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CMS Proposes Interoperability Standards and Prior
Authorization for Drugs

The Centers for Medicare & Medicaid Services (CMS) are proposing new requirements for Medicare
Advantage (MA) organizations, state Medicaid fee-for-service (FFS) programs, state Children's Health
Insurance Program (CHIP) FFS programs, Medicaid managed care plans, CHIP managed care entities,
and Qualified Health Plan (QHP) issuers on the Federally-facilitated Exchanges (FFEs), including issuers
that offer small group market QHPs on the Federally-facilitated Small Business Health Options Program
(FF-SHOP) Exchanges (hereinafter referred to as “small group market QHP issuers on the FF-SHOPs")
(collectively “impacted payers”), to make available electronic prior authorization for drugs.

CMS is also proposing to require impacted payers to report their application programming interfaces
(API) endpoints and related information for the Patient Access, Provider Directory, Provider Access,
Payer-to-Payer, and Prior Authorization APIs to CMS. To help assess the impact of these policies, CMS is
proposing to collect API usage metrics.

To improve impacted payers’ ability to exchange health information while continuing CMS's drive toward
interoperability, CMS is proposing to require certain Health Level Seven (HL7®) Fast Healthcare
Interoperability Resources (FHIR®) implementation guides (IGs) that are currently recommended. In
addition, CMS is proposing to adopt the HL7 FHIR base standard and certain associated specifications
and IGs as the Health Insurance Portability and Accountability Act of 1996 (HIPAA) standards for
dental, professional, and institutional “referral certification and authorization” transactions and
“eligibility for a health plan” transactions associated with prior authorization.

The 511-page proposal was issued on April 10. It is scheduled for publication on the April 14. A display
copy of the rule is available at: https://public-inspection.federalregister.gov/2026-07205.pdf. A 60-day
comment period after publication in the Federal Register is provided.

Comments

This is an extremely long proposal. It does not appear to directly impact hospitals and related providers.
It is, however, modifying time frames of payers to establish clear decision deadlines for payers to issue a
prior authorization decision for drugs. Payers would be required to issue prior authorization decisions for
drugs no later than 24 hours for urgent requests and 72 hours for standard requests. The rule also
would increase transparency through requiring full disclosure of claims denials and appeals outcomes.

The proposal does contain a table of contents.

The 2024 CMS Interoperability and Prior Authorization final rule, finalized timeframes of 7 calendar days
for standard requests and 72 hours for expedited requests, with the possibility of an extension of up to
14 days in certain circumstances.
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Summary of Major Proposals

CMS is proposing to require that impacted payers support electronic prior authorization for all drugs that
require prior authorization. CMS is proposing two separate sets of standards to facilitate electronic prior
authorization for all drugs, the HL7 FHIR standard (and certain FHIR IGs) as one set, and three NCPDP
standards (the NCPDP SCRIPT standard, NCPDP Formulary & Benefit Standard Implementation Guide
[NCPDP F&B standard], and the NCPDP Real-Time Prescription Benefit Standard Implementation Guide
[NCPDP RTPB standard]) as the other set.

Specifically, CMS is proposing to require impacted payers to use versions of the below IGs that are
currently recommended under the 2024 final rule:

e HL7 FHIR CARIN Consumer Directed Payer Data Exchange (CARIN IG for Blue Button®) IG,
Version 2.0.0—STU 2, proposed to expire on January 1, 2028, or Version 2.2.0—STU 2.2

e HL7 FHIR Da Vinci—Payer Data Exchange (PDex) IG, Version 2.1.0—STU 2.1

e HL7 FHIR Da Vinci—Payer Data Exchange (PDex) US Drug Formulary IG, Version 2.0.1—STU
2, proposed to expire on January 1, 2028, or Version 2.1.0—STU 2.1

e HL7 FHIR Da Vinci—Payer Data Exchange (PDex) Plan Net IG, Version 1.1.0—STU 1.1 US,
proposed to expire on January 1, 2028, or Version 1.2.0—STU 1.2

e HL7 FHIR Da Vinci—Coverage Requirements Discovery (CRD) IG, Version 2.0.1—STU 2,
proposed to expire on January 1, 2028, or Version 2.2.1—STU 2.2

e HL7 FHIR Da Vinci—Documentation Templates and Rules (DTR) IG, Version 2.0.1—STU 2,
proposed to expire on January 1, 2028, or Version 2.2.0—STU 2.2

e HL7 FHIR Da Vinci—Prior Authorization Support (PAS) IG, Version 2.0.1—STU 2, proposed to
expire on January 1, 2028, or Version 2.2.1—STU 2.2

CMS is also requesting comments on the following IGs for consideration in future rulemaking:

e HL7 FAST Security for Scalable Registration, Authentication, and Authorization Release (FAST
Security IG), Version 2.0.0—STU 2

e HL7 FHIR Da Vinci Member Attribution (ATR) List IG, Version 2.1.0—STU 2.1 HL7 FHIR Da
Vinci Clinical Data Exchange (CDex) IG, Version 2.1.0—STU 2.1

For the proposed requirement to incorporate drugs covered under a medical benefit into the Prior
Authorization API, CMS is proposing an October 1, 2027 compliance date.
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CMS would require state Medicaid and CHIP FFS programs, Medicaid managed care plans, CHIP
managed care entities, and QHP issuers on the FFEs to respond to the provider with a specific reason for
denying a prior authorization request for any drugs.

Impacted payers would be required to publicly report prior authorization metrics for drugs, including:

e Approval and denial rates;
e Appeal outcomes; and
e Decision timeframes.

CMS is proposing that existing impacted payers report this required information to CMS no later than 60
days after the effective date of a final rule and that new impacted payers report this information no later
than 60 days before they begin covering patients under the applicable CMS program.

CMS is proposing that impacted payers report six new metrics: four new metrics about prior
authorization denials after an extended timeframe and appeals for non-drug items and services and two
new metrics about prior authorization approvals after an extended timeframe and appeals for non-drug
items and services for expedited prior authorization requests only.

CMS is proposing to add a definition for “failure to report” in 42 CFR 403.902 to support the Open
Payments program. The Open Payments program, requires the pharmaceutical and medical device
industry to submit information about certain payments or other transfers of value made to certain types
of health care providers. This proposal would allow CMS to impose a civil monetary penalty (CMP) on
applicable manufacturers or applicable GPOs if those entities fail to grant CMS timely access to
documents for the purposes of an audit.

The proposals to adopt the FHIR standards would only apply to dental, professional, and institutional
transactions, not to those for retail pharmacy drugs, which are currently required to be conducted using
NCPDP standards. HHS proposes a compliance date for these HIPAA Administrative Simplification
proposals 24 months after the effective date of a final rule, except for small health plans, for which HHS
proposes a compliance date 36 months after the effective date of a final rule. HHS is making these
proposals after evaluating the results of the exception from the currently adopted standards granted to
the HL7 Da Vinci Project, as provided in 45 CFR 162.940, to test FHIR standards.

As part of this proposed rule, the National Coordinator for Health Information Technology (ONC) is
proposing to adopt updated versions of certain health IT standards and specifications in 45 CFR 170.215
on behalf of HHS. Specifically, ONC is proposing to adopt updated versions of the health IT standards
and specifications codified in 45 CFR 170.215(j)(1) through (3), (k)(1), (m), and (n), which CMS is
proposing to require impacted payers to use. Additionally, ONC is proposing a January 1, 2028
expiration date for versions of the standards and specifications currently in 45 CFR 170.215(j)(1)
through (3), (k)(1), (m), and (n), provided that the proposals to adopt the newer versions of these
adopted standards are finalized.
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CMS is seeking public input through five Requests for Information on:

e Improving electronic event notifications for care coordination;

e Strengthening health care cybersecurity and system resilience;

¢ Enhancing oversight of payer APIs;

e Streamlining step therapy processes; and

e Improving prior authorization for laboratory tests and durable medical equipment,
prosthetics, orthotics, and supplies.

Comments

As noted above, we do not believe this proposal directly requires changes by providers. Rather, the
shortened deadlines for approving or denying a provider’s drug claim should be helpful.

Much of the material cited is from the proposal’s summary of changes and accompanying fact sheets.

Questions? Contact Andrew Wheeler, MHAS Vice President of Federal Finance, 4712 Country Club Drive, Jefferson City, Mo. 65109

at 573-893-3700 | ext. 136 or awheeler@MoHospitals.org RO. ;%%ggg:];;g%s?%%ﬁgg%ji IJ?EZJ

MISSOURI HOSPITAL ASSOCIATION

Page 4



