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June 13, 2026 

CMS Releasing Proposed Rule Codifying Drug Price 
Negotiation 
 
The Centers for Medicare & Medicaid Services are issuing a proposed rule to codify the Medicare Drug 
Price Negotiation Program (“Negotiation Program”) and would establish certain new policies for the 
Negotiation Program and the Medicare Prescription Drug Benefit Program as required by the Inflation 
Reduction Act (IRA) of 2022, and amendments made by the Working Families Tax Cut legislation. 
 
The proposal would codify policies for the Medicare Drug Price Negotiation Program at part 429 
consistent with sections 1191 through 1198 of the Social Security Act (hereinafter “the Act”) and codify 
policies for the Medicare Prescription Drug Benefit Program at part 423  consistent with section 
11001(b) of the IRA, which made certain amendments to the Act, including with respect to Medicare 
Part D. 
 
A display copy of the 434-page rule is available at: https://public-inspection.federalregister.gov/2026-
12059.pdf. The rule is scheduled for publication in the June 16 Federal Register. 
 
The proposal would: 
 

• At proposed § 429.125(b)(4)(i) clarify treatment of new formulations were circumstances to 
emerge where statutory requirements could be in tension with the general fixed combination 
drug policy proposed at § 429.125(b)(4). To do so, CMS is proposing a narrow modification to 
the general fixed combination drug policy for certain fixed combination drugs that are new 
formulations. Under the modification, if CMS determines that products with the same New Drug 
Application (NDA)/Biologics License Application (BLA) holder differ in active moiety(ies)/active 
ingredient(s) due to the inclusion of an active moiety/active ingredient that creates a new 
formulation and enables an alternative route of administration for the co-administered active 
moiety(ies)/active ingredient(s), then CMS will identify the potential qualifying single source 
drug using all dosage forms and strengths of the shared active moiety(ies)/active ingredient(s) 
that is offered by the same NDA/BLA holder. 

• At proposed § 429.125(c)(3)(i) clarify how CMS would identify the day from which to measure 
the 7- and 11-year time since approval and licensure periods for drugs that formerly qualified 
for the Orphan Drug Exclusion. 

• At proposed § 429.130 codify the process and schedule according to which CMS reviews 
information to determine if the manufacturer of a generic drug or biosimilar that is approved or 
licensed, respectively, is engaged in Bona Fide Marketing (as defined in § 429.20) of that 
generic drug or biosimilar. 

• At proposed § 429.210(c) provide additional details related to the Primary Manufacturer transfer 
of responsibility for all requirements of the Negotiation Program Agreement to an acquiring 
entity. 

• At proposed § 429.415(a)(2) explain how CMS would calculate the 30-day equivalent supply for 
a selected drug that is typically administered one time (for example, some vaccines, gene 
therapies, and cancer therapies). 

 
• At proposed § 429.440 would explain how CMS would implement the Temporary Floor for Small 

Biotech Drugs for initial price applicability years 2029 and 2030. 

https://public-inspection.federalregister.gov/2026-12059.pdf
https://public-inspection.federalregister.gov/2026-12059.pdf
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• At proposed §§ 429.605 and 429.610 clarify when off-label use would be considered for 
renegotiation eligibility and selection by aligning the renegotiation eligibility and selection 
policies for off-label use with the initial offer development process. This clarification maintains 
consistency across CMS processes for negotiation and renegotiation, as required by section 
1194(f)(4)(B) of the Act. 

 
Unless otherwise specified, CMS proposes that the provisions herein would apply with respect to all 
initial price applicability years beginning with initial price applicability year 2029, including, for example, 
with respect to the selection of drugs and the negotiation or renegotiation of MFPs for initial price 
applicability year 2029 that will take place during calendar year 2027. 
 

Comments 

The material in this proposal is primarily applicable to pharmaceutical manufactures. To the extent 
additional drugs become subject to Medicare maximum payment amounts, such reduced payments 
should accrue to hospitals and other providers. 

Once again, no table-of contents is provided. We have constructed the following with the intent to assist 
readers. 
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Comments 

CMS continues to state one of its primary objectives is to reduce burden and to simplify rulemaking. 
This rule does neither. The regulation text alone is some 115 pages in length, which accounts for more 
than 27 percent of the entire rule. 

We have not added many subheads in the rule. To do so would increase the table-of-contents 
significantly. For example, section II.A.2 addresses definitions. CMS has provided 83 definitions with  
subheads. 

Below are just a few summarization points of the proposal. 

 

Summary 

I. Executive Summary and Background 

A. Purpose and Background 

The rule has two overarching purposes: (1) to formally codify, in binding federal regulation, the policies 
that CMS has implemented through program guidance for the Medicare Drug Price Negotiation Program 
established by the Inflation Reduction Act of 2022; and (2) to propose new policies for the Program, 
as required by the IRA and as modified by the Working Families Tax Cut legislation. 

B. Program History and Timeline 

The Negotiation Program requires the Secretary of HHS to negotiate Maximum Fair Prices (MFPs) — the 
prices Medicare must pay — for certain high-expenditure, single-source drugs and biological products. 
CMS has executed this authority in three prior rounds: 

• Year 2026 (IPAY 2026): 10 high-expenditure Part D drugs selected; negotiated MFPs took effect 
January 1, 2026. 
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• Year 2027 (IPAY 2027): 15 additional Part D drugs selected; MFPs effective January 1, 2027. 

• Year 2028 (IPAY 2028): 15 drugs selected covering both Part D and Part B; one drug also 
selected for renegotiation. 

• Year 2029 and beyond: Up to 20 drugs per year selected from Part D and/or Part B; this rule's 
requirements apply beginning here. 

The Working Families Tax Cut amended the Orphan Drug Exclusion provisions of the Negotiation 
Program and added new provisions for treatment of former orphan drugs. 

II. Medicare Drug Price Negotiation Program 

A. Identification of Selected Drugs (§§ 429.100–429.135) 

1. Drug Selection for Negotiation (§§ 429.100, 429.105) 

CMS proposes to codify the process by which it publishes the annual selected drug list and selects drugs 
for negotiation. Beginning with IPAY 2029, CMS will select up to 20 drugs per year from among 
negotiation-eligible drugs covered under Medicare Part D and/or payable under Part B. The selected drug 
publication date triggers the multi-year negotiation timeline. 

2. Biosimilar Delay Requests (§ 429.110) 

A manufacturer of a reference biological product (a biologic drug) may request that CMS delay including 
it on the selected drug list by one initial price applicability year (an 'Initial Delay Request') if a biosimilar 
is in development.  

A second delay ('Additional Delay Request') of one more year is also available under specified conditions. 
CMS proposes detailed criteria for granting such requests, including demonstrating a high likelihood that 
a biosimilar will be licensed and marketed within the delay period. 

If a delay is granted but a biosimilar does not enter the market, the reference manufacturer must pay a 
rebate to the Medicare program. This rebate obligation is subject to civil monetary penalties of 10 x the 
unpaid rebate amount. 

3. Identification of Negotiation-Eligible Drugs (§ 429.115) 

A drug is negotiation-eligible if it is a qualifying single source drug that is among the highest-
expenditure drugs in Medicare Part D or Part B and does not qualify for an exclusion (e.g., orphan drug 
exclusion, small biotech exclusion prior to 2028, availability of a generic/biosimilar with Bona Fide 
Marketing). CMS codifies how it calculates total Part D and Part B expenditures to rank and identify 
eligible drugs. 

4. Qualifying Single Source Drugs and Fixed Combination Drug Policy (§ 429.125) 

A ‘qualifying single source drug’ is a drug or biological product that has been approved or licensed by 
the FDA, for which no generic or biosimilar subject to Bona Fide Marketing exists, and that meets 
specified time-since-approval thresholds (7 years for small-molecule drugs; 11 years for biologics). 
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This proposed rule includes a new modification to the fixed combination drug policy. Under the 
modification, if a drug product with the same NDA/BLA holder has different active ingredients — because 
an additional active moiety enables a new route of administration for the co-administered active 
ingredient — CMS will identify the potential qualifying single source drug using all dosage forms of the 
shared active ingredient offered by that NDA/BLA holder.  

This addresses situations where a new formulation could otherwise create “tension” with the general 
fixed combination policy. 

CMS also proposes to clarify how it measures the 7- and 11-year time-since-approval periods for drugs 
that formerly qualified for the Orphan Drug Exclusion but no longer do so, consistent with the 2025 
Working Families Tax Cut amendments. 

5. Bona Fide Marketing Review and Deselection (§§ 429.130, 429.135) 

A selected drug loses its negotiation eligibility — and is deselected — if CMS determines that the 
manufacturer of an approved generic drug or licensed biosimilar is engaged in Bona Fide Marketing of 
that generic or biosimilar.  

“Bona Fide Marketing” means the generic or biosimilar is actually being marketed and available to 
patients in the normal commercial sense. CMS proposes to codify the process and schedule for its 
review of Bona Fide Marketing determinations, including the data sources it uses and the timeline for 
reaching decisions. 

B. Negotiation Program Agreement (§§ 429.200–429.210) 

A manufacturer of a selected drug must enter into a Negotiation Program Agreement with CMS as a 
prerequisite to participating in the negotiation process. The agreement establishes binding obligations 
including data submission requirements, compliance with the MFP once set, and cooperation with CMS 
oversight. 

The agreement may be terminated by CMS for cause (e.g., withdrawal from the market, material 
noncompliance) or voluntarily by the manufacturer (which may trigger excise tax liability under 26 
U.S.C. § 5000D). CMS proposes new provisions clarifying how obligations under the Negotiation 
Program Agreement transfer to an acquiring entity when a Primary Manufacturer is bought or merged. 

C. Program Administration — Confidentiality (§ 429.300) 

CMS proposes to codify its confidentiality policy for data and information submitted by manufacturers 
during the negotiation process. Sensitive commercial information — such as actual sales figures, R&D 
costs, and non-FAMP data — is protected from public disclosure during and after negotiations, with 
limited exceptions for purposes of judicial review or Congressional oversight. CMS also sets parameters 
for how aggregated or redacted information may be published. 

D. Establishment of a Single MFP and Ceiling Determination (§§ 429.400–429.445) 

The Maximum Fair Price (MFP) represents the negotiated price that Medicare will pay for a selected 
drug. The MFP cannot exceed a statutory 'ceiling' price, and CMS negotiates for a price below that 
ceiling. The ceiling is calculated differently depending on the drug's monopoly duration: 
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• Standard drugs (approved 7–11 years): ceiling = 75% of non-FAMP (average non-federal 
average manufacturer price) 

• Extended-monopoly drugs (12–16 years): ceiling = 65% of non-FAMP 
• Long-monopoly drugs (16+ years): ceiling = 40% of non-FAMP 

For Part D drugs, CMS also establishes the ceiling by reference to the plan-specific enrollment-weighted 
amounts. For Part B drugs, reference is made to the ASP-based payment amounts. Where a drug is 
covered by both Parts, a combined calculation applies. 

30-Day Equivalent Supply for One-Time Administration Drugs (§ 429.415) 

Many gene therapies, certain cancer treatments, and some vaccines are administered only once in a 
patient's lifetime. Calculating an MFP for such drugs based on a standard '30-day supply' framework is 
not meaningful. CMS proposes a specific methodology for calculating the 30-day equivalent supply for 
such drugs, enabling a fair price comparison and accurate ceiling calculation. 

Temporary Floor for Small Biotech Drugs (§ 429.440) 

The IRA provides a temporary pricing floor for drugs manufactured by small biotech companies for IPAY 
2029 and 2030. A 'small biotech' drug is one for which the manufacturer's total Medicare sales are 
primarily attributable to a small number of products and the manufacturer meets specified revenue 
thresholds. CMS proposes detailed criteria for eligibility, an application process for manufacturers to 
seek the floor, and the calculation methodology for the floor price itself. The small biotech exclusion from 
negotiation eligibility (which existed for IPAY 2026–2028) has expired; this floor is its successor 
protection. 

D. Negotiation Process (§§ 429.500–429.535) 

CMS must consider two categories of factors in developing its initial offer and throughout negotiations: 

• Section 1194(e)(1) Factors (cost-related): research and development costs; costs of production 
and distribution; prior federal financial support for the drug; patents and exclusivities; and 
market data and revenue/sales volume in the U.S. and abroad. 

• Section 1194(e)(2) Factors (value-related): comparative effectiveness evidence; the 
therapeutic alternative landscape, including the prices of such alternatives; the extent to which 
the drug represents a therapeutic advance; unmet medical need; and the effect of the MFP on 
access and innovation. 

CMS uses a structured methodology to develop its initial offer for each selected drug: (1) identify all 
FDA-approved conditions of use; (2) identify therapeutic alternatives for each condition; (3) develop a 
starting-point price, typically anchored to a weighted average of the prices of therapeutic alternatives; 
and (4) adjust the starting point up or down based on the section 1194(e) factors. CMS then confirms 
the resulting preliminary price does not exceed the ceiling. 

Offer and Counteroffer Process (§§ 429.515–429.535) 

The negotiation process involves structured engagement between CMS and the Primary Manufacturer: 
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• CMS provides its written initial offer and a concise justification explaining how it weighed the 
negotiation factors. 

• The Primary Manufacturer may submit a written statutory counteroffer with its own concise 
justification. 

• CMS and the manufacturer may engage in additional price exchange opportunities — informal 
discussions and revised offers — to attempt to reach agreement. 

• If agreement is not reached by the statutory deadline, CMS issues a final offer and the process 
concludes. 

CMS also proposes additional flexibility to extend and consider offers and counteroffers under specified 
circumstances, codifying what had previously been guidance-level practice. 

G. Renegotiation of an MFP (§§ 429.600–429.620) 

Beginning with IPAY 2028, the IRA permits — and in some cases requires — renegotiation of a 
previously agreed-upon MFP. This proposed rule codifies the renegotiation framework for IPAY 2029 and 
beyond. 

Renegotiation Eligibility (§ 429.605) 

A selected drug is renegotiation-eligible if any of the following occur: 

• A new FDA-approved indication is added to the drug's labeling (i.e., the drug can now treat an 
additional disease or condition).  

• The drug's monopoly status changes to that of an extended-monopoly drug (12–16 years since 
approval).  

• The drug's monopoly status changes to that of a long-monopoly drug (16+ years since 
approval).  

• CMS determines there has been a material change in one or more of the section 1194(e) 
factors — for example, a dramatic change in the competitive landscape, major new clinical 
evidence altering the drug's risk-benefit profile, or a significant change in production costs. 

CMS proposes to also consider voluntarily submitted off-label use information from Primary 
Manufacturers for renegotiation eligibility purposes, but only for the new indication pathway and only 
when the manufacturer proactively discloses it. 

Selection for Renegotiation (§ 429.610) 

Drugs eligible due to a change in monopoly status are automatically selected for renegotiation. Among 
drugs eligible for other reasons (new indication, material factor change), CMS exercises discretion to 
select those for which renegotiation is likely to result in a meaningfully different MFP. The renegotiation 
process largely mirrors the initial negotiation process, with adaptations for the renegotiation context. 

G. Implementation of the MFP (§§ 429.700–429.710) 

Once an MFP is agreed upon, it applies across all dosage forms and strengths of the selected drug using 
a standardized methodology that converts the negotiated per-unit price to other forms and strengths. 
CMS publishes MFPs no later than November 30 of the year before they take effect. 
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CMS also proposes rules for cases where MFPs are established after the standard negotiation deadline — 
for example, where a drug became selected later in the cycle or where a dispute arose. In such cases, a 
retroactive MFP adjustment may apply. 

H. Manufacturer Compliance and Oversight (§ 429.900) 

CMS proposes a robust compliance monitoring framework. CMS will monitor manufacturers' ongoing 
compliance with the Negotiation Program Agreement and MFP obligations through data reporting, audits, 
and other oversight mechanisms. Where CMS identifies noncompliance, it may issue a request for 
corrective action before escalating to enforcement. Manufacturers must report new National Drug Codes 
(NDCs) and keep CMS informed of changes affecting the selected drug. 

I. Civil Monetary Penalties (§§ 429.1005–429.1020) 

CMS proposes to codify civil monetary penalty (CMP) authority for IPAY 2029 and beyond, consistent 
with existing guidance for prior years.  

J. Inflation Rebate Programs Applied to Selected Drugs 

The IRA also requires manufacturers of certain Part B and Part D drugs to pay inflation rebates to 
Medicare when their prices increase faster than the Consumer Price Index for All Urban Consumers (CPI-
U). This proposed rule clarifies that being a 'selected drug' under the Negotiation Program has no 
independent effect on whether a drug is subject to the inflation rebate program. However, when a drug 
leaves selected drug status, specified components of the inflation rebate formula are recalculated — a 
policy CMS codified in earlier rulemaking. 

 


