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AT CORE OF THE IRA: 

→ REDESIGN OF THE MEDICARE 
PRESCRIPTION DRUG BENEFIT 

→ MEDICARE DRUG PRICE NEGOTIATION 
PROGRAM

→ INFLATION-BASED REBATES

→ PBM RULE DELAYED UNTIL 2032

→ TEMPORARY INCREASE IN BIOSIMILAR 
REIMBURSEMENT

INFLATION REDUCTION ACT OF 2022

▪ ADMINISTERED BY PRIVATE 
INSURANCE COMPANIES

▪ THE “NON-INTERFERENCE 
CLAUSE”

PART D –
PRESCRIPTION 
DRUG PLANS

PART B – FEE-
FOR-SERVICE

▪ ADMINISTERED IN THE 
OUTPATIENT SETTING / 
PHYSICIAN OFFICE

▪ DISPENSED BY A PHARMACY

PART D –
PRESCRIPTION 
DRUG PLANS
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▪ ENROLLEE – 0% 
▪ PART D PLAN – 60% 
▪ MEDICARE – 20% 
▪ MANUFACTURER – 20% 

FUTURE – EFF. JAN. 1, 2025

PART D PRESCRIPTION DRUG BENEFIT REDESIGN

DEDUCTIBLE PHASE
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DEDUCTIBLE PHASE

CURRENT – UNTIL DEC. 31, 2024

OTHER CHANGES

□ Premium Stabilization – Premium 
growth capped at 6% per year

□ Expansion of Low-Income Subsidy 
– LIS benefits available to incomes 
lower than 150% FPL (previously 
135%)

□ Vaccines – First dollar coverage

□ Insulin Costs – $35/month

▪ ENROLLEE – 100%
▪ PART D PLAN – 0%
▪ MEDICARE – 0%
▪ MANUFACTURER – 0%

▪ ENROLLEE – 25%
▪ PART D PLAN – 75% 
▪ MEDICARE – 0%
▪ MANUFACTURER – 0% 

▪ ENROLLEE – 25%
▪ PART D PLAN – 5% 
▪ MEDICARE – 0% 
▪ MANUFACTURER – 70%

▪ ENROLLEE – 5%
▪ PART D PLAN – 15%
▪ MEDICARE – 80%
▪ MANUFACTURER – 0%

▪ ENROLLEE – 100%
▪ PART D PLAN – 0%
▪ MEDICARE – 0%
▪ MANUFACTURER – 0%

▪ ENROLLEE – 25%
▪ PART D PLAN – 65%  
▪ MEDICARE – 0%
▪ MANUFACTURER – 10% 



→ INITIAL PRICE APPLICABILITY YEAR ––
STARTS JAN. 1, 2026

→ CMS SELECTED FIRST 10 DRUGS 
EARLIER THAN THE SEPT. 1, 2023 
DEADLINE – ALL PART D

DRUG PRICE NEGOTIATION PROGRAM

▪ ELIQUIS
▪ JARDIANCE
▪ XARELTO
▪ JANUVIA
▪ FARXIGA
▪ ENTRESTO
▪ ENBREL
▪ IMBRUVICA
▪ STELARA
▪ FIASP

$50.5 billion



QUALIFYING SINGLE-SOURCE DRUGS

▪ Brand-name; no generic or biosimilar competition

Orphan Drugs; Low Medicare Spend (<$200M)

Small 
Molecule

Potentially selected 7 years 
after 1st approval

Price controls go 
into effect 
approximately 2 
years after 
selection

Large 
Molecule

Potentially selected 11 years 
after BLA

NEGOTIATION-ELIGIBLE DRUGS

▪ Top 50 Drugs Ranked by Spend

Small Biotech Drugs (2026-2028)

SELECTED DRUGS

▪ Top 10 negotiation-eligible drugs

▪ First selection date:  September 1, 2023, for price year 2026

DRUG PRICE NEGOTIATION PROGRAM – SELECTION PROCESS



QUALIFYING 
SINGLE-SOURCE DRUGS

NEGOTIATION-ELIGIBLE 
DRUGS

AGREEMENT WITH CMS [10/1/2023]

SELECTED DRUGS

MANUFACTURER INFO DUE TO CMS [10/2/2023]

MEETINGS WITH CMS; PATIENT LISTENING 
SESSIONS; THERAPEUTIC ALTERNATIVE REQUEST

INITIAL OFFER BASED ON CMS-IDENTIFIED “THERAPEUTIC ALTERNATIVES” [2/1/2024]

COUNTEROFFER [30 DAYS LATER]

RESPONSE & CMS MEETING

NEGOTIATIONS END [8/1/2024]

DRUG PRICE NEGOTIATION PROGRAM – NEGOTIATION PROCESS

SELECTION PROCESS



▪ PUBLISHED [9/1/2024]
▪ EFFECTIVE DATE:  JANUARY 1, 2026
▪ RENEGOTIATION
▪ 106% MFP – PART B
▪ MFP + DISPENSING FEE – PART D
▪ PRIMARY MANUFACTURER ADMINISTRATIVE 

RESPONSIBILITIES

DRUG PRICE NEGOTIATION PROGRAM – MAXIMUM FAIR PRICE

40% 
NON-FAMP

(16+ YEARS 
ON MARKET)

75% 
NON-FAMP

(<12 YEARS 
ON MARKET)

65% 
NON-FAMP

(12-16 YEARS 
ON MARKET)

100%
NON-FEDERAL 
AVG MANU-
FACTURER

PRICE 

(NON-FAMP)

2029-2030 “Small Biotech” 
Floor – 66% Non-FAMP

AGREEMENT WITH CMS 

MANUFACTURER INFO DUE

MEETINGS WITH CMS; PATIENT LISTENING 
SESSIONS; THERAPEUTIC ALTERNATIVE REQUEST

INITIAL OFFER

COUNTEROFFER

RESPONSE & CMS MEETING

NEGOTIATIONS END

NEGOTIATION PROCESS

QUALIFYING 
SINGLE-SOURCE DRUGS

NEGOTIATION-ELIGIBLE 
DRUGS

SELECTED DRUGS

SELECTION PROCESS



PATENT PROTECTION (VARIES)

5-YEAR NCE QIDP (+ 5 YEARS) P

7-YEAR ORPHAN EXCLUSIVITY QIDP (+ 5 YEARS) P

3-YEAR NCI

POTENTIAL FDA EXCLUSIVITIES & PATENT PROTECTIONS 
– VS. IRA’S MEDICARE ROI CLIFF
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PATENT PROTECTION (VARIES)

9 years

13 years

FIRST POSSIBLE DATE WHEN IRA NEGOTIATED 
PRICE CAPS MAY GO INTO EFFECT

12 YEARS; BIOLOGIC EXCLUSIVITY

5 YEARS; NEW CHEMICAL ENTITY 
(NCE) EXCLUSIVITY

7 YEARS; ORPHAN DRUG 
EXCLUSIVITY

6 MONTHS; PEDIATRIC EXCLUSIVITY

N
D

A
B

LA
B

O
TH

3 YEARS; NEW CLINICAL 
INVESTIGATION EXCLUSIVITY

5 YEARS; QUALIFIED INFECTIOUS 
DISEASE PRODUCT EXCLUSIVITY

PATENT PROTECTION 
(VARIES BY PRODUCT)

DATE OF FIRST APPROVAL OF FIRST INDICATION



9

DRUG PRICE NEGOTIATION PROGRAM



CIVIL MONETARY PENALTIES

DRUG PRICE NEGOTIATION PROGRAM

EXCISE TAX

FAILURE TO . . .
▪ ENTER A NEGOTIATION AGREEMENT
▪ AGREE TO THE MFP
▪ SUBMIT REQUIRED DATA

OR ELSE TERMINATE M/M PARTICIPATION 
FOR ALL DRUGS

DAYS NON-COMPLIANT TAX

1-90 1.85 X SALES PRICE

91-180 3 X SALES PRICE

181-270 5.67 X SALES PRICE

271+ 19 X SALES PRICE

VIOLATION CIVIL MONETARY PENALTY

FAILING TO OFFER THE MFP 10 X THE DIFFERENCE BETWEEN SALE PRICE AND MFP

VIOLATING THE NEGOTIATION AGREEMENT $1M / DAY

KNOWINGLY PROVIDING FALSE INFORMATION RE: SMALL 
BIOTECH EXCEPTION & BIOSIMILAR DELAY

$100M / FALSE ITEM



AT CORE OF THE IRA: 

→ REDESIGN OF THE MEDICARE PRESCRIPTION DRUG BENEFIT 

→ MEDICARE DRUG PRICE NEGOTIATION PROGRAM

→ INFLATION-BASED REBATES

→ PBM RULE DELAYED UNTIL 2032

INFLATION REDUCTION ACT OF 2022


