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PROGRAM OVERVIEW

• For the first time, Medicare can negotiate drug prices directly

• Negotiations begin with a small slate of drugs (10) and expand over time.

• Single-source drugs without generic or biosimilar competition are eligible 
at all.

• What is single-source drug?
• What is competition? 

2026 First negotiated

prices take effect

100 Total drugs subject to

negotiation by 2031

9 mo+ Minimum delay after

generic/biosimilar entry



CMSAUTHORITY

Scope of Authority & Process 

CMS’s Authority

• Negotiate a “maximum fair price” (MFP) for selected high-cost, 
single-source drugs in Parts B and D.

• Compile the annual list of eligible drugs, ranked by total 
expenditures.

• Weigh manufacturer cost data, market data, and alternative-
treatment availability.

• Program implemented via guidance/instruction (not notice-and-
comment rulemaking) for its first years, with judicial review 
foreclosed on several determinations.

Process

• Identify drugs subject to negotiation

• Negotiate with the manufacturer of each identified drug



ELIGIBILITY CRITERIA
Which Drugs Are Even Eligible?

✓

Single-source only

No competing generic or biosimilar currently 
on the market

✓

High total spend

Ranked among the highest total expenditure 
drugs in the prior 12 months

✓

Time on market

Part D: 7+ years  |  Part B: 9+ years  |  
Biologics: 13+ years

Exempt From Negotiation

Orphan drugs

Approved to treat only rare diseases

Low-spend drugs

Accounting for less than $200M Medicare spending

Plasma-derived / biosimilar-imminent

Delay up to 2 years if a competitor is highly likely to 
launch soon (rebate owed if it doesn't)

Note: The 2025 reconciliation law (OBBBA) broadened the orphan-drug exclusion — see the 2029 Rulemaking slide.



SELECTION TIMELINE
Number of Drugs Selected Per Year

10

15 15

20

IPAY 2026
(Part D only)

IPAY 2027
(Part D only)

IPAY 2028
(+1st Part B,

+1 renegotiation)

IPAY 2029
(rule proposed;

count TBD)



CYCLE 3 — IPAY 2028
The 2028 Cycle Breaks New Ground

15 + 1

Drugs newly selected,

plus 1 renegotiation

$27B
Combined Medicare spend on

those drugs, year before selection (6% of 
Part B&D total expenditures)

1st

Cycle to include

Part B drugs

• On January 27, 2026, CMS selected 15 drugs for the third negotiation cycle — the first to draw from Part B as well as Part D — plus one drug 
chosen for the program's first renegotiation.

• CMS's September 2025 final guidance for this cycle incorporated Medicare Advantage claims data to help identify high-spending Part B drugs.

• Part B drug selected — Botox and plasma-derived claim



MAXIMUM FAIR PRICE THRESHOLDS
MFP Thresholds — % of Non-Federal Average Manufacturer Price

75%
of avg.

manufacturer price

9–11 years

on market

65%
of avg.

manufacturer price

12–15 years

on market

60%
of avg.

manufacturer price

16+ years

on market

Manufacturers may accept HHS's proposal or submit a counteroffer before the price is finalized.



PRICING FACTORS
Factors Considered in Setting the MFP

R&
D

Manufacturer costs

Research, development, production, and distribution costs 
specific to the drug

⇆

Market data

Sales volume, revenue, and pricing trends in the 
marketplace

Alternative treatments

Availability and clinical role of therapeutic alternatives

⇄

Negotiation process

HHS proposes a price; manufacturer may accept or counter 
with its own data

CMS must solicit manufacturer data before making an initial offer .



PROGRAM TRANSPARENCY
What CMS Discloses About Negotiated Prices

Published

• A public explanation of how CMS arrived at each maximum fair 
price, for every selected drug.

• General discussion of clinical benefit, unmet medical need, 
and therapeutic alternatives considered.

• The final negotiated MFP itself and its effective date.

Kept Confidential

• The statutory negotiation ceiling CMS was working within.

• Manufacturer-specific R&D, recoupment, and 
production/distribution cost data.

• CMS's own initial price offer — the benchmark from which 
negotiations began.

These disclosures still help manufacturers and researchers shape R&D, trial design, and evidence strategy for drugs that may be selected in future cycles.



CYCLE 4 — IPAY 2029
From Guidance to Rulemaking

1st

Cycle run through formal

notice-and-comment rulemaking

60 days

Public comment period,

closing August 17, 2026

$8.8B+

Estimated cost of OBBBA's

expanded orphan-drug exclusion

• On June 12, 2026, CMS published its first proposed rule for the negotiation program, covering the fourth cycle (IPAY 2029); the IRA had 
authorized guidance-only implementation for just the first three cycles.

• The 2025 reconciliation law (OBBBA) broadened the program's orphan-drug exclusion; the Congressional Budget Office pegged that change at 
roughly $8.8 billion over 10 years, while CMS's own analysis in the proposed rule estimates an even higher cost.



NONCOMPLIANCE PENALTIES
Enforcement Has Teeth

10×

the difference between 

actual price and MFP, for 

selling above the cap

$1M

civil penalty per day of 

violating the HHS 

agreement

$100M

penalty per item of 

knowingly false information 

provided

65–95%

excise tax depending on 

days of noncompliance



LITIGATION OVER COLORADO PDAB

• Patent preemption

• Dormant Commerce Clause

• Due process 

• Preliminary injunction (July 1, 2026)



LITIGATION

• Takings

• Due process

• Compelled speech

• Nondelegation

• Excessive fines 

• Administrative Procedure Act 

Sources: IRA / Social Security Act Title XI, Part E; Health Affairs Forefront (2022–2026); CMS press releases and program guidance
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