
 

September 27, 2019 

 

The Honorable Alex M. Azar, II   The Honorable Seema Verma 

Secretary      Administrator 

Department of Health and Human Services  Centers for Medicare & Medicaid Services 

200 Independence Avenue, SW   7500 Security Boulevard 

Washington, DC  20201    Baltimore, MD  21244 

 

RE:  Proposed Changes to Hospital Outpatient Prospective Payment 
and Ambulatory Surgical Center Payment Systems and Quality Reporting 
Programs; Price Transparency of Hospital Standard Charges; Proposed 
Revisions of Organ Procurement Organizations Conditions of Coverage; 
Proposed Prior Authorization Process and Requirements for Certain Covered 
Outpatient Department Services; Potential Changes to the Laboratory Date of 
Service Policy; Proposed Changes to Grandfathered Children’s Hospitals -Within-
Hospitals 
 

Dear Secretary Azar and Administrator Verma: 

 

On behalf of National Marrow Donor Program® (NMDP)/Be The Match®, we thank you 

for the opportunity to provide our comments on the proposed rule entitled, “Medicare Program: 

Proposed Changes to Hospital Outpatient Prospective Payment and Ambulatory Surgical 

Center Payment Systems and Quality Reporting Programs” (Proposed Rule).  

  

For the thousands of Americans diagnosed every year with life-threatening blood 

cancers like leukemia and lymphoma, a cure exists. NMDP manages the largest and most 

diverse marrow registry in the world through a competitively-bid contract with the Health 

Resources and Services Administration (HRSA). Each year, Congress appropriates funds to 

operate this federal program, which is designated by Congress as the C.W. Bill Young Cell 

Transplantation Program (Program). Since the mid-1980s, Congress has reauthorized the 

Program with virtually unanimous support. Today, there are 19 million U.S. volunteers listed on 

the registry that are willing to donate, in addition to more than 249,000 cord blood units, making 

a transplant cure available for thousands of Americans each year.  

 

Our letter will address the following issues that affect transplant centers and patients that 

we serve: 

• Request for an Autologous Transplant Comprehensive APC (C-APC); 

• Status Indicators and APC Assignments for Chimeric Antigen Receptor T-Cell 

(CAR-T) Therapy Category III CPT Codes;  

• Physician supervision for hospital outpatient services; and 

• Prior Authorization. 
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Despite strides made over the years, current Medicare payment policy for stem cell 

transplant does not adequately cover the cost of donor search and cell acquisition incurred by 

hospitals in either the inpatient or outpatient setting due to CMS’ existing rate-setting 

methodologies. To that end, our comments below mirror previously submitted NMDP comments 

to eliminate outpatient payment barriers, increasing access to bone marrow, peripheral blood 

stem cell (PBSC), and cord blood transplants for all patients. NMDP appreciates that CMS has 

adopted several of the technical recommendations that we, and others in the transplant 

community, have made during the last several years. Though helpful, these recommendations 

only address peripheral reimbursement problems; the fundamental issue of the enormous gap 

between Medicare reimbursement and the cost of transplant still remains.  

  

I. Request for an Autologous Transplant Comprehensive APC (C-APC) 
 

NMDP requests that CMS create a Comprehensive Ambulatory Payment Classification (C-

APC) for autologous transplant that mirrors the current C-APC 5244 for allogeneic transplant. A 

new C-APC for autologous transplant would improve payment rates. CPT code 38241 

(autologous stem cell transplant) is assigned to APC 5242 (Level 2 Blood Product Exchange 

and Related Services) with a proposed CY 2020 payment rate of $1,317.51. APC payment rates 

are created using single and pseudo-single procedure claims, where many packaged services, 

along with separately payable and conditionally packaged ancillary services, are typically 

provided on the same date of service. Because autologous stem cell transplant is currently 

under an APC claimed with other services, there is a high likelihood that CMS is using 

incorrectly coded claims to evaluate the true cost of the transplant. We believe CMS’ usual APC 

rate-setting process results in an inadequately low APC payment rate for autologous stem cell 

transplant. Although a low-volume procedure, as evidenced in the table below, the costs for the 

transplant center are significant.  

Volume Data from CMS' Costs for Hospital Outpatient Services, by HCPCS Code File 

Year HCPCS SI APC 
Payment 

Rate 
Single 

Frequency 
Total 

Frequency 

2017 - Final Rule 38241 S 5242 $1,098.22 13 334 

2018 - Final Rule 38241 S 5242 $1,221.66 23 378 

2019 - Final Rule 38241 S 5242 $1,247.00 14 414 

2020 - Proposed Rule 38241 S 5242 $1,317.51 6 372 

 

We believe it would be more appropriate for autologous stem cell transplant to be assigned 

a C-APC like C-APC 5244 for allogeneic stem cell transplant, which CMS finalized in the CY 

2017 OPPS Final Rule. We presented this recommendation to the Hospital Outpatient Panel on 

August 19, 2019, where it agreed to make our recommendation to CMS. Given CMS’ interest in 

continuing to create more C-APCs, we respectfully request CMS to model a C-APC for 

autologous stem cell transplant and release results in the CY 2020 OPPS final rule.  
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II. Chimeric Antigen Receptor Therapy Category III CPT Codes 

NMDP requests CMS revise its proposed status indicator of “B” for three Category III 

CPT codes (0537T, 0538T and 0539T), which describe CAR T-cell therapy cell collection and 

processing services. It is our view that status indicator “Q1” for conditional payment is more 

appropriate, as it will mitigate the provider burden associated with coding claims for these 

services. These status indicators were approved at the American Medical Association’s May 

2018 meeting to describe cell collection and cell processing for CAR-T and remain the most 

appropriate codes to use when these services occur in the outpatient setting.  

CPT codes 0537T, 0538T and 0539T have been used since January 2019 and CAR-T 

revenue codes have been used since April. Despite CMS releasing a guidance article on billing 

for these services and utilizing the revenue codes, providers coding for these services continue 

to be required to utilize contradictory and unusual processes. CMS OCE Editor edit number 111 

indicates that CMS bundles the charges for the CAR-T CPT codes into the product Q-code. 

However, the payment rate does not incorporate these charges, and they are not paid to 

providers by the product manufacturers. CMS clarified in the guidance article that hospitals 

could report CAR-T CPT codes on claims, but CMS would not accept them as covered charges, 

an apparent contradiction to the OCE edit 111. To mitigate this contradiction and bundle 

charges, the product code rate should reflect them with a bundled status indicator such as Q1. 

A status indicator of Q1 would allow for normal billing processes to occur for these services, and 

appropriate usage of the approved revenue codes. Therefore, we ask that the status indicator 

for CAR-T CPT codes be changed to Q1 for conditional payment. We also request that the 

OPPS staff confer with the HCPCS staff to consider revisions to the product Q code in order to 

remove hospital services from the product code. 

  

III. Physician supervision for hospital outpatient services 

NMDP supports CMS’ proposal to change the default level of physician supervision for 

coverage of outpatient hospital therapeutic services from direct supervision to general 

supervision. CMS correctly describes the existing two-tier system whereby rural and critical 

access hospitals have been excused from enforcement of direct supervision, while all other 

hospitals are under enforcement. Not surprisingly, CMS reports no diminishing quality of service 

or adverse events associated with non-enforcement; therefore, CMS proposes to establish 

general supervision as the minimum level of supervision in all hospitals. By removing this 

barrier, hospitals serving our patients returning to their communities for post-transplant care are 

able to appropriately staff their facilities.  

We think this change is both needed and appropriate. Hospitals and their clinical staff 

have first-hand knowledge of their patients, and thus are in the best position to evaluate the 

level of supervision required. Patient safeguards are already in place with existing state and 

federal law, as well as the Medicare Conditions of Participation (COPs). The COPs address 
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items such as patient safety, hospital operations, mandatory hospital physical conditions, and 

other related matters. Additionally, hospitals rely on state scope of practice laws by clinician 

type to ensure personal, direct and general supervision requirements are met for each clinical 

staff person rendering therapeutic services. CMS aims to reduce hospital burden by changing 

the supervision level and allowing hospitals to select the appropriate level of care. NMDP fully 

agrees. As a result, we fully support CMS’ proposal to change the current direct supervision 

requirement to general supervision. 

IV. Prior authorization 

We appreciate CMS attempting to find solutions for managing utilization, but we believe 

establishing a prior authorization process for any services, procedures or medications in 

Medicare is a costly method of achieving its aims, is administratively burdensome, and can 

delay patient care. We believe there are other established, more efficient alternatives to monitor 

utilization of covered services, such as medical necessity checks or 100% payment review. We 

encourage CMS to explore these methods of utilization management before making a decision 

on implementing a prior authorization process for Medicare covered services, procedures or 

medications.  

V. Conclusion 

Thank you again for providing us with the opportunity to provide comments on the 

Proposed Rule. We look forward to working with you to improve reimbursement in a way that 

protects access to stem cell transplant for Medicare beneficiaries. We have appreciated our 

meetings with the CMS payment policy team in the past, and we would welcome the opportunity 

to meet with CMS again to discuss our concerns and recommended solutions outlined above in 

more detail. Please do not hesitate to reach out to me at blindber@nmdp.org or (763) 406-8566 

or Ellie Beaver, Manager of Patient Health Policy at ebeaver@nmdp.org or (763) 406-4653 if 

you have questions or would like clarification. 

 

 

Sincerely,  

 
Brian Lindberg 

Chief Legal and Policy Officer/General Counsel  

mailto:blindber@nmdp.org
mailto:ebeaver@nmdp.org

