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DEPARTMENT OF HEALTH & HUMAN SERVICES 
Centers for Medicare & Medicaid Services 
7500 Security Boulevard 
Baltimore, Maryland 21244-1850 

Centers for Medicare & Medicaid Services’ (CMS’) Healthcare Common Procedure 
Coding System (HCPCS) Level II Final Coding, Benefit Category and Payment 

Determinations 

First Biannual (B1), 2024 HCPCS Coding Cycle 

This document presents a summary of each HCPCS Level II code application and CMS’ 
coding decision for each application processed in CMS’ First Biannual 2024 Non-Drug and 
Non-Biological Items and Services HCPCS Level II code application review cycle. Each 
summary includes the Medicare Electronic Application Request Information System™ 
(MEARIS™) identification number; topic; a summary of the applicant's request as written by 
the applicant with occasional non-substantive editorial changes made by CMS; CMS’ 
preliminary HCPCS Level II coding recommendation; a summary of public feedback from or 
following the HCPCS Level II public meeting; CMS' final HCPCS Level II coding decision, 
as well as CMS’ preliminary and final benefit category and payment determination, if 
applicable. 

In accordance with the procedures at 42 CFR §414.240 and §414.114, final Medicare Durable 
Medical Equipment, Prosthetics, Orthotics and Supplies (DMEPOS) benefit category and 
payment determinations are listed below, if applicable. These procedures follow HCPCS 
Level II determinations and payment determinations for new DME under Medicare Part B 
following public consultation held through public meetings in accordance with section 531(b) 
of the Medicare, Medicaid and SCHIP Benefits Improvement and Protection Act of 2000 
(BIPA) (Pub L. 106-554). CMS started using these public meetings and procedures for 
HCPCS Level II code requests for items and services other than DME in 2005. The 
procedures for making Medicare benefit category and payment determinations for new 
DMEPOS items and services using the BIPA 531(b) public meeting process were 
promulgated through regulations. The final rule (86 FR 73860) is available at 
https://www.federalregister.gov/documents/2021/12/28/2021-27763/medicare-program-
durable-medical-equipment-prosthetics-orthotics-and-supplies-dmepos-policy-issues. 

Whether or not an item or service falls under a Medicare benefit category, such as the 
Medicare Part B benefit category for DME, is a necessary step in determining whether an 
item may be covered under the Medicare program and, if applicable, what statutory and 
regulatory payment rules apply to the items and services. If the item is excluded from 
coverage by the Social Security Act or does not fall within the scope of a defined benefit 
category, the item cannot be covered under Medicare Part B. When the item is not excluded 
from coverage by statute and is found to fall within a benefit category, CMS needs to 
determine what payment rules apply to the item if other statutory criteria for coverage of the 
item are met. DMEPOS payment categories with corresponding HCPCS pricing indicator 
codes are included in the Appendix. 

All new coding actions will be effective October 1, 2024, unless otherwise indicated. 

https://www.federalregister.gov/documents/2021/12/28/2021-27763/medicare-program
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The HCPCS Level II coding decisions below will also be included in the October 2024 
HCPCS Quarterly Update, pending publication by CMS in the coming weeks at: 
https://www.cms.gov/Medicare/Coding/HCPCSReleaseCodeSets/HCPCS-Quarterly-Update. 
For inquiries regarding coverage, please contact the insurer(s) in whose jurisdiction(s) 
claim(s) would be filed. Specifically, contact the Medicaid agency in the state in which a 
Medicaid claim is filed, the individual private insurance entity, the Department of Veterans 
Affairs, or, for local Medicare coverage determinations, contact the Medicare contractor in 
the jurisdiction the claim would be filed. For detailed information describing CMS’ national 
coverage determination process, refer to information published at 
https://www.cms.gov/Medicare/Coverage/DeterminationProcess and 
https://www.cms.gov/Center/Special-Topic/Medicare-Coverage-Center. 

https://www.cms.gov/Center/Special-Topic/Medicare-Coverage-Center
https://www.cms.gov/Medicare/Coverage/DeterminationProcess
https://www.cms.gov/Medicare/Coding/HCPCSReleaseCodeSets/HCPCS-Quarterly-Update
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Red Blood Cells, Leukocytes Reduced, Oxygen/Carbon Dioxide Reduced - 
HCP231002Y5WRL 

Topic/Issue 

Request to establish a new HCPCS Level II code to identify red blood cells (RBCs), 
Leukocytes Reduced (LR), O2/CO2 reduced. 

Applicant's suggested language: XXXXX, “Red Blood Cells, Leukocytes Reduced, 
Oxygen/Carbon Dioxide Reduced, Each Unit (RBCs LR, O2/CO2 Reduced, Each Unit)” 

Summary of Applicant's Submission 

Hemanext Inc. submitted a request to establish a new HCPCS Level II code to identify red 
blood cells, leukocytes reduced, O2/CO2 reduced. Hemanext’s red blood cells, leukocytes 
reduced, O2/CO2 reduced was approved by the Food and Drug Administration (FDA) under 
De Novo classification on September 15, 2023. Hemanext’s red blood cells, leukocytes 
reduced, O2/CO2 reduced product is intended for transfusion. Hemanext’s ONE® RBC 
processing and storage system is a standard leukocyte-reduced RBC (LR RBC) product unit 
processed to reduce oxygen in the RBC storage environment and is packaged in the FDA-
authorized Hemanext’s Storage Bag (HSB) to maintain RBCs in a hypoxic state over the 
entire storage period up to 42 days. The three-part HSB comprises an inner oxygen-
permeable bag containing the RBCs, an iron-based O2 and CO2 sorbent material, and an 
outer O2- and CO2-impermeable outer bag. Reduction and strict maintenance of limited 
oxygen saturation of the RBC storage environment minimizes oxidative damage to the RBCs, 
known generally as the RBC storage lesion. Similarly to standard LR RBCs, RBCs LR, 
O2/CO2 reduced are intravenously transfused to restore and maintain oxygen delivery to 
body tissues and vital organs of any patient experiencing acute or chronic anemia who 
requires RBC transfusion in the judgment of the attending physician. The unit dosage of 
RBCs, LR, O2/CO2 reduced is based on the extent of the individual patient’s acute or chronic 
anemia and clinical status. 

CMS Preliminary HCPCS Coding Recommendation 

The applicant made a claim for clinical therapeutic distinction compared to standard 
leukocyte reduced RBCs, currently coded under HCPCS Level II code P9016, “Red blood 
cells, leukocytes reduced, each unit.” The applicant submitted clinical studies designed to 
evaluate biochemical, morphological and functional oxidative damage as compared to 
standard LR RBCs in animals. CMS believes that the applicant did not provide adequate 
support for the claim of significant therapeutic distinction for the storage and processing of 
RBCs up to 42 days that would result in a unique HCPCS Level II code. Red blood cells, 
leukocytes reduced, O2/CO2 is used in facility settings during procedures reported using a 
HCPCS Level I Current Procedural Terminology (CPT®) code. We have not identified a 
specific need for this device to be separately paid, since we believe that a particular payer 
may elect to pay for the service in which this device is used. For instance, Medicare would 
typically reflect the costs of the device in the payment for the procedure, if it is used, and as 
such it would not be separately payable. 
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Summary of Public Feedback 

Hemanext Inc. disagreed with CMS’ preliminary HCPCS coding recommendation. The 
speaker stated that Hemanext’s ONE® is a three-part system used solely by non-hospital 
blood establishments to manufacture the O2/CO2-reduced RBC component product, which in 
turn is supplied to hospitals for transfusion into patients. Hospitals receive only the final 
O2/CO2 reduced RBC product, which, as with all existing HCPCS Level II-coded blood 
component products, is billed separately from its associated outpatient transfusion procedure. 

CMS Final HCPCS Coding Decision 

We appreciate the comments provided in response to CMS’ published preliminary 
recommendation. Based on the information provided in the application and after 
consideration of the comments we received, CMS determined this application request was for 
the leukocytes reduced, O2/CO2 reduced blood itself and not the storage container, as 
described in the FDA clearance. As such, CMS is revising its preliminary recommendation 
to: 

Establish a new HCPCS Level II code to P9027, “Red blood cells, leukocytes reduced, 
oxygen/carbon dioxide reduced, each unit” to describe the RBCs, leukocytes reduced, 
O2/CO2 reduced blood. 


