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August 25, 2026 

The Honorable Mehmet Oz, MD 
Administrator 
Centers for Medicare & Medicaid Services 
Department of Health and Human Services 
Attention: CMS-1844-P 
Mail Stop C4-26-05 
7500 Security Boulevard 
Baltimore, MD 21244-1850 

RE: Calendar Year 2027 Home Health Prospective Payment System (HH PPS) Rate Update; 
Requirements for the HH Quality Reporting Program and the Expanded HH Value-Based 
Purchasing Model; Medicare Provider Enrollment, Durable Medical Equipment (DME) and 
DME, Prosthetics, Orthotics, and Supplies (DMEPOS) Policies (CMS-1844-P) 

Dear Administrator Oz: 

The National Home Infusion Association (NHIA) appreciates the opportunity to submit comments on 
the proposed rule: Calendar Year 2027 Home Health Prospective Payment System (HH PPS) Rate 
Update; Requirements for the HH Quality Reporting Program and the Expanded HH Value-Based 
Purchasing Model; Medicare Provider Enrollment, Durable Medical Equipment (DME) and DME, 
Prosthetics, Orthotics, and Supplies (DMEPOS) Policies (the “Proposed Rule”) issued by the Centers 
for Medicare & Medicaid Services (CMS) and published in the Federal Register on July 6, 2026.1 
NHIA is a trade association representing providers of home and alternate site infusion therapies, as well 
as manufacturers and suppliers of infusion and specialty pharmacy products. As the leading voice for the 
home and alternate site infusion community, we write to share our feedback regarding the proposal to 
implement an expansion of the DME benefit for infusion pumps and drugs under the Consolidated 
Appropriations Act of 2026 (CAA), and several of CMS’s Medicare provider enrollment proposals. 

We summarize our recommendations below, which are discussed in more detail in this letter. 

1 91 Fed. Reg. 41216 (July 6, 2026) 
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NHIA Position: 
 
NHIA generally supports CMS’s implementation of the expanded DME benefit for infusion 
pumps and drugs under Section 6222(a) of the CAA and agrees with most of the definitions and 
criteria CMS has proposed. Our principal concern is that the proposed rule does not specify how 
the need for an infusion pump is determined for drugs that qualify using the new criteria and is 
silent on how drugs added to the DME benefit will be assigned to categories under the Part B 
home infusion therapy services benefit. Without that link, patients cannot receive the professional 
services the statute requires for these drugs to be furnished safely in the home. NHIA also 
supports CMS’s program integrity objectives but urges the expanded enrollment denial and 
revocation authorities be narrowly tailored to intentional fraud and abuse, supported by objective 
standards, allow for cure periods for non-material deficiencies, and provide meaningful appeal 
rights. NHIA strongly opposes revoking enrollment based solely on a provider’s geographic 
proximity to other providers. 

 
Summary of NHIA Recommendations to CMS 

 
DME Benefit Expansion for Infusion Pumps and Drugs 

 
1. Definition of “health care professional.” NHIA supports CMS’s proposed definitions of “health 

care professional” and “registered nurse,” the exclusion of licensed practical nurses (LPNs) and 
licensed vocational nurses (LVNs), and the requirement that the professional be physically present 
in the home to administer or supervise administration. 

 
2. Infusions at least 12 times per year. NHIA supports CMS’s interpretation that a drug infused at 

least once per month satisfies the statutory 12-infusions-per-year criterion. 
 

3. Need for an external infusion pump. NHIA agrees that the necessity for an external infusion 
pump should not be determined solely by the infusion rate but should be based on the clinical 
needs of the patient and/or characteristics associated with the infusion drug. NHIA recommends 
that the FDA-approved prescribing information should dictate whether a pump is required when 
a professional administers the drug in the home. 

 
4. Minimum or maximum number of infusions. NHIA supports CMS’s decision not to impose a 

minimum or maximum number of infusions in the definition of a home infusion drug. 
 

5. Interplay with the HIT services benefit. CMS must describe, in sub regulatory guidance, how 
drugs added to the expanded DME benefit will be classified under the Part B home infusion 
therapy (HIT) services benefit; map each drug to the applicable HIT services HCPCS codes; 
notify DME and HIT suppliers through the DME and A/B MAC weekly updates; and maintain a 
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public crosswalk of DME infused drugs to HIT categories on the CMS Home Infusion Therapy 
Services website. 

 
Medicare Provider Enrollment and Program Integrity 

 
6. Retroactive revocation. Retroactive revocation should be reserved for material violations 

involving fraud, abuse, or intentional misrepresentation, and should not apply to reporting errors. 
New revocation grounds should be applied through objective standards, written findings, and 
meaningful appeal rights. 

 
7. Affiliations. CMS should not finalize the affiliation provisions as proposed. CMS should retain 

the current five-year lookback period, limit affiliations to relationships involving control or a 
material program-integrity connection, exclude routine arm’s-length commercial and patient care 
relationships, apply a reasonable-knowledge disclosure standard, use CMS’s own data systems 
to identify disclosable events, require an individualized risk determination, provide an 
opportunity to cure incomplete disclosures, and publish sub regulatory guidance before 
implementation. CMS should also reassess its conclusion that the proposal creates no additional 
information-collection burden. 

 
8. Reenrollment under a different name or identity. CMS should clearly define when a provider 

has the same “identity” to avoid wrongly denied reenrollment. 
 

9. False or misleading information. Providers should be given reasonable cure periods to correct 
non-material reporting deficiencies before revocation. 

 
10. Enrollment moratoria. CMS should replace the current broad moratorium with a targeted 

approach focused on fraudulent actors, to minimize disruption to Medicare patients and 
legitimate suppliers. 

 
11. Deactivation and reactivation. CMS should confirm that deactivation — not revocation — 

applies when a supplier submits no claims for six consecutive months, provide adequate notice, 
and treat Bill for Denial claims as active participation.  

 
12. Grounds for enrollment denial. CMS should publish clear guidance and detailed enrollment 

guides describing the documentation suppliers must submit to demonstrate legitimate ownership 
and operations. 
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13. High-risk enrollments based on geography. NHIA strongly opposes this proposal. Geographic 

location alone should never be the basis for enrollment denial or revocation, and CMS should 
recognize that a single location may legitimately be enrolled as multiple provider or supplier 
types. 

 
 

DME Benefit Expansion for Infusion Pumps and Drugs 
 

Currently, Medicare covers home infusion therapy services for drugs administered in the patient’s home 
via a pump covered under the DME benefit. The external infusion pump and other supplies, including 
associated home infusion drugs, are covered under the DME benefit if the pump is medically necessary 
and “appropriate for use in the home,” meaning that the equipment must be capable of being safely and 
effectively used in the home by the beneficiary or caregiver without assistance of a healthcare 
professional. CMS notes that, historically, external infusion pumps and associated home infusion drugs 
that are not ‘‘appropriate for use in the home’’ have not been covered under the DME benefit, and the 
related services for administration of the drug in the home have not been covered under the Part B home 
infusion therapy (HIT) benefit. 

 
Section 6222(a) of the CAA expanded Medicare Part B coverage for DME to include certain external 
infusion pumps and associated home infusion drugs and supplies that would not have otherwise met the 
coverage requirement of “appropriate for use in the home.” These pumps and associated home infusion 
drugs and supplies are deemed as meeting the requirement if the FDA’s prescribing information for the 
home infusion drug instructs that the drug should be administered by a health care professional or under 
the professional’s supervision; a qualified home infusion therapy supplier administers or supervises the 
administration of the drug or biological safely and effectively in the patient’s home; and the FDA’s 
approved prescribing information requires that the drug be infused at least 12 times per year. 

 
“Health Care Professional” 

 
CMS proposes to define a “health care professional” as a clinician – physician, clinical nurse specialist, 
nurse practitioner, or physician assistant – who is permitted by federal and state law to administer or 
supervise administration of a home infusion drug, or a registered nurse licensed to practice in the state 
where the home infusion drug is administered. CMS explicitly excludes a LPN and a LVN from the 
definition of “health care professional.” CMS also proposes that a health care professional be required to 
be on site to administer or supervise the administration of a home infusion drug, and that this function 
cannot be performed remotely. 

 
NHIA Comment: 



8401 Maryland Dr. #7139, Richmond, VA 23294 • P: 703.549.3740 • F: 888.206.1532 

 

 

 
NHIA agrees with CMS’s proposed definitions of “health care professional” and “registered nurse.” We 
agree that the delineated clinicians are appropriate to administer or supervise the administration of home 
infusion drugs and monitor and mitigate any concerns that may arise. We also agree with CMS’s 
exclusion of LPNs and LVNs, as they do not generally practice with the same level of independent 
clinical authority as the other categories of professionals. NHIA also agrees with CMS’s proposal to 
require that the health care professional be physically present at the home to administer or directly 
supervise the administration of a home infusion drug that meets the criteria in Section 6222(a) of the 
CAA. 

 
12 Infusions Per Year 

 
The CAA requires that the expanded DME benefit cover external infusion pumps and associated home 
infusion drugs that are infused at least 12 times per year intravenously or subcutaneously or infused at 
infusion rates that the Secretary determines would require the use of an external infusion pump. CMS 
proposes that to meet the requirement of a drug infused at least 12 times per year, the drug must be 
infused at least once per month. CMS notes that this is how home infusion drugs are typically described 
in the prescribing information. 

 
NHIA Comment: 
NHIA agrees that CMS’s interpretation of “infused 12 times per year” as at least once per month to meet 
the new criteria under the DME benefit category expansion is reasonable and practical. This 
interpretation provides efficient, actionable criteria for identifying and qualifying patients eligible for the 
benefit. 

 
Pump Requirement 

 
CMS states that it identified no home infusion drugs that met the second criterion – that must be infused 
at rates that would require an infusion pump – that don’t already meet the first criterion (infused 12 
times per year). 

 
NHIA Recommendation: 
NHIA requests that CMS clarify how the need for an infusion pump is established when a HCP 
administers the drug in the home. NHIA agrees that the necessity for an external infusion pump should 
not be determined solely by the infusion rate but rather be based on the clinical needs of the patient 
and/or characteristics associated with the infusion drug. CMS should clarify that coverage of HCP 
administered drugs is also predicated on the need for an item of DME (an infusion pump) to safely 
administer. The DME Medicare Administrative Contractors need objective criteria to determine the need 
for DME (infusion pump) when evaluating drug applications under Section 6222(a) of the CAA. 
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NHIA recommends that for drugs qualifying under Section 6222(a) of the CAA that the FDA-approved 
prescribing information serve to determine whether a pump is required.  

 
Minimum or Maximum Number of Infusions 

 
CMS does not propose a minimum or maximum number of times that a drug must be infused to meet the 
definition of a “home infusion drug.” CMS will rely on the FDA’s approved prescribing information 
regarding the frequency of infusion. 

 
NHIA Comment: 
NHIA agrees with CMS’s decision to not impose a minimum or maximum number of times that a drug 
must be infused. 

 
Interplay with HIT Services Benefit 

 
The proposed rule is silent regarding how drugs covered under the DME benefit expansion will be 
assigned to categories under Medicare’s home infusion therapy services benefit. Section 6222(a) of the 
CAA requires a qualified HIT services supplier infuse the applicable drug safely in the patient’s home as 
an eligibility criterion. The current process void leaves HIT suppliers and patients without direction 
regarding coverage for newly added DME drugs and services. Specifically, NHIA questions whether the 
benefits will be linked in terms of claims resulting in potential denials for drugs and services. 

 
NHIA Recommendation: 
To ensure access to drugs newly assigned to the expanded DME benefit and avoid, CMS must address 
how these drugs will be covered under the home infusion therapy services benefit. CMS should describe 
a process for how new drugs added to the DME external infusion pump benefit are classified under the 
HIT services benefit to avoid delays in access to care. NHIA supports CMS providing this direction in 
sub regulatory guidance. NHIA suggests that when DME infused drugs are added to the external 
infusion pumps benefit, CMS map each drug to the applicable HIT services benefit HCPCS codes and 
notify both DME and HIT suppliers via the DME and A/B MAC weekly updates. NHIA also requests 
that CMS maintain a crosswalk of DME Infused Drug to appropriate HIT categories on the Home 
Infusion Therapy Services/ Home IVIG Services website, https://www.cms.gov/medicare/payment/fee-
for-service-providers/home-infusion-therapy 

 
Program Integrity 

 
NHIA supports CMS’s efforts to strengthen Medicare program integrity and remove fraudulent 
providers from the program. However, CMS should ensure that these expanded enrollment authorities 
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are narrowly tailored to target intentional fraud and abuse while preserving beneficiary access to care. 
The agency should distinguish technical administrative noncompliance from conduct that presents a 
genuine program integrity risk, give providers notice and an opportunity to cure non-material 
deficiencies when appropriate, and ensure robust due process and appeal rights before imposing 
enrollment denials or revocations. This balanced approach will allow CMS to strengthen fraud 
prevention and protect the Medicare Trust Fund without imposing unnecessary burdens on compliant 
providers furnishing home infusion, DMEPOS, and pharmacy services to Medicare beneficiaries, 
particularly in rural and underserved areas. 

 
Expansion and Reorganization of Retroactive Revocation Grounds 

 
Currently, under 42 C.F.R. §424.535(i), if a provider’s enrollment is revoked under §424.535(a), CMS 
may revoke any and all of the provider’s other enrollments. CMS proposes to expand §424.535(i) so that 
a provider’s other enrollments could be revoked if its triggering enrollment is denied under §424.30(a). 
While some revocations are prospective, becoming effective 30 days after CMS mails notice to the 
provider, CMS delineates in regulation circumstances under which the revocation effective date is 
retroactive to the date on which the provider’s non-compliance with Medicare requirements began. CMS 
notes that it increased the number of retroactive revocation grounds over the years, including just last 
year. In the Proposed Rule, CMS proposes to make the remaining prospective revocation grounds 
retroactive. 

 
NHIA Recommendation: 
NHIA supports CMS’s efforts to ensure that Medicare payments are not made to providers that do not 
comply with Medicare’s requirements, to protect Medicare patients as well as the Medicare Trust Fund. 
NHIA supports the expanded revocation and fraud prevention authorities proposed by CMS, 
accompanied by objective standards and meaningful appeal rights. NHIA believes, however, that 
retroactive revocations should be reserved for material violations involving fraud, abuse, or intentional 
misrepresentation, and not utilized in the case of reporting errors. We believe that in the latter situation, 
providers and suppliers should be given the opportunity to cure administrative deficiencies. In addition, 
the new grounds for revocation should be applied through objective standards, written findings and 
meaningful appeal rights to ensure consistent application. 

 
Affiliations 

 
Currently, a provider or supplier initially enrolling in the Medicare program or revalidating such 
enrollment must disclose all of its affiliations or those of its owning or managing employees or 
organizations it has had within the past five years with providers enrolled in Medicare, Medicaid or 
CHIP who had a “disclosable [fraud] event.” CMS may deny or revoke the provider’s enrollment if it 
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determines that the affiliation carries an undue risk of fraud, waste, or abuse. CMS states that, since 
establishing the affiliation regulations in 2019, they are not as effective as they could be, and CMS 
therefore proposes modifications. First, CMS proposes to remove the five-year period and require the 
affiliation to be reported regardless of how long ago it occurred or ended. Second, CMS would expand 
the affiliation definition to include marketing, business, fulfillment, financial, managerial or beneficiary 
relationships. 

 
NHIA Recommendation: 
NHIA supports CMS’s efforts to prevent individuals and entities with demonstrated histories of fraud, 
waste, or abuse from entering or remaining in the Medicare program. NHIA is however concerned that 
the proposed changes could require providers and suppliers to identify, investigate, and report a nearly 
unlimited universe of current and historical commercial relationships. The proposal is particularly 
concerning because CMS does not define the terms “marketing,” “business,” “fulfillment,” “financial,” 
or “beneficiary relationship,” nor does it establish a materiality threshold for determining when such a 
relationship becomes an affiliation. 

 
Providers should not be responsible for information they cannot reasonably obtain. 
The proposed rule appears to assume that an enrolling or revalidating provider can identify disclosable 
events involving a broad range of current and former business partners. In many cases, however, a 
provider will have no access to another organization’s enrollment history, outstanding Medicare or 
Medicaid debt, payment suspensions, ownership changes, or actions taken by another state’s Medicaid 
program. 

 
CMS and its contractors have greater access to Medicare, Medicaid, CHIP, exclusion, ownership, and 
claims databases than individual providers. CMS should use these data to conduct affiliation screening 
rather than shifting the principal investigative burden to providers. NHIA recommends that CMS 
establish a reasonable-knowledge standard under which a provider must disclose affiliations and 
disclosable events that it knows or reasonably should know about after reviewing its own records and 
making reasonable inquiries. A provider should not be denied or revoked for failing to report 
information that was not publicly available, was not disclosed by the affiliated party, or could not 
reasonably have been discovered. 

 
CMS should establish clear exclusions and safe harbors. 
The final rule should expressly exclude ordinary-course relationships that do not provide control or 
material influence over Medicare operations. Examples should include: 

• Furnishing health care items or services to a beneficiary; 
• Purchasing drugs, supplies, equipment, software, or administrative services through an arm’s-

length transaction; 
• Participating in a manufacturer, wholesaler, or group-purchasing arrangement; 
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• Contracting with a common carrier, courier, bank, insurer, accrediting organization, or 

technology vendor; 
• Membership in a trade or professional association; 
• Participation in a provider network or payer contract; 
• Referrals made in the ordinary course of patient care without an improper compensation 

arrangement; and 
• Relationships that ended before the provider or supplier knew or reasonably could have known 

of the disclosable event. 
CMS should also clarify that merely doing business with an organization that separately conducts 
business with a sanctioned provider does not create an affiliation. There must be a direct and material 
connection between the enrolling provider and the party associated with the disclosable event. In 
addition, CMS should allow a provider or supplier to have the opportunity to mitigate “undue risk” 
when faced with an enrollment denial or revocation, such as in the case of a provider not knowing of the 
disclosable event. 

 
CMS should reassess the estimated compliance burden. 
CMS states that it does not anticipate additional information-collection costs resulting from the proposed 
affiliation changes and specifically requests comment on whether additional burden would occur. NHIA 
believes the proposal would create substantial burden. Suppliers would need to revise compliance policies, 
examine historical contracts and ownership records, conduct due diligence on vendors and business 
partners, monitor those parties for disclosable events, and retain documentation demonstrating reasonable 
efforts to comply. The burden would be particularly significant for pharmacies and suppliers with large 
numbers of contracts, patients, referral relationships, payer arrangements, and vendor transactions. CMS 
should conduct a more complete regulatory-impact and information-collection analysis before finalizing 
the changes. 

 
NHIA Recommendation: 
NHIA recommends that CMS not finalize the affiliation provisions as proposed. Instead, CMS should: 

1. Retain the current five-year lookback period, particularly given the substantial expansion of the 
entities that would be considered affiliates; 

2. Limit affiliations to relationships involving control, substantial influence, coordinated conduct, 
or a material financial or program-integrity connection; 

3. Exclude routine arm’s-length commercial, patient care, referral, and vendor relationships; 
4. Apply an actual-knowledge or reasonable-knowledge disclosure standard; 
5. Use CMS and government data systems to identify disclosable events whenever possible; 
6. Require an individualized determination that the affiliation presents a current and undue risk; 
7. Provide notice and a meaningful opportunity to correct an incomplete disclosure before denial or 

revocation; and 
8. Publish detailed sub regulatory guidance and examples before implementation. 
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These safeguards would allow CMS to identify genuinely problematic relationships while avoiding an 
unbounded disclosure requirement that could expose compliant providers and suppliers to enforcement 
based on remote, immaterial, or unknowable affiliation.   
 

Reenrollment Following Revocation/Revocation Under Different Name or Identity 
 

When a provider’s enrollment is revoked, it is generally prohibited from reenrolling for a period of one 
to ten years, depending on the severity of the actions that led to the revocation. CMS may revoke a 
provider if that provider is currently revoked under a different name, numerical identifier, or business 
identity if the enrollment bar is still active. This prevents a revoked provider from changing its identity 
to bypass its bar on reenrollment. In this situation, CMS proposes a retroactive revocation date back to 
the provider’s current enrollment date. 

 
NHIA Recommendation: 
NHIA supports preventing fraudulent providers from circumventing the reenrollment bar and reenrolling 
in the Medicare program. NHIA requests that CMS clearly define the situations under which a provider 
has the same “identity” to avoid unintended consequences of wrongly denied reenrollment. 

 
Revocation of Enrollment for False and Misleading Information 

 
CMS also proposes to expand the scenarios under which a provider’s enrollment could be revoked for 
providing false or misleading information to include forms beyond the Medicare enrollment application. 
Specifically, CMS revocation would be allowed when a provider submits false or misleading 
information on any CMS or Medicare form related to provider enrollment, including forms created by or 
submitted to CMS contractors. CMS also proposes to remove the requirement that the submission of 
false or misleading information be intended to “gain or maintain enrollment,” as well as the requirement 
that the information be certified as “true.” CMS notes that its expansions would “help ensure that 
providers furnish truthful and accurate enrollment-related data to Medicare.” 

 
NHIA Recommendation: 
NHIA supports CMS’s goals of ensuring that providers not remain enrolled in the Medicare program 
under false pretenses. NHIA requests, however, that providers be given reasonable cure periods to 
correct non-material reporting deficiencies prior to being subject to enrollment revocation. 

 
Fraud Prevention Through Moratoria 

 
CMS has the authority to impose a moratorium on the enrollment of new Medicare providers and 
suppliers of a particular type or the establishment of new practice locations of a particular type in a 
particular geographic area. CMS notes that on May 13, it imposed a national moratorium on enrollment 
of new home health agencies, hospices, and DMEPOS medical supply companies, and that stakeholders 
have asked what qualifies as a ‘‘new’’ provider/supplier or practice location under the moratorium. 
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CMS proposes that the following are “new” and would be subject to an enrollment moratorium: initial 
enrollment applications, change of ownership applications that require an initial enrollment, applications 
from providers or suppliers whose enrollment was revoked and whose reenrollment bars have expired, 
entities seeking reactivation, and providers and suppliers who voluntarily terminated enrollment and are 
seeking to enroll again. CMS states that it does not expect a notable impact on providers and 
beneficiaries from these modifications. 

 
NHIA Recommendation: 
CMS’s current broad moratorium captures both fraudulent and appropriate providers and suppliers and 
is overly broad. NHIA requests CMS employ a more targeted approach to combatting fraud and abuse – 
focusing on fraudulent actors – to minimize disruption to Medicare patients and legitimate suppliers. 

 
Deactivating and Reactivating Enrollment 

 
A provider or supplier may have its Medicare billing privileges deactivated by CMS for a variety of 
reasons, including not submitting any Medicare claims for six consecutive calendar months. While a 
deactivated provider is not “revoked” from Medicare, the provider is precluded from billing Medicare 
and participation in the program is stopped in a similar manner to revocation. A deactivated provider is 
not subject to a reenrollment bar, however. The provider must comply with CMS requirements to 
reactivate the provider’s enrollment status and billing privileges. These requirements include 
recertifying that enrollment information is correct and supplying any missing information and 
completing a new enrollment application if required by CMS at its discretion. 

 
NHIA Recommendation: 
NHIA notes that Medicare coverage of home infusion drugs under the DMEPOS program is very 
limited. Because of this limited coverage, the universe of suppliers billing the DMEPOS program for 
infused drugs is very small. Likewise, the limited application of HIT services to DMEPOS drugs results 
in HIT services suppliers often going six consecutive months without submitting Medicare claims. 
NHIA requests that CMS confirm that deactivation – not revocation – will be utilized in these 
circumstances and that suppliers will be provided adequate notice. In addition, given the limited 
coverage of home infusion drugs and the need to submit Bill for Denial claims for non-covered drugs for 
secondary payers to consider coverage, NHIA asks CMS to allow Bill for Denial claims to be 
considered active participation. 

 
See the data and examples below regarding the limited number of suppliers and visits to generate claims 
and the effects of low participation in the home infusion therapy services benefit on patient access.2 

 

 
2 https://www.cms.gov/files/document/hit-monitoring-report-feb-2026.pdf 
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For example: 

• Based on the 2023 publicly available DME utilization data there are only 64 suppliers 
nationwide dispensing DME infused oncology drugs.3 

• Based on the latest CMS Home Infusion Therapy Services Report seven of the 73 HITS supplier 
organizations provide 54% of visits.  
 

Grounds for Enrollment Denial 
 

The proposed rule broadens CMS’s authority to deny enrollment to home health and hospice providers 
and DMEPOS suppliers by establishing new grounds for denial and expanding existing grounds. The 
result is a much more complicated process for such entities to seek approval to enroll or reenroll in the 
Medicare program. 

 
NHIA Recommendation: 
While NHIA supports CMS’s efforts to ensure that only legitimate providers and suppliers can serve 
Medicare patients, NHIA asks CMS to provide adequate guidance to ensure that the new rules are 
understood and attainable. CMS should publish clear guidance and detailed enrollment guides that 
describe the documentation that suppliers must submit to demonstrate legitimate ownership and 
operations consistent with Medicare’s requirements.4 

 
High-Risk Enrollments Based on Geography 

 
CMS describes “an alarming increase” of situations where multiple providers and suppliers within a 
small geographic area were simultaneously operating. While CMS states that most of these situations do 
not, in and of themselves, necessarily indicate that fraud is occurring, CMS nonetheless proposes a new 
authority to revoke a provider’s or supplier’s enrollment if CMS decides there is a high risk of fraud, 
waste, or abuse due to the provider’s or supplier’s location within a limited geographic area that has an 
excessive number of providers and suppliers. CMS notes that the main consideration under this new 
authority is a provider’s proximity to other providers. In addition, CMS provides no guidance 
whatsoever regarding what constitutes a “limited geographic area” or “excessive number,” stating that 
these terms “will have their ordinary, plain-language meanings.” More concerning, CMS states that 
revocation can occur absent any finding of fraud, waste and abuse by the provider or another provider in 
the area. 

 
NHIA Recommendation: 
NHIA strongly opposes this proposal. CMS does not establish any objective or numerical criteria, and 
provider revocation would be subject to CMS’s discretion about what constitutes an “excessive number” 

 
3 https://data.cms.gov/provider-summary-by-type-of-service/medicare-durable-medical-equipment-devices-supplies 
 
4 https://www.cms.gov/files/document/hit-monitoring-report-feb-2026.pdf  
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of providers and a “limited geographic area.” This grounds for revocation go beyond “guilt by 
association,” as none of the providers must have been found to have been engaged in fraud, waste or 
abuse. 

 
We remind CMS that a provider at a single physical location may enroll with Medicare for multiple 
provider/supplier types, and that a single site enrolled as multiple providers should not prompt 
revocation action. For example, a provider may enroll with the DME MAC DMEPOS program as a 
pharmacy to provide EIP, IVIG, and PEN and with the local A/B MAC as a home infusion therapy 
services provider and pharmacy. NHIA believes that geographic location alone should never be the basis 
for enrollment denial or revocation. 

 
NHIA appreciates the opportunity to provide comments and recommendations on these important issues 
related to the DME benefit expansion and changes to the Medicare provider and supplier enrollment 
rules. For questions or additional information, please contact me at connie.sullivan@nhia.org. 

 
Sincerely, 

 
 
 

Connie Sullivan, B.S. Pharm 
President and Chief Executive Officer


