evolent ()“

Chelation Therapy HEALTH
Policy Number: MP-019
Last Review Date: 05/09/2019
Effective Date: 07/09/2019
Policy

Evolent Health considers the Administration of FDA-Approved Chelating Agents
medically necessary for any the following indications:

1. Secondary hemochromatosis due to chronic iron overload due to transfusion-
dependent anemias (e.g. thalassemias, Cooley’s anemia, sickle cell anemia,
sideroblastic anemia).

2. Heavy metal toxicity, which includes the following:

Arsenic, mercury, iron, copper or gold poisoning when long-term exposure and
toxicity has been confirmed through lab results (i.e., blood, plasma, and/or urine
results) or clinical findings (i.e. symptoms consistent with metal toxicity).
Aluminum overload in chronic hemodialysis members

Copper overload in members with Wilson’s Disease

Emergency treatment of hypercalcemia

Lead overload in cases of acute or long-term lead exposure

Note: for metals not listed above, additional documentation must be maintained in
the medical record.

3. Covered Place of Service: Chelation therapy is covered only in the following places

of service that can provide the level of care and monitoring required for the
procedure:

Hospital

Hospital-based ambulatory setting
Outpatient hospital

Emergency room

Renal dialysis facilities, and
Skilled nursing facilities

Limitations
1. Chelation therapy is considered investigational and not medically necessary for
the treatment of any of the following:

Alzheimer’s disease
Autism Spectrum Disorder
Atherosclerosis

Cadmium exposure
Cancer
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e Cardiovascular disease - prevention and treatment
e Chemical Endarterectomy with Edetate Disodium
e Parkinson’s disease
e Peripheral vascular disease
e Rheumatoid arthritis

2. Non Covered Locations: Chelation therapy requires close monitoring and is not
covered in the following locations that cannot provide the level of care and
monitoring required:

o Office setting
e Home setting, or
e Certain ambulatory surgical centers

Note: Certain oral iron chelation agents may be taken in the home setting.

Background

Chelation therapy is the application of chelation techniques for the therapeutic or
preventive effects of removing unwanted metal ions from the body. It involves the
administration of drugs that bind heavy metal ions such as lead, arsenic, iron, and
mercury in the blood stream preventing their interaction with vital organs, which include
the nervous system and kidneys. Such drugs are known as chelating agents. The
presence of heavy metals in the blood stream can be the result of several factors
including environmental exposure. Additionally, many medical conditions may lead to
excess iron in the blood stream causing health problems.

Chelation therapy has been proposed as a treatment for the removal of heavy metal
ions to reduce cellular oxidative damage caused by the production of hydroxyl radicals.
This therapy is being investigated for the treatment of numerous non-over-load
conditions, including, cardiovascular disease, reperfusion injury during coronary
angioplasty or cardiopulmonary bypass surgery, anthracycline-associated cardiac
damage, Alzheimer’s disease, autism spectrum disorder and rheumatoid arthritis.
However, there is no or very limited scientific evidence that supports these uses of
chelation therapy.

Specific chelation agents are used to treat certain kinds of poisonings. Common

chelating agents include:

1. Desfuroxamine Mesylate: used for acute iron toxicity, and acute iron intoxication
and chronic iron overload due to transfusion-dependent anemias. Intravenous
preferred.
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2. Dimercaprol (BAL): indicated in the treatment of arsenic, gold and mercury (soluble
inorganic compounds) poisoning, and as an adjunct in the treatment of lead toxicity,
given intramuscularly.

3. DMSA: an analogue of Dimercaprol that can be given orally for lead and arsenic
poisoning.

4. D-penicillamine: an oral chelating agent used for heavy metal toxicity - lead,
arsenic or mercury.

5. Calcium Disodium Versante (CaNa2-EDTA): a drug used in the treatment of lead
toxicity. It reduces the blood concentrations of lead, and increases urinary excretion
of zinc. It has also been found to chelate iron, copper, calcium, and manganese.
This drug is used in conjunction with BAL in cases of lead toxicity. It should never
be used alone in treating lead toxicity because it chelates only extracellular and not
intracellular lead.

6. Edetate Disodium: a drug approved by the FDA for use in selected patients with
high blood calcium levels (hypercalcemia) as well as for use among patients with
heart rhythm problems due to intoxication with the drug, digitalis.

Patients with heavy metal toxicity usually require chelation therapy 2-6 times a day, for
2-5 days (depending on the level, agent, and condition of the patient). In addition, they
require close monitoring of their physical signs and symptoms and heavy metal levels.
Additionally chelation therapy and its resultant sequelae must be continuously
monitored.

The American Heart Association (AHA), the US Food and Drug Administration (FDA),
the National Institues of Health (NIH) and the American College of Cardiology (ACC)
have stated that there is inadequate scientific evidence to justify the application of
Chelation Therapy for atherosclerosis on a clinical basis.
“We have found no scientific evidence to demonstrate any benefit from chelation therapy
with ethylenediamine tetraacetic acid (E.D.T.A.), to treat arteriosclerotic heart disease.
Up to now, there have been no adequate, controlled, published scientific studies using
currently approved scientific methodology to support this therapy for cardiovascular
disease’.

The American Medical Association (AMA) indicates that there is no scientific
documentation that Chelation Therapy is effective in the treatment of cardiovascular
disease, atherosclerosis, rheumatoid arthritis and cancer.
“There is no scientific documentation that the use of chelation therapy is effective in the
treatment of cardiovascular disease, atherosclerosis, rheumatoid arthritis, and cancer. If
chelation therapy is to be considered a useful medical treatment for anything other than
heavy metal poisoning, hypercalcemia or digitalis toxicity, it is the responsibility of its
proponents to conduct properly controlled scientific studies, to adhere to FDA guidelines
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for drug investigation, and to disseminate study results in the usually accepted

channels’.
Codes:
CPT Codes / HCPCS Codes / ICD-10 Codes
Code Description
J0470 Injection, Dimercaprol, per 100 mg
J0600 Injection, Edetate Calcium Disodium up to 1000 mg
J0895 Injection, Deferoxamine Mesylate, 500 mg

Non-Covered

Codes

J3520

Edetate disodium, per 150 mg

Chemical endarterectomy by use of Ethylenediamine-Tetra-Acetic (EDTA)

MO0300 in the treatment of atherosclerosis, arteriosclerosis, calcinosis or similar

generalized conditions, or in the treatment of heavy metal poisoning

Home infusion therapy, chelation therapy; administrative services,
S9355 professional pharmacy services, care coordination, and all necessary

supplies and equipment
ICD-10 codes covered if selection criteria are met: \
E83.10 Disorder of iron metabolism, unspecified |
E83.110 Hereditary Hemochromatosis \
E83.111 Hemochromatosis due to repeated red blood cell transfusions |
E83.118 Other Hemochromatosis \
E83.119 Hemochromatosis unspecified \
E83.00 Disorder of copper metabolism, unspecified \
E83.01 Wilson’s disease \
E83.09 Other disordered of copper metabolism \
E83.52 Hypercalcemia \
D56.1 Beta thalassemia \
D56.2 Delta-beta thalassemia |
D56.3 Thalassemia minor |
D56.4 Hereditary persistence of fetal hemoglobin [HPFH] \
D56.5 Hemoglobin E-beta thalassemia \
D56.8 Other thalassemias |
D56.9 Thalassemia, unspecified |
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D57.41 Sickle-cell thalassemia with crisis
D57.411 Sickle-cell thalassemia with acute chest syndrome
D57.412 Sickle-cell thalassemia with splenic sequestration
D57.419 Sickle-cell thalassemia unspecified
D57.00 Sickle-cell unspecified
D57.01 Hb-SS disease with acute chest syndrome
D57.02 Hb-SS disease with splenic sequestration
D57.1 Sickle-cell disease without crisis
D57.20 Sickle-cell/ Hb-C disease without crisis
D57.211 Sickle-cell/Hb-C disease with acute chest syndrome
D57.212 Sickle-cell/Hb-C disease with splenic sequestration
D57.219 Sickle-cell/Hb-C unspecified
D57.3 Sickle-cell trait
D57.80 Other sickle-cell without crisis
D57.811 Other sickle-cell disorders with acute chest syndrome
D57.812 Other sickle-cell disorders with splenic sequestration
D57.819 Other sickle-cell unspecified
D64.0 Hereditary sideroblastic anemia
D64.1 Secondary sideroblastic anemia due to disease
D64.2 Secondary sideroblastic anemia due to drugs and toxins
D64.3 Other sideroblastic anemias
T37 8X1A Poigoning by cher gpecifigd_ s_.ystemic anti-infectives and antiparasitics,
accidental (unintentional), initial encounter
T37.8X1D Poigoning by cher §pecified systemic anti-infectives and antiparasitics,
accidental (unintentional), subsequent encounter
T37.8X1S Poigoning by cher gpecified systemic anti-infectives and antiparasitics,
accidental (unintentional), sequela
T37 8X2A Eoisqning by other spe.c.ified systemic anti-infectives and antiparasitics,
intentional self-harm initial encounter
T37.8X2D Poi_soning py o_ther specified systemic anti-infectives and
antiparasitics, intentional self-harm subsequent encounter
T37 8X2S Poisoning by other specified systemic anti-infectives and antiparasitics,

intentional self-harm sequela
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Poisoning by other specified systemic anti-infectives and antiparasitics,

T37.8X3A assault initial encounter
Poisoning by other specified systemic anti-infectives and antiparasitics,
T37.8X3D
assault subsequent encounter
T37.8X3S Poisoning by other specified systemic anti-infectives and antiparasitics,
assault sequela
Poisoning by other specified systemic anti-infectives and antiparasitics,
T37.8X4A . L
undetermined initial encounter
Poisoning by other specified systemic anti-infectives and antiparasitics,
T37.8X4D .
undetermined subsequent encounter
Poisoning by other specified systemic anti-infectives and
T37.8X4S . " :
antiparasitics, undetermined sequela
T37 8X5A Ad\_/erse (.affecﬁ gf_ other specified systemic anti-infectives and
antiparasitics initial encounter
Adverse effect of other specified systemic anti-infectives and
T37.8X5D . "
antiparasitics subsequent encounter
T37 8X5S Ad\_/erse gffect of other specified systemic anti-infectives and
antiparasitics sequela
T45 4X1A PC.)I.SOI’IIng by iron and its compounds, accidental (unintentional)
initial encounter
T45.4X1D Poisoning by iron and its compounds, accidental (unintentional)
subsequent encounter
T45 4X1S Poisoning by iron and its compounds, accidental (unintentional)
sequela
T45.4X2A Poisoning by iron and its compounds, intentional self-harm initial
encounter
T45 4X2D Poisoning by iron and its compounds, intentional self-harm subsequent
encounter
T45.4X2S Poisoning by iron and its compounds, intentional self-harm sequel \
T45.4X3A Poisoning by iron and its compounds, assault initial encounter \
T45.4X3D Poisoning by iron and its compounds, assault subsequent encounter \
T45.4X3S Poisoning by iron and its compounds, assault sequela \
T45.4X4A Poisoning by iron and its compounds, undetermined initial encounter \
T45 4X4D Poisoning by iron and its compounds, undetermined subsequent

encounter
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T45.4X4S Poisoning by iron and its compounds, undetermined sequela \
T45.4X5A Adverse effect of iron and its compounds initial encounter |
T45.4X5D Adverse effect of iron and its compounds subsequent encounter \
T45.4X5S Adverse effect of iron and its compounds sequela \
T56.0X1A Toxic effect of lead and its compounds, accidental (unintentional) initial
encounter
T56.0X1D Toxic effect of lead and its compounds, accidental (unintentional)
subsequent encounter
T56.0X1S Toxic effect of lead and its compounds, accidental (unintentional) sequela
T56.0X2A Toxic effect of lead and its compounds, intentional self-harm initial
encounter
T56.0X2D Toxic effect of lead and its compounds, intentional self-harm
subsequent encounter
T56.0X2S Toxic effect of lead and its compounds, intentional self-harm
Sequel
T56.0X3A Toxic effect of lead and its compounds, intentional assault initial
encounter
T56.0X3D Toxic effect of lead and its compounds, intentional assault subsequent
encounter
T56.0X3S Toxic effect of lead and its compounds, intentional assault sequela \
T56.0X4A Toxic effect of lead and its compounds, undetermined initial encounter |
T56.0X4D Toxic effect of lead and its compounds, undetermined subsequent \
T56.0X4S Toxic effect of lead and its compounds, undetermined sequela \
T56.1X1A Toxic effect of mercury and its compound, accidental initial encounter \
T56.1X1D Toxic effect of mercury and its compound, accidental subsequent
encounter
T56.1X1S Toxic effect of mercury and its compound, accidental sequela \
T56.1X2A Toxic effect of mercury and its compounds, intentional self-harm initial
encounter
T56.1X2D Toxic effect of mercury and its compounds, intentional self-harm
subsequent encounter
T56.1X2S Toxic effect of mercury and its compounds, intentional self-harm sequela \
T56.1X3A Toxic effect of mercury and its compounds, assault initial encounter \
T56.1X3D Toxic effect of mercury and its compounds, assault subsequent encounter\
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T56.1X3S Toxic effect of mercury and its compounds, assault sequela \
T56.1X4A Toxic effect of mercury and its compounds, undetermined initial encounter |
T56.1X4D Toxic effect of mercury and its compounds, undetermined subsequent
encounter
T56.1X4S Toxic effect of mercury and its compounds, undetermined sequel \
T56.4X1A Toxic effect of copper and its compounds, accidental initial encounter \
T56.4X1D Toxic effect of copper and its compounds, accidental initial subsequent
encounter
T56.4X1S Toxic effect of copper and its compounds, accidental initial sequela \
T56.4X2A Toxic effect of copper and its compounds, intentional self-harm initial
encounter
T56.4X2D l’gglscengzﬁtt anggﬁrr)]teérand its compounds, intentional self-harm
T56.4X2S Toxic effect of copper and its compounds, intentional self-harm sequela \
T56.4X3A Toxic effect of copper and its compounds, assault initial encounter \
T56.4X3D Toxic effect of copper and its compounds, assault subsequent encounter \
T56.4X3S Toxic effect of copper and its compounds, assault sequela \
T56.4X4A Toxic effect of copper and its compounds, undetermined initial encounter \
T56.4X4D Toxic effect of copper and its compounds, undetermined subsequent ‘
encounter
T56.4X4S Toxic effect of copper and its compounds, undetermined sequel \
T56.891A Toxic effect of other metals, accidental (unintentional) initial encounter \
T56.891D Toxic effect of other metals, accidental (unintentional) subsequent ‘
encounter
T56.891S Toxic effect of other metals, accidental (unintentional) sequela \
156.892A Toxic effect of other metals, intentional self-harm initial encounter |
156.892D Toxic effect of other metals, intentional self-harm subsequent encounter |
T56.892S Toxic effect of other metals, intentional self-harm sequela \
T56.893A Toxic effect of other metals, assault initial encounter |
156.893D Toxic effect of other metals, assault subsequent encounter |
T56.893S Toxic effect of other metals, assault sequela \
156.894A Toxic effect of other metals, undetermined initial encounter |
156.894D Toxic effect of other metals, undetermined subsequent encounter |
T56.894S Toxic effect of other metals, undetermined sequela \
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T56.91XA Toxic effect of unspecified metal, accidental (unintentional) initial ‘
encounter
T56.91XD Toxic effect of unspecified metal, accidental (unintentional) subsequent ‘
encounter
T56.91XS Toxic effect of unspecified metal, accidental (unintentional) sequela \
T56.92XA Toxic effect of unspecified metal, intentional self-harm initial encounter \
T56.92XD Toxic effect of unspecified metal, intentional self-harm subsequent ‘
encounter
156.92XS Toxic effect of unspecified metal, intentional self-harm sequela |
T56.93XA Toxic effect of unspecified metal, assault initial encounter \
T56.93XD Toxic effect of unspecified metal, assault subsequent encounter \
T56.93XS Toxic effect of unspecified metal, assault sequela \
T56.94XA Toxic effect of unspecified metal, undetermined initial encounter \
T56.94XD Toxic effect of unspecified metal, undetermined subsequent encounter \
T56.94XS Toxic effect of unspecified metal, undetermined sequela \
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Disclaimer:

Evolent Health medical payment and prior authorization policies do not constitute
medical advice and are not intended to govern or otherwise influence the practice of
medicine. The policies constitute only the reimbursement and coverage guidelines of
Evolent Health and its affiliated managed care entities. Coverage for services varies for
individual members in accordance with the terms and conditions of applicable
Certificates of Coverage, Summary Plan Descriptions, or contracts with governing
regulatory agencies.

Evolent Health reserves the right to review and update the medical payment and prior
authorization guidelines in its sole discretion. Notice of such changes, if necessary,
shall be provided in accordance with the terms and conditions of provider agreements
and any applicable laws or regulations.

These policies are the proprietary information of Evolent Health. Any sale, copying, or
dissemination of said policies is prohibited.
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