September 11, 2023

Ms. Chiquita Brooks-LaSure
Administrator

Centers for Medicare & Medicaid Services
7500 Security Boulevard

Baltimore, MD 21244-1850

Submitted electronically via http://www.regulations.gov

Re: CY 2024 Medicare Hospital Outpatient Prospective Payment System and
Ambulatory Surgical Center Payment System Proposed Rule (CMS 1786-P)

Dear Administrator Brooks-LaSure:

On behalf of the American Society of Hematology (ASH), thank you for the opportunity
to provide comments on the Centers for Medicare & Medicaid Services (CMS) Medicare



The incidence and duration of drug shortages is growing, and the shortages of critical hematology
therapies lead to delays in and rationing of care, negatively affect treatment decisions, create emotional
distress for patients and families, and result in worse health outcomes.

We owe it to patients to find solutions to this issue. While we appreciate that CMS seeks to incentivize
policies that may limit shortages of essential medicines, we have concerns and recommendations that
we hope CMS will take into consideration before this and any other policies are implemented in the
inpatient, outpatient, and physician office settings.

Essential Medicines

In the proposed rule, CMS references the report titled Essential Medicines Supply Chain and Manufacturing
Resilience Assessment developed by the Office of the Assistant Secretary for Preparedness and Response
(ASPR). This report prioritized 86 essential medicines as critical for minimum patient care in acute
settings, or important for acute care of respiratory illnesses and conditions with no comparable
alternative available. It is important to note that the only chemotherapeutic medication included on
this list is cyclophosphamide, and the report does not include blood and blood products in its analysis
and scope “due to differences in their supply chains.”*

We recognize that this request for comment is specifically for application in the inpatient setting, and
potential expansion to the hospital outpatient and physician office setting; however, we urge CMS to
look beyond the list curated by ASPR and develop a broader definition of essential medicines that
includes medications beyond those used in acute care. Specifically, CMS should ensure that the
chemotherapy drugs that are currently in shortage and all blood and blood products be included.

ASH strongly recommends that CMS consider expanding the list of essential medicines used in
establishing these potential additional payments to include other chemotherapeutics, such as
etoposide, and other therapeutics such as a tyrosine kinase inhibitor and a Bruton’s tyrosine kinase
inhibitor needed to treat different blood cancers. As mentioned, the current chemotherapy shortages
are greatly impacting patients across the country. Examples of additional key drugs used in hematology
to treat malignant diseases and classical (nonmalignant) conditions that are essential include rituximab
for non-Hodgkin lymphoma (NHL) and general use, caplacizumab for thrombotic thrombocytopenic
purpura (TTP), cyclosporine for aplastic anemia, warfarin for lupus anticoagulant syndrome and acute
promyelocytic leukemia (APL) antibody syndrome, and ravulizumab for paroxysmal nocturnal
hemoglobinuria (PNH). When these drugs are not available, it affects treatment decisions, creates
unnecessary stress for patients and their families, and may cause challenging health outcomes for
patients. If CMS were to support the establishment and maintenance of buffer stock of essential
medicines, this will help to mitigate the effects of supply chain disruptions of this magnitude in the
future. And while many hematologic diseases and disorders are rare, these drugs are often in short
supply, yet lifesaving.

Additionally, ASH refers CMS to the Food and Drug Administration (FDA) Executive Order 13944
“List of Essential Medicines, Medical Countermeasures, and Critical Inputs,” which classifies blood




and blood products as essential medicines.? As highlighted in this Executive Order, blood and blood
products are essential for addressing several medical conditions, particularly those in hematology, such
as treatment for blood cancer or sickle cell disease. Moreover, the blood supply is a critical aspect of
emergency preparedness, which we experienced during the COVID-19 pandemic when the pandemic
had a significant impact on blood donations and collection efforts. Unfortunately, blood is not like






