frequently than four times per annum is indicated, and medical necessity documentation
must support such testing in excess of the above guidelines.
Many analytical methods of glycated hemoglobin show interference from elevated levels of fetal
hemoglobin or by variant hemoglobin molecules. When the glycated hemoglobin assay is
initially performed in these patients, the laboratory may inform the ordering physician of a
possible analytical interference. Alternative testing, including glycated protein, for example,
fructosamine, may be indicated for monitoring the degree of glycemic control. It is therefore
conceivable that a patient will have both a glycated hemoglobin and glycated protein ordered on
the same day. This should be limited to the initial assay of glycated hemoglobin, with
subsequent exclusive use of glycated protein. These tests are not considered to be medically
necessary for the diagnosis of diabetes.

Limitations : Thyroid Testing
Testing may be covered up to two times a year in clinically stable patients; more frequent testing
may be reasonable and necessary for patients whose thyroid therapy has been altered or in
whom symptoms or signs of hyperthyroidism or hypothyroidism are noted.

Limitations : Lipids Testing
Lipid panel and hepatic panel testing may be used for patients with severe psoriasis which has
not responded to conventional therapy and for which the retinoid etretinate has been prescribed
and who have developed hyperlipidemia or hepatic toxicity. Specific examples include
erythrodermia and generalized pustular type and psoriasis associated with arthritis. Routine
screening and prophylactic testing for lipid disorder are not covered by Medicare. While lipid
screening may be medically appropriate, Medicare by statute does not pay for it. Lipid testing in
asymptomatic individuals is considered to be screening regardless of the presence of other risk
factors such as family history, tobacco use, etc.

Once a diagnosis is established, one or several specific tests are usually adequate for
monitoring the course of the disease. Less specific diagnoses (for example, other chest pain)
alone do not support medical necessity of these tests.
When monitoring long-term anti-lipid dietary or pharmacologic therapy and when following
patients with borderline high total or LDL cholesterol levels, it is reasonable to perform the lipid
panel annually. A lipid panel at a yearly interval will usually be adequate while measurement of
the serum total cholesterol or a measured LDL should suffice for interim visits if the patient does
not have hypertriglyceridemia.
Any one component of the panel or a measured LDL may be medically necessary up to six
times the first year for monitoring dietary or pharmacologic therapy. More frequent total
cholesterol HDL cholesterol, LDL cholesterol and triglyceride testing may be indicated for
marked elevations or for changes to anti-lipid therapy due to inadequate initial patient response
to dietary or pharmacologic therapy. The LDL cholesterol or total cholesterol may be measured
three times yearly after treatment goals have been achieved.
If no dietary or pharmacological therapy is advised, monitoring is not necessary.
When evaluating non-specific chronic abnormalities of the liver (for example, elevations of
transaminase, alkaline phosphatase, abnormal imaging studies, etc.), a lipid panel would
generally not be indicated more than twice per year.
** For Screening tests please refer to the Screening or Preventative Services Policies

Limitations - CEA
Serum CEA determinations are generally not indicated more frequently than once per
chemotherapy treatment cycle for patients with metastatic solid tumors which express CEA or
every two months post-surgical treatment for patients who have had colorectal carcinoma.
However, it may be proper to order the test more frequently in certain situations, for example,
when there has been a significant change from prior CEA level or a significant change in patient
status which could reflect disease progression or recurrence.
Testing with a diagnosis of an in situ carcinoma is not reasonably done more frequently than
once, unless the result is abnormal, in which case the test may be repeated once.

Limitations – Beta HCG
It is not reasonable and necessary to perform hCG testing more than once per month for
diagnostic purposes. It may be performed as needed for monitoring of patient progress and
treatment. Qualitative hCG assays are not appropriate for medically managing patients with
known or suspected germ cell neoplasms.

Limitations – Tumor Antigen by Immunoassay CA 125
These services are not covered for the evaluation of patients with signs or symptoms suggestive
of malignancy. The service may be ordered at times necessary to assess either the presence of
recurrent disease or the patient’s response to treatment with subsequent treatment cycles.
The CA 125 is specifically not covered for aiding in the differential diagnosis of patients with a
pelvic mass as the sensitivity and specificity of the test is not sufficient. In general, a single
“tumor marker” will suffice in following a patient with one of these malignancies.

Limitations - Tumor Antigen by Immunoassay CA15-3 ; CA 27.29 ; CA19-9
These services are not covered for the evaluation of patients with signs or symptoms suggestive
of malignancy. The service may be ordered at times necessary to assess either the presence of
recurrent disease or the patient’s response to treatment with subsequent treatment cycle.

Limitations – Prostate Specific Antigen
Generally, for patients with lower urinary tract signs or symptoms, the test is performed only
once per year unless there is a change in the patient’s medical condition.
Testing with a diagnosis of in situ carcinoma is not reasonably done more frequently than once,
unless the result is abnormal, in which case the test may be repeated once.
** ** For Screening tests please refer to the Screening or Preventative Services Policies

Limitations – Gamma Glutamyl Transferase
When used to assess liver dysfunction secondary to existing non-hepatobiliary disease with no
change in signs, symptoms, or treatment, it is generally not necessary to repeat a GGT
determination after a normal result has been obtained unless new indications are present.
If the GGT is the only “liver” enzyme abnormally high, it is generally not necessary to pursue
further evaluation for liver disease for this specific indication.
When used to determine if other abnormal enzyme tests reflect liver abnormality rather than
other tissue, it generally is not necessary to repeat a GGT more than one time per week.
Because of the extreme sensitivity of GGT as a marker for cytochrome oxidase induction or cell
membrane permeability, it is generally not useful in monitoring patients with known liver
disease.

Limitations – Hepatitis Panel/Acute Hepatitis Panel
Acute Hepatitis Panel
needed.

After a hepatitis diagnosis is established, only individual tests are

Limitations – Fecal Occult Blood Test
1.

The FOBT is reported once for the testing of up to three separate specimens
(comprising either one or two tests per specimen).

2.

In patients who are taking non-steroidal anti-inflammatory drugs and have a history of
gastrointestinal bleeding but no other signs, symptoms, or complaints associated with
gastrointestinal blood loss, testing for occult blood may generally be appropriate no
more than once every three months.

When testing is done for the purpose of screening for colorectal cancer in the absence of signs,
symptoms, conditions, or complaints associated with gastrointestinal blood loss, report the
HCPCS code for colorectal cancer screening; fecal-occult blood test, 1-3 simultaneous
determinations should be used.
** For Screening tests please refer to the Screening or Preventative Services Policies

Limitations – Human Immunodeficiency Virus (HIV) Testing
(Prognosis including Monitoring)
1.

Viral quantification may be appropriate for prognostic use including baseline
determination, periodic monitoring, and monitoring of response to therapy. Use as a
diagnostic test method is not indicated.

2.

Measurement of plasma HIV RNA levels should be performed at the time of
establishment of an HIV infection diagnosis. For an accurate baseline, 2 specimens in
a 2-week period are appropriate.

3.

For prognosis including anti-retroviral therapy monitoring, regular, periodic
measurements are appropriate. The frequency of viral load testing should be
consistent with the most current Centers for Disease Control and Prevention guidelines
for use of anti-retroviral agents in adults and adolescents or pediatrics.

4.

Because differences in absolute HIV copy number are known to occur using different
assays, plasma HIV RNA levels should be measured by the same analytical method. A
change in assay method may necessitate re-establishment of a baseline.

5.

Nucleic acid quantification techniques are representative of rapidly emerging &
evolving new technologies. Users advised to remain current on FDA-approval status.

** For Screening tests please refer to the Screening or Preventative Services Policies

Limitations – Human Immunodeficiency Virus (HIV) Testing
(Diagnosis)
1.

HIV antibody testing in the United States is usually performed using HIV-1 or HIV-½
combination tests. HIV-2 testing is indicated if clinical circumstances suggest HIV-2 is
likely (that is compatible clinical findings and HIV-1 test negative). HIV-2 testing may be
indicated in areas of the country where there is greater prevalence of HIV-2 infections.

2.

The Western Blot test should be performed only after documentation that the initial EIA
tests are repeatedly positive or equivocal on a single sample.

3.

The HIV antigen tests currently have no defined diagnostic usage.

4.

Direct viral RNA detection may be performed in those situations where serologic
testing does not establish a diagnosis but strong clinical suspicion persists (for
example, acute retroviral syndrome, nonspecific serologic evidence of HIV, or perinatal
HIV infection).

5.

If initial serologic tests confirm an HIV infection, repeat testing is not indicated.

6.

If initial serologic tests are HIV EIA negative and there is no indication for confirmation
of infection by viral RNA detection, the interval prior to retesting is 3-6 months.

7.

Testing for evidence of HIV infection using serologic methods may be medically
appropriate in situations where there is a risk of exposure to HIV. However, in the
absence of a documented AIDS defining or HIV-associated disease, an HIV-associated
sign or symptom, or documented exposure to a known HIV-infected source, the testing
is considered by Medicare to be screening and thus is not covered by Medicare (for
example, history of multiple blood component transfusions, exposure to blood or body
fluids not resulting in consideration of therapy, history of transplant, history of illicit drug
use, multiple sexual partners, same-sex encounters, prostitution, or contact with
prostitutes).

8.

The CPT Editorial Panel has issued a number of codes for infectious agent detection
by direct antigen or nucleic acid probe techniques that have not yet been developed or
are only being used on an investigational basis. Laboratory providers are advised to
remain current on FDA-approval status for these tests.

** For Screening tests please refer to the Screening or Preventative Services Policies

