National Home Infusion Association

1600 Duke Street * Suite 410 * Alexandria, VA 22314 * P:703.549.3740 * F: 888.206.1532

June 15, 2026

The Honorable Mehmet Oz, MD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
Attention: CMS-0062-P

Mail Stop C4-26-05

7500 Security Boulevard

Baltimore, MD 21244-1850

RE: Medicare and Medicaid Programs; Patient Protection and Affordable Care Act;
Interoperability Standards and Prior Authorization for Drugs for Medicare Advantage
Organizations, Medicaid Managed Care Plans, State Medicaid Agencies, Children's Health
Insurance Program (CHIP) Agencies and CHIP Managed Care Entities and Issuers of Qualified
Health Plans on the Federally-Facilitated Exchanges (CMS-0062-P)

Dear Administrator Oz:

The National Home Infusion Association (NHIA) appreciates the opportunity to submit
comments on the proposed rule: Medicare and Medicaid Programs; Patient Protection and
Affordable Care Act; Interoperability Standards and Prior Authorization for Drugs for Medicare
Advantage Organizations, Medicaid Managed Care Plans, State Medicaid Agencies, Children's
Health Insurance Program (CHIP) Agencies and CHIP Managed Care Entities and Issuers of
Qualified Health Plans on the Federally-Facilitated Exchanges (‘“the Proposed Rule”) issued by
the Centers for Medicare & Medicaid Services (CMS) and published in the Federal Register on
April 14, 2026.! 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 proposed requirements for interoperability standards and prior
authorization for drugs and the potential impact on home infusion therapy access.

NHIA appreciates CMS’s continued efforts to modernize prior authorization (PA) processes and
advance interoperability standards to improve patient access and reduce administrative burden.
We strongly support many elements of the Proposed Rule, particularly the advancement of
electronic prior authorization and standardized application programming interfaces (API). NHIA
urges CMS, however, to carefully consider how its proposals apply to home infusion therapies,
where patients are often transitioning from acute care settings and require immediate access to
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lifesaving medications. Delays driven by PA processes can directly compromise patient
outcomes, increase costs, and undermine the goals of value-based care.

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

Electronic Prior Authorization for Drugs

1. NHIA supports CMS’ proposal to extend electronic prior authorization to prescription
medicines under the medical and pharmacy benefits across impacted payer categories.

2. NHIA is concerned that, in practice, Medicare’s benefit structure does not align cleanly with
the two categories CMS proposes — drugs covered under the medical benefit and drugs
covered under the pharmacy benefit and urges CMS to consider the unique operational
realities of home infusion providers when designing any new drug coverage framework.

3. NHIA requests CMS require impacted payers to have detailed and well-defined prior
authorization processes for drugs that fall under the medical or pharmacy benefit.

4. CMS should require impacted payers to take steps to assist prescribing entities by forwarding
a request submitted to the wrong pathway to the correct one, rather than simply denying or
declining to process a request.

NCPDP Formulary and Benefit Standard

1. NHIA urges CMS to require all impacted payers, including PBMs, to update F&B flat files at
a minimum daily, and immediately upon any formulary, benefit, or prior authorization
change, to prevent avoidable disruptions in care.

Submission of Prior Authorization Requests

1. NHIA urges CMS to recognize pharmacy-initiated prior authorization as a standard practice
in home infusion and require impacted payers to accept prior authorization submissions from
dispensing pharmacies when a valid prescription has been issued by a prescriber.

Proposed Requirement to Include a Specific Reason for Denial in Response to Prior
Authorization Requests for All Drugs

1. NHIA supports CMS’s proposal to require inclusion of a specific denial reason in response to
prior authorization requests for all drugs.
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Prior Authorization Decision Timeframes

1. NHIA supports CMS’s efforts to improve prior authorization processes to help ensure that
unnecessary delays do not impede patient access to medications.

Proposed Requirement to Support the NCPDP Real-Time Prescription Benefit (RTPB) Standard

1. NHIA generally supports the use of RTPB tools to reduce care delays, however we note that
many infusion drugs can be covered under either the medical benefit or pharmacy benefit,
depending on the site of care, payer policy and patient diagnosis.

2. NHIA requests that CMS require RTPB systems to provide decision-support, including
information on timelines and prior authorization requirements for each pathway, site-of-care
implications, and patient-specific cost-sharing amounts.

Background

In 2024, CMS issued an Interoperability and Prior Authorization final rule, which made
improvements to prior authorization processes and required impacted payers to implement a
Prior Authorization API in 2027.2 This rule applied to non-drug items and services, and
explicitly excluded drugs.

After receiving extensive stakeholder feedback urging CMS to extend the requirements in the
2024 final rule to drugs, CMS is now proposing to do so. The Proposed Rule applies to Medicare
Advantage (MA) organizations, state Medicaid and Children’s Health Insurance Program (CHIP)
fee-for-service (FFS) programs, Medicaid managed care plans, CHIP managed care entities, and
Qualified Health Plan (QHP) issuers on the Federally-Facilitated Exchanges (FFE). The
Proposed Rule is intended to reduce administrative burdens associated with prior authorization,
which often delay or prevent patients from accessing their prescribed medicines.

Electronic Prior Authorization for Drugs

The Proposed Rule would require impacted payers to support electronic prior authorization for
all prescription drugs under the medical and pharmacy benefits, utilizing different technical
standards depending on which category the drug is covered under. MA organizations, state
Medicaid and CHIP fee-for-service programs, Medicaid managed care plans, CHIP managed
care entities, and QHP issuers on the Federally-Facilitated Exchanges would be required to
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support electronic prior authorization for all prescription drugs under the medical benefit. In
addition, state Medicaid and CHIP FFS programs, Medicaid managed care plans, CHIP managed
care entities, and QHP issuers on the FFE would be required to support electronic prior
authorization for all prescription drugs under the pharmacy benefit, using NCPDP standards
consistent with Medicare Part D. CMS proposes an October 1, 2027 compliance date for the
electronic prior authorization requirements for drugs covered under both the medical and
pharmacy benefits.

NHIA Recommendation:

NHIA supports CMS’ proposal to extend electronic prior authorization to prescription medicines
under the medical and pharmacy benefits across impacted payer categories. Standardizing
electronic transactions among prescribers, pharmacies and payers and across benefit categories
should decrease variation in how utilization management is operationalized for prescription
medicines, reduce administrative burdens, and generally reduce delays for patients in accessing
medically necessary prescription medicines.

NHIA is concerned that, in practice, Medicare’s benefit structure does not align cleanly with the
two categories CMS proposes. For home infusion pharmacies, coverage for the same drug can
span across Medicare Part B DMEPOS and Medicare Part D—each with its own billing rules,
prior authorization requirements, and patient cost-sharing structures. Many home infusion drugs
fall ambiguously between these benefit categories, which could cause a prescriber to
inadvertently use the incorrect submission pathway. This could cause denials and delays in care.
NHIA urges CMS to consider the unique operational realities of home infusion providers when
designing any new drug coverage framework.

Take, for example, coverage of intravenous immune globin (IVIG). Medicare Part B DMEPOS
coverage of IVIG is limited to Primary Immune Deficiency Diseases (PIDD), while IVIG
treatment for disorders other than PIDD are covered by the Medicare Part D prescription drug
benefit.

NHIA is also concerned that maintaining separate prior authorization processes for prescription
medicines covered under the medical benefit and pharmacy benefit may create operational
challenges at the point of care. NHIA requests CMS require impacted payers to have detailed and
well-defined prior authorization processes for drugs that fall under the medical or pharmacy
benefit. In addition, CMS should require impacted payers to take steps to assist prescribing
entities by forwarding a request submitted to the wrong pathway to the correct one, rather than
simply denying or declining to process a request. A patient should not be delayed in accessing a
needed medication due to the complexity of separate pathways for medical benefit and pharmacy
benefit drugs.
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NCPDP Formulary and Benefit Standard

CMS proposes to require impacted payers to support an unexpired version of the NCPDP
formulary and benefit (F&B) standard adopted by the Secretary, for providers to use in seeking
prior authorization for drugs covered under a pharmacy benefit.

Home infusion pharmacies depend on accurate, current F&B flat files to make time-sensitive
dispensing, billing, and patient cost-sharing determinations. In practice, payers update their files
inconsistently—some weekly, some monthly, and many only after internal policy changes have
already taken effect—leaving providers to act on outdated information. This can lead to multiple
problems. First, delays in updating drug pricing references may cause under/over payment to the
pharmacy and can result in inaccurate patient out-of-pocket cost calculations. Also, delayed
recognition of new and modified HCPCS codes can lead to prior authorization issues and
inappropriate claims denials. In addition, delays in updating medical unusual edit (MUE) files
can lead to prior authorization issues and inappropriate claims denials.

NHIA notes that when F&B data are inaccurate or conflict with Real-Time Pharmacy Benefit
(RTPB) information, providers are left without a reliable reference. As a result, they must spend
time investigating discrepancies, submitting live claims to verify prior authorization
requirements, and repeating adjudication processes before proceeding with confidence. These
issues occur routinely and create administrative burden, delay patient access to therapy, and
increase the risk of claim denials.

In addition, existing F&B resources—including payer portals, public formulary files, and vendor
data feeds—are largely designed for retail pharmacy workflows. They often lack medical benefit
integration, site-of-care specificity, and real-time functionality needed for home infusion intake
and referral processes.

Providers should not have to rely on claim submissions to obtain accurate benefit information.
The purpose of the F&B standard is to provide that information upfront, which requires payers to
maintain data that is accurate, timely, and consistent.

NHIA Recommendation:

NHIA urges CMS to require all impacted payers, including PBMs, to update F&B flat files daily
at a minimum, and immediately upon any formulary, benefit, or prior authorization change, to
prevent avoidable disruptions in care.
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Submission of Prior Authorization Requests

When a home infusion pharmacy receives a valid prescription, it should be permitted to initiate
and submit a prior authorization request without obtaining an additional physician signature or
attestation. Requiring the PA to be routed back to the prescriber creates unnecessary delays
without adding clinical value.

A physician's prescription already reflects a determination that the therapy is medically
necessary. Requiring a second administrative step leads to delays in treatment for patients who
are often acutely ill or recently discharged from the hospital, increases administrative burden on
physician offices, and disrupts care coordination among the prescriber, pharmacy, and patient.

Home infusion pharmacies have direct knowledge of the prescribed therapy, payer requirements,
and patient benefits. Allowing them to submit PAs upon receipt of a valid prescription would
reduce delays and improve patient access to care.

NHIA Recommendation:

NHIA urges CMS to recognize pharmacy-initiated prior authorization as a standard practice in
home infusion and require impacted payers to accept PA submissions from dispensing
pharmacies when a valid prescription has been issued by a prescriber.

Proposed Requirement to Include a Specific Reason for Denial in Response to Prior
Authorization Requests for All Drugs

CMS proposes to require impacted payers to provide specific reasons to providers when denying
a provider’s prior authorization request for prescription drugs, consistent with the requirement
for non-drug items and services included in CMS’ 2024 final rule. This requirement will assist
providers in understanding the basis for a denial and effectively taking follow-up action on
behalf of a patient.

NHIA Recommendation:

NHIA supports CMS’s proposal to require inclusion of a specific denial reason in response to
prior authorization requests for all drugs. This requirement will allow providers to know what
information may be missing or needs to be submitted.

Prior Authorization Decision Timeframes

CMS proposes to update and standardize prior authorization decision timeframes across multiple
markets to increase access to necessary medicines, in some cases requiring decisions within 24
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hours for expedited requests and 72 hours for standard requests. NHIA notes that patients
receiving home infusion therapy services are often discharged from hospitals and require
immediate access to home infusion therapy (HIT). Current prior authorization processes — even
when electronic — can delay access to lifesaving medications, as there are no explicit protections
to prevent therapy delays while prior authorization requests are pending.

NHIA Recommendation:

NHIA supports CMS’s efforts to improve prior authorization processes to help ensure that
unnecessary delays do not impede patient access to medications.

Proposed Requirement to Support the NCPDP Real-Time Prescription Benefit Standard

CMS proposes that state Medicaid and CHIP FFS programs, Medicaid and CHIP managed care
plans, and QHP issuers on the FFEs support the NCPDP RTPB standard. These tools can help
identify patient-specific coverage and prior authorization requirements at the point of
prescribing.

NHIA Recommendation:

While NHIA generally supports the use of RTPB tools to reduce care delays, as discussed above,
many infusion drugs can be covered under either the medical benefit or pharmacy benefit,
depending on the site of care, payer policy and patient diagnosis. RTPB tools do not help
determine which pathway is most clinically appropriate, cost-effective, or administratively
efficient.

NHIA requests that CMS require RTPB systems to provide decision-support, including
information on timelines and prior authorization requirements for each pathway, site-of-care
implications, and patient-specific cost-sharing amounts. Without this information, the tools could
inadvertently add complexity, rather than reduce delays.

Below is an example of a prior authorization workflow in the HIT context.

Unaddressed multi-provider workflow creates additional delays in PA processes:
e CMS proposals largely assume a direct provider (physician) — payer PA workflow
e In home infusion, the workflow is often:
e Physician — home infusion pharmacy — payer
e The home infusion pharmacy serves as a critical intermediary responsible for:
o Identifying PA requirements
o Gathering clinical documentation
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o Submitting and managing the PA process
Key concern:
e Current proposals do not adequately account for or streamline this multi-step, multi-
provider workflow

e Lack of electronic integration across all parties results in:
e Redundant communication loops
e Delays in documentation exchange
e Slower PA submission and approval timelines
Recommendation:
CMS should:
e Explicitly address and support physician-to-pharmacy-to-payer interoperability within PA

workflows;
¢ Enable seamless electronic data exchange and delegation between physicians and
pharmacies; and
e Ensure APIs and standards support end-to-end workflows, not just direct provider-to-
payer interactions.
These enhancements are critical to reducing delays and accelerating access to home infusion
therapies for patients transitioning from acute care settings.

NHIA appreciates the efforts by the agency to streamline prior authorization processes and advance
interoperability standards to improve patient access and reduce administrative burden, and we look
forward to continuing to discuss how to better improve the systems for patients in need of HIT. For
questions or additional information, please contact me at connie.sullivan@nhia.org.

Sincerely,

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



