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Benefit Category
Drugs and Biologicals

Please Note: This may not be an exhaustive list of all applicable Medicare benefit categories for this item
or service.

Item/Service Description

Iron deficiency is a common condition in end stage renal disease (ESRD) patients undergoing
hemodialysis. Iron is a critical structural component of hemoglobin, a key protein found in normal red
blood cells (RBCs) which transports oxygen. Without this important building block, anemic patients
experience difficulty in restoring adequate, healthy RBCs that improve hematocrit levels. Clinical
management of iron deficiency involves treating patients with iron replacement products while they
undergo hemodialysis. Body iron stores can be supplemented with either oral or intravenous (IV) iron
products. The available evidence suggests that the mode of intravenous administration is perhaps the
most effective treatment for iron deficiency in hemodialysis patients. Unlike oral iron products which must
be absorbed through the Gl tract, IV iron products are infused directly into the bloodstream in a form that
is readily available to the bone marrow for RBC synthesis, resulting in an earlier correction of iron
deficiency and anemia.

Indications and Limitations of Coverage

Effective December 1, 2000, Medicare covers sodium ferric gluconate complex in sucrose injection as a
first line treatment of iron deficiency anemia when furnished intravenously to patients undergoing chronic
hemodialysis who are receiving supplemental erythropoeitin therapy.

Effective October 1, 2001, Medicare also covers iron sucrose injection as a first line treatment of iron
deficiency anemia when furnished intravenously to patients undergoing chronic hemodialysis who are
receiving supplemental erythropoeitin therapy.
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Claims Processing Instructions
TN 773 (Medicare Hospital Manual) &

TN 1834 (Medicare Intermediary Manual) &
TN 1708 (Medicare Carriers Manual) &
TN 763 (Medicare Hospital Manual) &
TN 1812 (Medicare Intermediary Manual) &

TN 91 (Medicare Renal Dialysis Facility Manual) &

Transmittal Information

Transmittal Number
139

Coverage Transmittal Link
https://ww.cms.gov/Regulations-and-Guidance/Guidance/Transmittals/Downloads/R139CIM.pdf &

Revision History

01/2021 - Transmittal 10515, dated December 10, 2020, is being rescinded and replaced by Transmittal
10566, dated, January 14, 2021 to remove FISS Reason Codes (RCs) 59041, 59042, 59209, and 59210
from the spreadsheet for NCD 160.18. All other information remains the same. (TN 10566 %) (CR12027)

12/2020 - This Change Request (CR) constitutes a maintenance update of ICD-10 conversions and other
coding updates specific to NCDs. These NCD coding changes are the result of newly available codes,
coding revisions to NCDs released separately, or coding feedback received.

Previous NCD coding changes appear in ICD-10 quarterly updates that can be found at:
https:/www.cms.gov/Medicare/Coverage/CoverageGenlInfo/ICD10.html &, along with other CRs
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implementing new policy NCDs. Edits to ICD-10 and other coding updates specific to NCDs will be
included in subsequent quarterly releases and individual CRs as appropriate. No policy-related changes
are included with the ICD-10 quarterly updates. Any policy-related changes to NCDs continue to be
implemented via the current, longstanding NCD process. (TN 10515 &) (CR12027)

10/2020 - This Change Request (CR) constitutes a maintenance update of ICD-10 conversions and other
coding updates specific to NCDs. These NCD coding changes are the result of newly available codes,
coding revisions to NCDs released separately, or coding feedback received.

Previous NCD coding changes appear in ICD-10 quarterly updates that can be found at:
https://www.cms.gov/Medicare/Coverage/CoverageGenlnfo/ICD10.html &, along with other CRs
implementing new policy NCDs. Edits to ICD-10 and other coding updates specific to NCDs will be
included in subsequent quarterly releases and individual CRs as appropriate. No policy-related changes
are included with the ICD-10 quarterly updates. Any policy-related changes to NCDs continue to be
implemented via the current, longstanding NCD process. (TN 10432 @) (CR12027)

12/2015 - This change request (CR) is the 3rd maintenance update of ICD-10 conversions/updates
specific to national coverage determinations (NCDs). The majority of the NCDs included are a result of
feedback received from previous ICD-10 NCD CR7818, CR8109, CR8197, CR8691, & CR9087. Some are
the result of revisions required to other NCD-related CRs released separately that included ICD-10 coding.
Implementation date: 01/04/2016 Effective date: 10/1/2015. (TN 1580 &) (CR9252)

08/2015 - This change request (CR) is the 3rd maintenance update of ICD-10 conversions/updates
specific to national coverage determinations (NCDs). The majority of the NCDs included are a result of
feedback received from previous ICD-10 NCD CR7818, CR8109, CR8197, CR8691, & CR9087. Some are
the result of revisions required to other NCD-related CRs released separately that included ICD-10 coding.
These updates do not expand, restrict, or alter existing coverage policy. Implementation date: 01/04/2016
Effective date: 10/1/2015. (TN 1537 &) (CR 9252)
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05/2014 - CMS translated the information for this policy from ICD-9-CM/PCS to ICD-10-CM/PCS
according to HIPAA standard medical data code set requirements and updated any necessary and
related coding infrastructure. These updates do not expand, restrict, or alter existing coverage policy.
Implementation date: 10/06/2014 Effective date: 10/1/2015. (TN 1388 &) (TN 1388 &) (CR 8691)

09/2012 - CMS translated the information for this policy from ICD-9-CM/PCS to ICD-10-CM/PCS
according to HIPAA standard medical data code set requirements and updated any necessary and

related coding infrastructure. These updates do not expand, restrict, or alter existing coverage policy.
Implementation date: 01/07/2013 Effective date: 10/1/2015. (TN 1122 &) (TN 1122 &) (CR 7818)

06/2001 - Added iron sucrose injection for first line treatment of iron deficiency anemia in patients
undergoing chronic hemodialysis who are receiving supplemental erythropoeitin therapy. Effective and
implementation dates 10/01/2001. (TN 139 &) (CR 1682)

11/2000 - Added sodium ferric gluconate complex in sucrose injection for first line treatment of iron
deficiency anemia in patients undergoing chronic hemodialysis who are receiving supplemental
erythropoeitin therapy. Effective and implementation dates 12/01/2000. (TN 130) (CR 1322)

National Coverage Analyses (NCAs)

This NCD has been or is currently being reviewed under the National Coverage Determination process.
The following are existing associations with NCAs, from the National Coverage Analyses database.

« Original Consideration for Ferrlecit®: Intravenous Iron Therapy (CAG-00046N) &

« Original Consideration for Venofer: Intravenous Iron Therapy (CAG-00080N) &
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Additional Information

Other Versions

NCD - Intravenous Iron Therapy (110.10)

Title

Version

Effective Between

=

Intravenous Iron Therapy

10/01/2001 - N/A
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