June 10, 2024

Chiquita Brook&aSure

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS057P

P.O. Box 8016,

Baltimore, MD 21248016

Submitted electronically viahttp://www.regulations.gov

RE: CMS1808P: Medicare Program; Hospital Inpatient Prospective Payment Systems
Care Hospitals and the Lehgrm Care Hospital Prospective Payment System and
Changes and Fiscal Year 2025 Rates

Dear Administrator BrooksaSure:

The American Society of Hematology (ASH) appreciates the opportunity to provide ct
on the Centers for Medicare & Medicaid Services (CMS) Medicare Program Propc
Hospital Inpatient Prospective Payment Systems for Acute Care Hospitals amgiTtaarl
Care Hospital Prospective Payment System and Policy Changes and Fiscal Year (FY)
(CMS1808P).

ASH represents more than 18,000 clinicians and scientists worldwide who are commi
study and treatment of blood and bloeldted diseases. These disorders encompass mi
hematologic disorders such as leukemia, lymphoma, and multiple naehelbas nen
malignant conditions such as sickle cell anemia, thalassemia, bone marrow failu
thromboembolism, and hemophilia. In addition, hematologists are pioneers in demonsi
potential of treating various hematologic diseasewitible to be innovators in the field
stem cell biology, regenerative medicine, transfusion medicine, and gene therapy. We
to share comments on several policies as proposed in the rule, which include comme!

X

X New Technology Addn Paymenfpplications for Casge@and Lyfgeni&E

X Proposed Payment Adjustment for Certain Clinical Trial and Expanded Access
Immunotherapy Cases

x Payment for Graduate Medical Education

ICD-10CM Codes for Duffy Null Status

The Society would like to thank the agency, working in collaboration with the Natione
for Health Statistics (NCHS), for creating and implementing neOICB®l Z codes to
describe Duffy null status. The new codes, requested by ASH, were ceestee that the
people who have lower absolute neutrophil count (ANC) due to Duffy phenotype are a
GRFXPHQWHG ZLWKLQ WKH PHGLFDO UHFRUG DQG [
The Society requested tieav Z codes to ensure that refeee ranges for neutrophil counts


http://www.regulations.gov/

inclusive of populations that have a genetically lower, but completely normal, neutrophil count.

Specific Z codes will create accurate documentation of the Duffy status of individuals in a consistent and longi
manner. The new IGIDO-CM codes will be critical for proper reimbursement, accurate documentation, appropri
clinical care and managsr) and augmented ability to conduct research. Importantly, this accurate document o
Duffy status will decrease duplicative testing and allow for more precise medication administration, consiste
need. Again, we thank the agency for the suppbrs effort and the collaborative work with NCHS.

Proposed Changes to Severity Levels Social Determinants of Healhnadequate Housing/Housing
Instability

$6+ VXSSRUWV WKH DJHQF\:V S1ORE R \t@es aRdeRdieHnadégatehouging and
housing instability from a naomplication or comorbidity (NonCC) classification to a complication or comorbidit
(CC) classification. This propodaiinalized, will allow CMS to capture and appropriately reimburse hospitals f
the higher costs and resource utilization associated with patients experiencing housing inadequacy and
instability. Through this change, CMS will recognize housaiglitgsand inadequate housing as an indicator of
increased resource utilization in the acute inpatient hospital setting.-IB& M Dodes included in this proposal
are Z59.10, Z59.11, 7Z59.12, and Z59.19 to describe inadequate housing, and Z5812113nd5859.819 to
describe housing instability.

8QGHUVWDQGLQJ D SDWLHQW:-V KRXVLQJ FRQGLWLRQ DQG VWDW.
health outcomes for patients. According to the National Health Care for the Homeless Council, people wh
homeless or have unstable hogibiave higher rates of illness and die on average twelve years sooner that the ge
population of the United Stated/hen inadequate or unstable housing is coupled with living with a hematolo
disease, the rate is likely even higher. Capturing data on housing will assist the hospital in planning for disch:
providing appropriate next steps, and by having tBb€3d Sodes map to a DRG with higher payment will help
account for the costs associated with providing this care.

Proposed Changes to the Calculation of the Inpatient New technology Adih Payment for Gene Therapies
Indicated for Sickle Cell Disease

,Q WKH SURSRVHG UXOH &06 VWDW &hwig W tsiiesiredntdn® @dab Qu GWIKHHIHH MRKIH
has proposed to provide additional payment under the existing new technalogyasideent (NTAP) policy, for

cell and gene therapies used in the treatment of sickle cell disease (SCD). The agency has proposed to inc
NTAP paymenfor gene therapies when used in treating SCD from the current 65% to 75%-0hhgagduknt
would be equal to the lesser of a) 75% of the costsnavitraedical service or technology; or b) 75% of the amount
by which the costs of the case exceed the standard DRG payment. We also note that the cost of the gene tf
only one of the expenses associated with the treatment which include manytexwdfasmgss before the gene
therapy is administered, use of plerixafor for stem cell collection, post therapy complications, and all the other ¢
associated with providing a therapy as intensive and complicated as gene therapy.


https://nhchc.org/wp-content/uploads/2019/08/homelessness-and-health.pdf

SCD. However,






known as classical hematology and encompasses blood diseases and conditions, such as SCD, hemophilia,
bleeding and clotting disordérerious conditions that affect millions of individuals. This information has motivate
ASH to proactively adeks the supply of hematologists, particularly in classical hematology.

ASH created the Hematoledgygcused Fellowship Training Program (HFFTP) to help increase the number
fellowship programs that prioritize training and careers in hematology. The HFFTP is a pathway that offers phy
theopportunity to pair comprehensive classical hematology training wittrdesaaemg education in several related
areas. Funded entirely by ASH, ten new hemafotaged fellowship tracks were created at nine institutions acros
the country. The HFFTRnas to strengthen the next generation of hematologists, with an initial goal of produc
fifty new academic hematologists by 2030.

It is within this context that we provide comments on the -@MiEed policies in this rule.

Proposed Distribution of Additional Residency Positions Under the Provisions of Section 4122 of Subtitle C of the Consolidated
Appropriations Act, 2023

In the rule, CMS is proposing to distribute two hundred new GME slots for FY 2026, as required under section
of the Consolidated Appropriations Act of 2023. By law, at least half of the positions must be allocated to psy:r
or psychiatry subspdtyaresidency programs, and CMS will reward all qualifying hospitals that submit applicat
on time to receive an award of up to 1.0&ifoé employee. For remaining GME slots, CMS will prioritize the



with effective teaching techniques. Expertise and familiarity with the specialty is invaluable in guiding reside
fellows, thereby enhancing the education, training, and quality of care provided within the program. More
implementing a threshaiéithis kind would be in direct conflict with the Accreditation Council for Graduate Medic:
(GXFDWLRQ:-V $&*0( TXDOLILFDWLRQV IRU SURJUDP GLUHFWRU\
expertise and at least three years of documented\edlRQ DO DQG RU DGPLEQLVWUDWLYH I

Furthermore, it is important to highlight that implementing restrictions like these would be especially harm
residency programs and teaching hospitals in rural and underserved areas where recruitment and retentior
more difficult. Residency grams in rural areas are often smaller in comparison to those in urban areas. Tl
programs face unique challenges in recruiting and retaining physicians, and they have greater financial constr
limited resources. For these reasons, we urge €M3Smaement the proposed thresholds for faculty and program
directors.

CMS is also investigating and seeking feedback on reasons for needing two separately approved programs at
hospital. ASH believes that there may be certain instances where this would be appropriate for the purpc
training. For example, there aome teaching hospitals at which residents who are sponsored by different institut
train, and hospitals may collaborate with multiple medical schools or residency programs based on the facili
resources in each area. It is important to hatetis may be more common in metropolitan areas where teachir
hospitals may share facilities or other resources for training.
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