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Background

FDA Approved Indications 

Please refer to above table for approved indications for each chelation agent. 

Chelation therapy reduces the accumulation of essential heavy metals (e.g., iron and copper) or non-essential metals (e.g., lead and aluminum) in the body. Chelating agents bind with heavy metal ions and enhance the urinary and fecal excretion of these toxic metals. Chelation therapy is performed in cases of iron, lead, copper and aluminum overload and in some heavy metal toxicities. 

Non-FDA Approved Indications 

Chelation therapy has also been proposed for other non-overload conditions such as: atherosclerotic vascular diseases; coronary artery disease; reperfusion injury during coronary angioplasty or cardiopulmonary bypass surgery; progressive renal insufficiency in Type II diabetic nephropathy; Alzheimer’s disease; glioblastoma; primary biliary cirrhosis; Parkinson’s disease; ankylosing spondylitis; autism; scleroderma; porphyria; and hypercholesterolemia. However, there remains a lack of evidence to support these indications, and additional research is needed to determine the safety and efficacy of chelation therapy for these conditions. 

Atherosclerotic Vascular Disease 

Chelation therapy with ethylene diamine tetra-acetic acid (EDTA) has been proposed as a noninvasive treatment alternative to established techniques of angioplasty and bypass surgery for atherosclerotic vascular disease. It is theorized that by removing iron and copper from the body, the generation of free radicals and propagation of lipid peroxidation are impaired and that low-density lipoproteins are lowered (Miller, et al., 2004; Villarruz, et al., 2004). 

Seely et al. (2005) in a systematic review of seven articles from 1963 to 2005 assessed the potential use of EDTA chelation therapy for the treatment of cardiovascular disease. It is proposed that repeated administration of EDTA in combination with vitamins and minerals is a safe alternative treatment for atherosclerosis. The proposed action of EDTA is to reverse atherosclerosis and includes: calcium chelation to dissolve plaques, free radical scavenging action, reduction of iron stores, cell membrane stabilization, arterial dilation, improved arterial wall elasticity and increased production of nitric oxide. Their conclusion was that using EDTA as a treatment for…
POlicy

Medically Necessary:

The administration of Food and Drug Administration (FDA) approved chelating agents is considered medically necessary treatment in any of the following conditions:

· Patients with hemochromatosis who are not able to tolerate frequent phlebotomy;

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

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

· Copper overload in patients with Wilson's disease, a rare, hereditary condition;

· Arsenic, mercury, iron, copper or gold poisoning when long-term exposure thereto and toxicity

· has been confirmed through lab results (i.e., blood, plasma, or urine results) or clinical findings (i.e., symptoms consistent with metal toxicity);

· Aluminum overload in chronic hemodialysis patients;

·  Emergency treatment of hypercalcemia.

Investigational and Not Medically Necessary:

Chelation therapy is considered investigational and not medically necessary for the treatment of all other conditions, including but not limited to:

· Prevention and treatment of cardiovascular disease;

· Peripheral vascular disease;

· Chronic fatigue syndrome secondary to dental amalgam therapy;

· Treatment for Alzheimer's disease;

· Treatment of rheumatoid arthritis;

· Treatment of Parkinson's disease;

· Treatment of cadmium exposure.

Rationale

Chelation therapy is considered an effective therapy for conditions where heavy metal overload is clearly pathogenic. For example, iron overload can result in kidney, liver and other internal organ damage, and the medical literature has shown chelation therapy to be a relatively safe and effective treatment of this condition. In patients with heavy metal poisonings, chelation therapy has been established as a relatively safe and effective method of decreasing blood metal concentrations. Several studies published in peer-reviewed medical literature have shown chelation therapy is useful in binding toxic metal ions and allowing their excretion through the liver or kidneys. Several studies have shown the action of chelation agents in patients with metal poisoning avoids complications such as organ damage and impaired neurological functioning.

The causal effect of heavy metal overload in other conditions has not been proven, and thus the role of chelation therapy remains investigational. For example, although chelation therapy has been investigated as a treatment of a wide variety of diseases and conditions, including Alzheimer's disease, Parkinson's, and rheumatoid arthritis, there has not been adequate scientific evidence to prove the effectiveness and safety of such methods. Further study is needed to ascertain the causal role of heavy metal overload in these conditions, followed by studies demonstrating the efficacy of chelation therapy...

Dental amalgams have been investigated as a cause of increased blood levels of mercury potentially associated with chronic fatigue syndrome or Alzheimer's disease. In 1998, the American Dental Association's Council on Scientific Affairs reviewed the scientific literature on amalgam and stated: "The Council concludes that, based on available scientific information, amalgam continues to be a safe and effective restorative material." The Journal of the American Dental Association (ADA) reported that researchers found "no significant association of Alzheimer's Disease with the number, surface area or history of having dental amalgam restorations" and "no statistically significant differences in brain mercury levels between subjects with Alzheimer's disease and control subjects." The ADA's position has been reaffirmed by the U.S. Food and Drug Administration (FDA) Center for Devices and Radiological Health in 2002 and 2006. The ADA's updated 2008 statement cites that dental amalgams are safe and effective for patients and dental personnel…
Glossary

1. Hemochromatosis: a rare genetic disease that results in the overabundance of iron in the liver, brain, heart and kidneys, causing liver dysfunction, diabetes, changes in skin pigmentation, heart problems, arthritis and testicular atrophy

2. Sickle cell disease: an inherited genetic disorder that causes red blood cells to take on a characteristic crescent or sickle-like shape with decreased ability to carry oxygen

3. Sideroblastic anemia: a condition in which there is excess iron in the bone cells

4. Thalassemia intermedia: a genetic form of anemia in which there is an abnormality in the oxygen carrying portion of red blood cells

5. Wilson's disease: an inherited (autosomal recessive) disorder where excessive quantities of copper build up in the body, particularly in the liver and central nervous system
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Policy Intent

Rule 1

Applicable Services

1. IV Chelation Therapy

2. Injection

a. Dimercaprol

b. Edetate calcium disodium

c. Deferoxamine mesylate

d. Edetate disodium

Conditions – Allow

1. Heavy Metal Toxicity – 

a. Lead

b. Cadmium

c. Mercury

d. Arsenic

e. Gold

f. Other heavy metals
 
 
Conditions – Pend

1. Hemochromatosis (Comment – Primary or Secondary)

2.  Wilsons disease  (Comment – Disorders of copper metabolism)

3. Thalassemias
4. Sickle Cell Anemia

5. Biliary Cirrhosis
6. Calcium Disorders (Comment - For treatment of Emergency Hypercalcemia)

7. Toxic neural conditions

Conditions – DENY

1. All other Conditions not Allowed or Pended

Relevant Codes

See code list: PolicyDemo_ChelationTherapy_codes.xls

