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I. Policy: Chelation Therapy 
 
II. Purpose/Objective: 

To provide a policy of coverage regarding Chelation Therapy 
 
III. Responsibility: 

A. Medical Directors 
B. Medical Management 

 
IV. Required Definitions 

1. Attachment – a supporting document that is developed and maintained by the policy writer or   

department requiring/authoring the policy.  

2. Exhibit – a supporting document developed and maintained in a department other than the department 

requiring/authoring the policy. 

3. Devised – the date the policy was implemented. 

4. Revised – the date of every revision to the policy, including typographical and grammatical changes. 

5. Reviewed – the date documenting the annual review if the policy has no revisions necessary. 

 

V. Additional Definitions 
Medical Necessity or Medically Necessary means Covered Services rendered by a Health Care Provider that the Plan 
determines are: 
 

a. appropriate for the symptoms and diagnosis or treatment of the Member's condition, illness, disease or 
injury; 

b. provided for the diagnosis, and the direct care and treatment of the Member's condition, illness disease or 
injury; 

c. in accordance with current standards of good medical treatment practiced by the general medical 
community. 

d. not primarily for the convenience of the Member, or the Member's Health Care Provider; and 
e. the most appropriate source or level of service that can safely be provided to the Member.  When applied 

to hospitalization, this further means that the Member requires acute care as an inpatient due to the nature 
of the services rendered or the Member's condition, and the Member cannot receive safe or adequate care 
as an outpatient. 

 
Medicaid Business Segment 
Medically Necessary — A service, item, procedure, or level of care that is necessary for the proper treatment or 
management of an illness, injury, or disability is one that: 

• Will, or is reasonably expected to, prevent the onset of an illness, condition, injury or disability. 

• Will, or is reasonably expected to, reduce or ameliorate the physical, mental or developmental effects of an 

Commercial X CHIP X 

Medicare X ACA X 

Medicaid X   



illness, condition, injury or disability. 

• Will assist the Member to achieve or maintain maximum functional capacity in performing daily activities, taking 
into account both the functional capacity of the Member and those functional capacities that are appropriate for 
Members of the same age 

 
DESCRIPTION: 
Chelation therapy is the administration of chelating agents to rid the body of toxic levels of heavy metal ions by forming 
complexes that render them physiologically inactive and enhancing their excretion in the urine. 
 
INDICATIONS: 

1. Heavy metal poisoning 
2. Aluminum overload in persons with end stage renal disease 
3. Control of ventricular arrhythmias or heart block associated with digitalis toxicity 
4. Copper overload/toxicity secondary to Wilson’s disease 
5. Emergency treatment of hypercalcemia 
6. Hemochromatosis 
7. To decrease the risk of anthracycline cardiotoxicity in women with breast cancer treated with  

anthracycline agents (doxorubicin) 
      8.    Acute iron intoxication or chronic iron overload caused by any of the following:  

  A. Ineffective erythropoiesis 
  B. Sideroblastic anemias – hereditary or acquired 
  C. Severe thalassemia 
  D. Porphyria cutanea tarda 
  E. Syndrome of liver iron overload 
  F. African iron loading 
  G. Parenteral iron administration by red cell transfusion for treatment of:  

• Severe beta thalassemia 

• Sickle cell anemia 

• Myelodysplastic syndromes 

• Refractory aplastic anemia 
 
Note: Ophthalmologic use of topical edetate disodium in the treatment of band keratopathy is considered reasonable and 
necessary based on specialty provider input. 
 
Guideline for utilization of chelation therapy 
Chelation therapy will be considered medically necessary when the member’s laboratory values meet or exceed the 
following levels: Variation from these standards will be considered on a per-case basis.  
Arsenic:  
 24 hr urine greater than 50 mcg/L or greater than 100 mcg/24 hr. collection. 
Lead 
 Whole blood greater than 45 mcg/dl (pediatric and adult) 
 
Note: According to the current CDC guidance, there is limited data regarding the safety and effectiveness of chelation 
therapy in children with blood lead levels between 20 to 44 µg/dL and chelation therapy should be considered with 
caution. Requests for chelation treatment of symptomatic children in these ranges will be considered on a per-case basis 
in accordance with current CDC guidance.  
          
Mercury 
 Urine greater than 25 mcg/L 
 Absolute indicator 150 mcg/L 
 Whole blood greater than 35 mcg/L 
 
Thallium 
 Whole blood greater than 100 mcg/L 
 Urine greater than 200 mcg/L 
 
Iron 
 Serum greater than 300 mcg/dl 
 
Zinc 
 Serum greater than 150 mcg/dl 
 Plasma greater than 100 mcg/dl 



 
Anthracycline cardiotoxicity 
  Limited to use in members with metastatic breast cancer who have received a cumulative dose  
              of 300 mg/m2 or greater of doxirubicin.  
 
NOTE: The use of dexrazoxane HCl adjuvant to the initiation of doxirubicin-based chemotherapy is not recommended by 
the American Society of Clinical Oncology.   
 
EXCLUSIONS: 
There are insufficient blinded studies published in peer-reviewed medical literature to support the use of chelation therapy 
for the following indications. Therefore, the Plan does NOT provide coverage for Chelation Therapy as a treatment for any 
of the following conditions (may not be all-inclusive) because the utilization of this treatment modality is considered 
experimental, investigational or unproven: 
 
Peripheral artery disease                                                             Diabetes 
Multiple sclerosis                                                                          Autism 
Arteriosclerosis                     Arthritis 
Alzheimer’s disease                Rheumatoid arthritis 
Parkinson’s disease                scleroderma 
Porphyria                 hypercholesterolemia 
Atherosclerotic vascular disease                                                  Other conditions not listed as indications 

 
Chelation therapy for treatment of heavy metal (Arsenic, Cadmium, Lead and Mercury) toxicity typically requires multiple 
treatments administered over a period of several days, and requires continuous monitoring of the chelation therapy and its 
resultant sequelae as well as careful monitoring of heavy metal levels and the member’s physical signs and symptoms. 
Places of service that can provide this level of care include inpatient and outpatient hospital, emergency department, 
dialysis centers and skilled nursing facilities. Chelation therapy for treatment of heavy metal toxicity provided in the office 
setting or home setting is NOT COVERED.  
 
Chemical endarterectomy with intravenous administration of EDTA (Ethylenediamine –Tetraacetic Acid) is considered 
experimental, investigational or Unproven and is NOT COVERED. 
 
Chelation therapy based on laboratory values derived from hair analysis is considered to be Experimental, 
Investigational or Unproven and is NOT COVERED. Lead in hair may be a reflection of external contamination rather 
than internal lead dose. Additionally, laboratory analysis is not standardized. 
 
Chelation therapy for the treatment of toxicity from dental amalgam fillings is considered experimental, investigational 
or Unproven and is NOT COVERED. There is insufficient evidence to confirm an association between amalgam fillings 
and systemic symptoms and disorders.  
 
Note: A complete description of the process by which a given technology or service is evaluated and determined 
to be experimental, investigational or unproven is outlined in MP 15 - Experimental Investigational or Unproven 
Services or Treatment. 
 

Medicaid Business Segment: 
Any requests for services, that do not meet criteria set in the PARP, may be evaluated on a case by case basis. 

 
CODING ASSOCIATED WITH: Chelation Therapy 
The following codes are included below for informational purposes and may not be all inclusive. Inclusion of a 
procedure or device code(s) does not constitute or imply coverage nor does it imply or guarantee provider 
reimbursement.  Coverage is determined by the member specific benefit plan document and any applicable laws 
regarding coverage of specific services. Please note that per Medicare coverage rules, only specific CPT/HCPCS 
Codes may be covered for the Medicare Business Segment.  Please consult the CMS website at www.cms.gov or 
the local Medicare Administrative Carrier (MAC) for more information on Medicare coverage and coding 
requirements. 
 

J1190   Injection, dexrazoxane HCl, per 250 mg  

S9355 Home infusion therapy, chelation therapy; administrative services, professional pharmacy  

             services, care coordination and all necessary supplies and equipment, per  

M0300 IV chelation therapy (chemical endarterectomy) 

J0470 Injection, dimercaprol, per 100 mg 

http://www.cms.gov/


J0600 Injection, edetate calcium disodium, up to 1000 mg 

J0895 Injection, deferoxamine mesylate, 500 mg 

J3520 Edetate disodium, per 150 mg 
 
Current Procedural Terminology (CPT®) © American Medical Association: Chicago, IL 

 
LINE OF BUSINESS: 
Eligibility and contract specific benefits, limitations and/or exclusions will apply. Coverage statements found in 
the line of business specific benefit document will supersede this policy. For Medicare, applicable LCD’s and 
NCD’s will supercede this policy. For PA Medicaid Business segment, this policy applies as written. 
 
REFERENCES: 
Knudtson ML. Wyse DG. Galbraith PD. Brant R. Hildebrand K. Paterson D. Richardson D. Burkart C. Burgess E. The 
Program to Assess Alternative Treatment Strategies to Achieve Cardiac Health (PATCH) Investigators. Chelation therapy 
for ischemic heart disease: a randomized controlled trial. JAMA. 287(4):481-6, 2002 Jan 23-30.  
                                                                           
Ernst E., Chelation therapy for coronary heart disease: An overview of all clinical investigations. American Heart Journal. 
140(1):139-41, 2000 Jul.  
                                                               
Hoffbrand AV. Wonke B., Iron chelation therapy. Journal of Internal Medicine. Supplement. 740:37-41, 1997.  
   
Jensen PD. Heickendorff L. Pedersen B. Bendix-Hansen K. Jensen FT. Christensen T. Boesen AM. Ellegaard J.,  The 
effect of iron chelation on haemopoiesis in MDS patients with transfusional iron overload. British Journal of Haematology. 
94(2):288-99, 1996 Aug.  
 
Baldwin DR, Marshall WJ, Heavy metal poisoning and its laboratory investigation. Annals of Clinical Biochemistry, 36:267-
300. 1999. 
 
American Academy of Pediatrics, Screening for elevated blood lead levels. Pediatrics 101(6):1072-1078. June 1998. 
 
American Academy of Pediatrics, Technical Report: Mercury in the Environment: Implications for Pediatricians. Pediatrics 
108(1):197-205. July 2001. 
 
Ratnaike RN, Acute and chronic arsenic toxicity. Postgraduate Medicine Journal. 79:391-396, 2003. 
 
Misra UK, Kalita J, Yadav RK, Ranjan P, Thallium poisoning:emphasis on early detection and response to hemodialysis. 
Postgraduate Medical Journal, 79:103-105, 2003. 
 

 

2002 Update of Recommendations For The Use of Chemotherapy and Radiotherapy Protectants: Clinical Practice 
Guidelines of The American Society of Clinical Oncology. http://www.asco.org/ac/1,1003,_12-002546,00.asp 
 
Harrison’s Principals of Internal Medicine, 16th ed. Online. Chapter 367 Heavy Metal Poisoning, table 367-1. Accessed 
10/25/05. http://www.accessmedicine.com/content.aspx?aID=109874 
 
Wali YA, Taqi A, Deghaidi A. Study of intermittent intravenous deferrioxamine high-dose therapy in heavily iron-loaded 
children with β-thalassemia major poorly compliant to subcutaneous injections. Pediatric Hematology and 
Oncology,21:453-460, 2004. 
 
Miskin H, Yaniv I, Berant M, Hershko C, Tamary H. Reversal of cardiac complications in thalassemia major by long-term 
intermittent daily intensive iron chelation. Eur J Haematol 2003:70;398-403. 
 
Safety and efficacy of subcutaneous bolus injection of deferoxamine in adult patients with iron overload: an update. Blood. 
15 Jan. 2004;103(2):747-748. 
 
U.S. Food and Drug Administration Center for Devices and Radiological Health (CDRH). CDRH consumer information. 
Dental amalgams. Updated January 29, 2016. 
 
American Dental Association. Dental Amalgam: What Others Say. May 2015. 
 
Centers for Disease Control and Prevention   CDC's Childhood Lead Poisoning Prevention Program 
https://www.cdc.gov/nceh/lead/acclpp/blood_lead_levels.htm 
 

http://www.asco.org/ac/1,1003,_12-002546,00.asp
http://www.accessmedicine.com/content.aspx?aID=109874
https://www.cdc.gov/nceh/lead/acclpp/blood_lead_levels.htm


Dusek P, Schneider SA, Aaseth J. Iron chelation in the treatment of neurodegenerative diseases. J Trace Elem Med Biol. 
2016;38:81-92. 
 
Ibad A, Khalid R, Thompson PD. Chelation therapy in the treatment of cardiovascular diseases. J Clin Lipidol. 2016 Jan-
Feb;10(1):58-62 
 
Zeidan AM, Giri S, DeVeaux M, et al. Systematic review and meta-analysis of the effect of iron chelation therapy on 
overall survival and disease progression in patients with lower-risk myelodysplastic syndromes. Ann Hematol. 
2019;98(2):339-350 
 
Centers for Medicare & Medicaid Services. National Coverage Determination (NCD) for Chelation Therapy for Treatment 
of Atherosclerosis (20.21) 
 
Angelucci E, Li J, Greenberg P, et al. Iron chelation in transfusion-dependent patients with low- to intermediate-1-risk 
myelodysplastic syndromes: A randomized trial. Ann Intern Med. 2020; 172(8):513-522. 
 
Liu H, Yang N, Meng S, et al. Iron chelation therapy for myelodysplastic syndrome: a systematic review and meta-
analysis. Clin Exp Med. 2020; 20(1):1-9 
 

This policy will be revised as necessary and reviewed no less than annually. 
 
Devised: 1/93 Chelation Therapy, 1/95 Chelation Therapy with EDTA                                                 
 
Revised:    5/97, 02/03, 3/04; 7/04 (guideline, coding, exclusion); 7/05 (coding, indication); 11/05 (exclusion clarification), 
11/07 (added exclusions), 4/15 (added indication); 3/17 (add dental amalgam exclusion)                                    
 
Reviewed: 11/06, 11/08, 12/09, 12/10, 12/11, 12/12, 4/14, 4/16, 3/18, 3/19, 3/20, 3/21, 3/22, 3/23 
  

Geisinger Health Plan may refer collectively to health care coverage sponsors Geisinger Health Plan, Geisinger Quality Options, Inc., and Geisinger 

Indemnity Insurance Company, unless otherwise noted. Geisinger Health Plan is part of Geisinger, an integrated health care delivery and coverage 

organization. 

Coverage for experimental or investigational treatments, services and procedures is specifically excluded under the member's certificate with Geisinger 

Health Plan. Unproven services outside of an approved clinical trial are also specifically excluded under the member's certificate with Geisinger Health 

Plan. This policy does not expand coverage to services or items specifically excluded from coverage in the member’s certificate with Geisinger Health 

Plan. Additional information can be found in MP015 Experimental, Investigational or Unproven Services. 

Prior authorization and/or pre-certification requirements for services or items may apply. Pre-certification lists may be found in the member’s contract 

specific benefit document. Prior authorization requirements can be found at https://www.geisinger.org/health-plan/providers/ghp-clinical-policies 

Please be advised that the use of the logos, service marks or names of Geisinger Health Plan, Geisinger Quality Options, Inc. and Geisinger Indemnity 

Insurance Company on a marketing, press releases or any communication piece regarding the contents of this medical policy is strictly prohibited 

without the prior written consent of Geisinger Health Plan. Additionally, the above medical policy does not confer any endorsement by Geisinger Health 

Plan, Geisinger Quality Options, Inc. and Geisinger Indemnity Insurance Company regarding the medical service, medical device or medical lab test 

described under this medical policy. 

 


