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INFLATION REDUCTION ACT OF 2022
Comprehensive legislation designed to reduce inflation by focusing on 
energy production, taxes, and lowering healthcare costs via drug spending:

1. Establishes a drug price negotiation program under Medicare for 
certain high spend drugs without competition 

2. Requires rebates on drugs paid under Medicare whose prices 
increase faster than inflation

3. Requires standard Medicare Part D discount

4. Raises Medicare Part B reimbursement for biosimilars

5. Delays until 2032 the implementation of regulations that would 
minimize Anti-Kickback Statute safe harbor protection for PBM 
fees and rebates

6. Modifies core Medicare prescription drug benefit provisions  



INFLATION REDUCTION ACT
– OVERVIEW AND THEMES

Steers the marketplace to 
generics & biosimilars; 

gives more favorable position 
to biologics

Narrows the window for 
product innovation in rare 

diseases 

Places additional burdens on 
start-ups and small biotech 

companies 

Views the pharmaceutical 
industry through a keyhole and 

kicks the can on drug supply 
pricing issues that contribute 

to soaring drug costs

Incentivizes companies to 
launch products at 

significantly higher prices 

Pushes companies to 
reconsider molecule 

sequencing & pipeline (multi-
molecule? multi-indication?)

Federal funding for research?

Potential to decrease 
commercial reimbursement for 

pharmaceuticals



“The IRA changes many dynamics for small molecules in 
oncology and when we integrated those changes with this 
program and its competitive landscape, the program’s future 
investment no longer met our threshold,” an Eli Lilly 
spokesperson said.

“The IRA’s drug pricing controls and Medicare redesign 
is likely to have a material adverse effect on our sales 
(particularly for our products that are more substantially 
reliant on Medicare reimbursement), our business and 
our results of operations,” Thousand Oaks, CA-based 
Amgen said in an SEC filing this morning.

INFLATION REDUCTION ACT
– OVERVIEW AND THEMES



INFLATION REDUCTION ACT
– WHAT DO WE KNOW?  WHAT CAN WE EXPECT?

Short-Term:  Higher certainty

• Winter-Spring 2023:  CMS Proposed & Final Program 
Guidance; data-collection guidance 

• Sept. 2023:  1st 10 drugs selected

• Fall 2023-Winter 2024:  Negotiation process “in action”

• Expansion of agency bureaucracy (6 new Medicare 
divisions; 95 new employees

• Feb. 2024:  First MFPs set

• Inflation tracking has begun

• Generic & biosimilar pipeline

Mid-Term:  Moderate 
certainty

• Opportunity for CMS to 
set precedent for how 
it will establish MFP

• Small Biotech Benefits 
to phase out by 2030

Long-Term:  
Uncertainty

• Which drugs will be 
selected?

• Inflation?

• MFP for any one drug?

• Long-term generic / 
biosimilar pipeline?

IMPORTANT TO SUBMIT COMMENTS ON FOUR POTENTIAL 
“VOLUNTARY” REQUESTS FROM CMS IN Q1 & Q2 2023 . . . 



The government has several programs to pay for drugs:

• Medicare Parts B & D 

• Medicaid – Requires manufacturers to pay the Medicaid program 
a rebate on all drugs & biologics that Medicaid reimburses

• 340B Program – Requires manufacturers to cap prices for certain
public health and charitable entities at a deep discount

• Federal Supply Schedule – Requires manufacturers to set pricing on a government 
schedule for U.S. government entities to purchase

Amounts paid under these programs are calculated based on statutorily defined historical 
drug price data:

• Average Manufacturer Price, or AMP
• Best Price
• Non-Federal Average Manufacture Price, or non-FAMP
• Average Sales Price, or ASP

QUICK MEDICARE PRIMER

Part D –
Prescription 
Drug Plans

(Cost 
Sharing)

Part B – Fee-
for-Service

(Cost-
Sharing)

Part C –
Medicare 
Advantage 

Plans

(Capitated)

Part A –
Hospital 
Benefit

(FICA) Drugs & 
biologics 

administered
in provider 

setting

Drugs & 
biologics 

dispensed by 
pharmacy or 

mail order 
service



DRUG PRICE 
NEGOTIATION PROVISIONS



INFLATION REDUCTION ACT OF 2022

Overview:

• Allows the Medicare program to select high-spend drugs for “negotiated” pricing

• Pricing is capped at a certain percentage of Non-FAMP based on how long the drug has enjoyed monopoly 
status – Medicare negotiates how far below this cap pricing will be set

• Drugs selected are “single-source” – i.e. no generic or biosimilar competition



Medicare Drug Price Negotiation Program: 
Drug Selection Process 

9

“Qualifying single-source drugs” reflects the full universe of  drugs that could 
be subjected to the Medicare Drug Price Negotiation Program.  

In order to be considered a “qualifying single-source drug”:

• The drug or biologic cannot have any generic or biosimilar competition; and 
authorized generics do not count as generics for purposes of the IRA; and

• 7 years for drugs or 11 years for biologics must have elapsed between (a) the date the 
product is approved/licensed and marketed and (b) the Initial Price Applicability Year 
(i.e. the first year the negotiated price caps would take effect for a particular drug).  
Ex: a drug would be considered a “qualifying single-source drug” for price year 2027 if 
it has been on the market since 2020 without competition.  

A small biotech drug is considered a “qualifying single-source drug.”  The 
exception for small biotechs comes into play with respect to the next step of 
the selection process.

Orphan drugs are excluded from the definition of “qualifying single-source 
drugs” but only if they have one rare disease designation AND for which the 
only approved indication is for that disease or condition.  

Low-Medicare spend drugs and plasma-derived products are excluded from 
the definition of “qualifying single-source drugs.”

SELECTED DRUGS

NEGOTIATION-ELIGIBLE DRUGS

QUALIFYING SINGLE-SOURCE DRUGS



Medicare Drug Price Negotiation Program: 
Drug Selection Process 
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Of the qualifying single-source drugs and biologics, CMS will 
identify the drugs and biologics with the top 50 Medicare Part B 
& top 50 Medicare Part D expenditures during a lookback 
period.  These are the “negotiation-eligible drugs.”  CMS will 
rank these in order of highest to lowest spend.  

Notes:  It is unclear whether CMS will publish its lists of top 50 Part B and D drugs.  In 
addition, the statute says the lookback period cannot end after 10/31; CMS could 
choose to look to an earlier period. 

Date Negotiated Price is 
Effective

Year Drug/Biologic is Selected 
for Negotiation

Lookback Period to Determine 
whether Drug/Biologic has Top 

50 Medicare Spend

January 1, 2026 2023 June 1, 2022-May 31, 2023

January 1, 2027 2025 Nov. 1, 2023-Oct. 31, 2024

January 1, 2028 2026 Nov. 1, 2023-Oct. 31, 2024

January 1, 2029 2027 Nov. 1, 2023-Oct. 31, 2025

January 1, 2030+ 2028+ Nov. 1, 2023-Oct. 31, 2026+

SELECTED DRUGS

NEGOTIATION-ELIGIBLE DRUGS

QUALIFYING SINGLE-SOURCE DRUGS



Medicare Drug Price Negotiation Program: 
Drug Selection Process (Small Biotech Exception)

11

Notes:

• For purposes of the small biotech exception, all persons considered a “single employer” under the Tax Code’s special rules for controlled groups 
of corporations and employees of partnerships, proprietorships, etc. under common control are considered “one manufacturer” for purposes of 
calculating Part B & Part D spend

• The drug will not qualify for the small biotech exception if it has been acquired after 2021 by another manufacturer that does not have a 
Coverage Gap Discount Agreement in place at the beginning of the Part D plan year immediately following the acquisition (or if before 2025, 
eff. January 1, 2025).

PART D PART B*

The total expenditures for the drug under Part D 
in 2021:

Are less than or equal to 1% of total Part D 
expenditures for all covered Part D drugs in 2021 

AND

Greater than or equal to 80% of the total Part D 
expenditures for all covered Part D drugs for 
which the manufacturer had a Coverage Gap 
Discount Agreement in 2021.

The total expenditures for the drug under Part B 
in 2021:

Are less than or equal to 1% of total Part B 
expenditures for all covered Part B drugs in 2021 

AND

Greater than or equal to 80% of the total Part B 
expenditures for all covered Part B drugs the 
manufacturer in 2021.

* CMS only starts looking at Part B drugs for initial price 
applicability year 2028.

This step is where the small biotech exception applies.  

For the first three years that negotiated prices go into effect (i.e. 2026, 2027, and 2028), 
CMS must exclude from the list of top 50 Medicare spend drugs “small biotech drugs.”  The 
manufacturer will have to apply for the exception using CMS’s online platform (to be 
developed).  

A small biotech drug is a qualifying single-source drug that meets the following:

SELECTED DRUGS

NEGOTIATION-ELIGIBLE DRUGS

QUALIFYING SINGLE-SOURCE DRUGS



Medicare Drug Price Negotiation Program: 
Drug Selection Process 
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MAXIMUM FAIR PRICE 
NEGOTIATION PROCESS

Each year, Medicare will select the highest-ranking spend 
negotiation-eligible drugs to enter the drug price negotiation 
program.

Initial Price 
Applicability Year No. of Drugs Selected

Drug Selection Date 
i.e. the date on which 
CMS selects a drug for 

negotiation

2026 10 (Part D) Sept. 1, 2023

2027 15 (Part D) Feb. 1, 2025

2028 15 (Part B or Part D) Feb. 1, 2026

2029 + 20 (Part B or Part D)* Feb. 1, 2027+

SELECTED DRUGS

NEGOTIATION-ELIGIBLE DRUGS

QUALIFYING SINGLE-SOURCE DRUGS

* If there are fewer than 20 negotiation-eligible drugs in a 
year, CMS will select the maximum



How does negotiation work?

• Feb. 1:  CMS publishes selected drugs
• No later than Feb. 28:  Manufacturer enters agreement with CMS to 

negotiate and adhere to Maximum Fair Price
‒ Manufacturer is also required under this agreement to report non-FAMP

and information needed for negotiation and renegotiation 

• No later than March 1:  Manufacturer submits information to CMS 
about drug (see next slide)

• No later than June 1:  CMS makes an initial offer
‒ Offer includes proposal for MFP and a “concise justification” of the offer

‒ CMS cannot make an offer greater than 40%, 65%, or 75% of non-FAMP, 
depending on whether drug is short-term, extended term, or long-term 
monopoly

‒ CMS cannot make an offer less than 66% of non-FAMP for small biotech 
drugs with initial price applicability years of 2029 and 2030

• Manufacturer must accept or propose counteroffer no later than 30 
days after receipt of the initial offer
‒ Counteroffer must be inwriting

‒ Counteroffer must include additional justification

• CMS responds in writing to the counteroffer
• No later than November 1:  Negotiation ends 
• November 30:  MFP is published

Medicare Drug Price Negotiation Program: 
Price Negotiation Process

Drugs selected for 
negotiation are 

published

Negotiation Process 
Starts

Negotiation Process 
Ends

Max Fair Price is 
Published

MAX FAIR PRICE 
TAKES EFFECT

Oct 1, 
2023

Aug 1, 
2024

Sept 1, 
2024

Sept 1, 
2023

March 
1, 

2025+

Nov 1, 
2025+

Nov 30, 
2025+

Feb 1, 
2025+

The statute instructs CMS to develop a “consistent methodology 
and process” for negotiations that “aims to achieve the lowest 
maximum fair price for each selected drug.”

Jan. 1, 
2026

Jan. 1, 
2027+



Medicare Drug Price Negotiation Program: 
Price Negotiation Process

Drugs selected for 
negotiation are 

published

Negotiation Process 
Starts

Negotiation Process 
Ends

Max Fair Price is 
Published

MAX FAIR PRICE 
TAKES EFFECT

Oct 1, 
2023

Aug 1, 
2024

Sept 1, 
2024

Sept 1, 
2023

Jan. 1, 
2026

Nov 1, 
2025+

Nov 30, 
2025+

Feb 1, 
2025+

Jan. 1, 
2027+

CMS will consider information provided by 
manufacturers:

Manufacturer-Specific 
Data

Evidence about Alternative 
Treatments

 R&D costs; 
manufacturer’s 
recoupment of costs

 Is the drug a therapeutic advance 
compared to existing therapeutic 
alternatives and costs

Unit costs of production 
and distribution

 Rx information for drug and for 
alternatives

 Past federal financial 
support for discovery 
and development

 Comparative effectiveness of 
drug and alternatives

Data on pending and 
approved patents; 
exclusivity

Do drug and alternatives address 
unmet medical needs?

Market data; revenue 
and sales data

March 
1, 

2025+



Medicare Drug Price Negotiation Program: 
MFP Ceiling

• The parties negotiate 
“MAXIMUM FAIR PRICE” or 
“MFP”

• IRA caps how high MFP can 
be set 

 Cap depends on how 
long the drug has had no 
competition

• But it does NOT set a floor 
for MFP

 2029-2030:  there is a 
floor for “small biotech 
drugs” (66% of average 
non-FAMP for 2021, 
+inflation)

LONG-TERM MONOPOLY 

(16 years+ since approval or licensure)

EXTENDED TERM MONOPOLY 

(12-16 years since approval or licensure)

SHORT-TERM MONOPOLY 

(all others)

MFP CAP 
IS THE 

LOWEST 
OF: 

1

For 2026 price year:  40% of (a) Non-FAMP
for 2021 (adjusted for inflation) or (b) Non-
FAMP for the first full year after market 
entry, if no 2021 Non-FAMP available

(i.e. manufacturer offers at least a 60% 
discount off Non-FAMP)

For 2026 price year:  65% of (a) Non-FAMP for 
2021 (adjusted for inflation) or (b) Non-FAMP
for the first full year after market entry, if no 
2021 Non-FAMP available

(i.e. manufacturer offers at least a 35% discount 
off Non-FAMP)

For 2026 price year:  75% of (a) Non-
FAMP for 2021 (adjusted for inflation) 
or (b) Non-FAMP for the first full year 
after market entry, if no 2021 Non-
FAMP available

(i.e. manufacturer offers at least a 25% 
discount off Non-FAMP)

2

For 2027 price year and beyond:  the lower 
of (a) 40% of Non-FAMP for the year before 
the selection year OR (b) 40% of Non-FAMP
for 2021 (adjusted for inflation) or Non-
FAMP for the first full year after market 
entry, if no 2021 Non-FAMP available

For 2027 price year and beyond:  the lower of 
(a) 65% of Non-FAMP for the year before the 
selection year OR (b) 65% of Non-FAMP for 
2021 (adjusted for inflation) or Non-FAMP for 
the first full year after market entry, if no 2021 
Non-FAMP available

For 2027 price year and beyond:  the 
lower of (a) 75% of Non-FAMP for the 
year before the selection year OR (b) 
75% of Non-FAMP for 2021 (adjusted 
for inflation) or Non-FAMP for the first 
full year after market entry, if no 2021 
Non-FAMP available

3
Part B Part D

Lower of ASP or WAC for the drug for year prior to the selected 
drug publication date

The sum of the enrollment-weighted net Part D negotiated price 
under each MA-PD / PDP plan for the most recent year for which 

data is available



AVERAGE 
PRICE 

PAID BY 
WHOLESALERS 

TO MANU-
FACTURERS
FOR NON-

GOVERNMENT 
PURCHASES

“Non-FAMP”

75%

65%

40%

Short-Term Monopoly 
(<12 years since appv’l)

Long-Term Monopoly 
(12-16 years since appv’l)

Extended-Term 
Monopoly 

(>16 years since appv’l)

Maximum Fair Price Cap

The highest ceiling for MFP (75% of Non-FAMP) would place 
Medicare pricing on footing equal to federal agencies that 
purchase drugs at the Federal ceiling price (i.e. VA, DoD, 
Public Health Services, Coast Guard)

* The non-Federal average manufacturer price is the 
average price that wholesalers pay manufacturers for 
drugs distributed to non-federal purchasers, including 
discounts 

Medicare Drug Price 
Negotiation Program: 
MFP Ceiling



Once MFP is set:

• Part B:  Medicare payment to hospitals, physicians and other 
providers or suppliers:  

106% MFP

• Part D:  To pharmacies, mail order services, or other 
dispensers (and Part D beneficiaries at point of sale) must be 
included on Part D formulary 

MFP plus a dispensing fee

Medicare Drug Price Negotiation Program: 
MFP Applicability

Long-Term 
Monopoly

Short-
Term 

Monopoly

Extended-
Term 

Monopoly

AVERAGE PRICE 
PAID BY 

WHOLESALERS TO 
MANUFACTURERS  

FOR NON-
GOVERNMENT 

PURCHASES

“Non-FAMP” Maximum Fair Price Cap

75%

65%

40%



CHANGES TO MFP

• Each year, MFP is adjusted for inflation

• MFP is published by November 30, two 
years prior to the year in which the MFP 
will take effect

Medicare Drug Price Negotiation Program: 
Addressing Changes

IF A GENERIC OR BIOSIMILAR HITS THE MARKET . . . 

• Before selection:  reference drug/biologic becomes ineligible for price negotiation

• Before or during negotiation:  negotiations stop

• After negotiation: drug/biological is subject to the MFP until the start of the first year that starts at least 9 months after the generic 
or biosimilar enters the market

• Launch on or before April 1  no longer subject to MFP at start of the first year after launch

• Launch after April 1  no longer subject to MFP at the start of the second year after launch
RENEGOTIATING THE MFP

• Drugs can be selected for renegotiation 
starting in 2028 (for year 2030)

• Some drugs MUST be renegotiated:
• Transition from extended- to long-

term monopoly
• Transition from short- to 

extended-term monopoly

• Other drugs MAY be renegotiated:
• New indication
• Material change in factors 

considered during the negotiation 
process

SPECIAL RULES FOR BIOSIMILARS
• HHS can delay selection of a biologic for negotiation for one or two years

• Biosimilar manufacturer must request the delay & show “clear and convincing 
evidence” of an upcoming launch

• HHS must find “high likelihood” that the biosimilar will launch within 2 years

• Delay is denied if:

o Biosimilar is 1+ year post-licensure and has not yet been marketed 

o Biosimilar maker and reference product maker are the same

o There is an agreement between the two entities that would incentivize the biosimilar 
maker to request the delay OR restrict biosimilar sales in the US

o If the reference product transitioned to a long-monopoly drug status during the first year 
of the delay, it is not eligible for a second year

If a delay is granted but the biosimilar 
fails to launch, the biologics 
manufacturer will owe retrospective 
rebates:

Part B 

80% x (reference product’s Part B rate 
less the reference product’s MFP) x # of 
units administered

Part D

75% (reference product AMP less 
reference product MFP) x # of units 
dispensed
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Medicare Drug Price Negotiation Program: 
Downstream Impacts

340B Program:  
• Manufacturer must offer covered entities the lower of the 340B price OR the MFP
• Prices paid by 340B entities could be much lower than today
• CMS will need a mechanism to distinguish between products subject to 340B ceiling vs. MFP ceiling

Medicaid Drug Rebate Program
• MFP is included in “Best Price” calculation
• MFP is excluded from “Average Manufacturer Price” calculation
• If “Best Price” increases, and AMP stays the same, Medicaid rebate payment 

obligations for manufacturers may increase

Manufacturers must pay additional rebates for 
drugs sold to Medicaid recipients.  Greater of:

Average Manufacturer Price minus Best Price 
OR  

23.1% of AMP

Part D Manufacturer Discount Program. A drug is not subject to the Part D discount requirement while subject to MFP.

Average Sales Price. MFP would be included in ASP.

Commercial Payors. Nothing mandated in IRA; but we anticipate commercial payors will want lower pricing similar to MFP.  Could be 
potential for diversion depending on how MFP & commercial units are differentiated.



(1) Excise Tax

On each sale for the period of 
non-compliance (ex: not 
providing information, not 
entering negotiation 
agreement, etc.)

Day 1-90 of Non-Compliance 65%

Day 91-180 of Non-Compliance 75%

Day 181-270 of Non-Compliance 85%

Day 270+ of Non-Compliance 95%

(2) Civil Monetary Penalties 

Medicare Drug Price Negotiation Program: 
Penalties & Enforcement

(3) No Judicial or 
Administrative Review or 

Challenge

Manufacturers cannot 
challenge CMS decisions 
with respect to selection of 
drugs for negotiation; the 
outcome of the negotiation 
process; the calculation of 
MFP; etc. 

(4) Implementation

No notice-and-
comment rulemaking 
for 2026-2028 years; 
only “program 
instructions” 

Failing to Offer MFP

10 X

Number of units 
dispensed during year

X Price less MFP

Violating the terms of a 
negotiation agreement $1M / day

Knowingly providing false 
information with respect to 
(a) small biotech eligibility 
OR (b) biosimilar market 

entry delay

$100M / item of false 
information



INFLATION-BASED REBATES



PART B

APPLICABLE DRUGS
 Single-source drugs and biologics reimbursed under Medicare 

Part B, 340B, and Medicaid Part B rebate is calculated and paid on a quarterly basis

EXCLUDED DRUGS

 Low-Medicare Spend Drugs

 Biosimilars (with ASP ≤ Reference Biologic’s ASP)

 Vaccines

WAIVERS
 Rebates waived if they are on the statutory drug shortage list + for biosimilars experiencing severe supply chain disruption

 No exception for Medicare Drug Price Negotiation Program drugs

REBATE 
CALCULATION Drugs Approved On/Before 12/1/2020 Drugs Approved After 12/1/2020

Rebate Liability Starts Q3 2021 Q1 2023 OR 6th full calendar quarter after the drug is first 
marketed, whichever is later

Rebate Formula

Total # of Part B units in the rebate quarter

X 

Amount by which the rebate quarter Part B payment rate exceeds the Inflation-Adjusted Benchmark Quarter Part B Payment Rate

Inflation-Adjusted 
Benchmark Quarter 
Part B Payment Rate

Part B payment rate for the Benchmark Payment Quarter

X 

Percentage by which the Rebate Period CPI-U exceeds the Benchmark Period CPI-U

Benchmark Payment 
Quarter

Q3 2021 Third full quarter after the drug is first marketed

Rebate Period CPI-U
Benchmark Period CPI-U OR the CPI-U for the first month of the quarter that is two quarters prior to the rebate quarter

Benchmark Period 
CPI-U

CPI-U for January 2021 CPI-U for the first month of the first full calendar quarter after the 
drug was first marketed

PROCESS

 CMS will issue invoices for rebates owed within 6 months of the end of each quarter

 Manufacturer pays w/n 30 days

 CMS can delay 2023 & 2024 invoices to September 30, 2025

INFLATION-
BASED REBATES

• Drug manufacturers generally 
have wide leeway to set 
prices

• BUT, if prices increase faster 
than inflation, the IRA 
requires a manufacturer to 
pay the government an extra 
rebate

• Enforced via Civil Monetary 
Penalties if a manufacturer 
does not timely pay the 
rebate (125% of rebate that 
should have been paid)

• No administrative or judicial 
review of determinations of 
rebate units, whether a drug 
qualifies as a rebatable drug, 
rebate calculations, or 
beneficiary copay calculations



PART B

APPLICABLE DRUGS
 Single-source drugs and biologics reimbursed under Medicare 

Part B, 340B, and Medicaid Part B rebate is calculated and paid on a quarterly basis

EXCLUDED DRUGS

 Low-Medicare Spend Drugs

 Biosimilars (with ASP ≤ Reference Biologic’s ASP)

 Vaccines

WAIVERS
 Rebates waived if they are on the statutory drug shortage list + for biosimilars experiencing severe supply chain disruption

 No exception for Medicare Drug Price Negotiation Program drugs

REBATE 
CALCULATION Drugs Approved On/Before 12/1/2020 Drugs Approved After 12/1/2020

Rebate Liability Starts Q3 2021 Q1 2023 OR 6th full calendar quarter after the drug is first 
marketed, whichever is later

Rebate Formula
Rebate is calculated based on reimbursement paid during a statutory lookback period, adjusted for inflation to the present time.

If price has increased faster than reimbursement adjusted for inflation, the manufacturer must pay a rebate.

Inflation-Adjusted 
Benchmark Quarter 
Part B Payment Rate

Part B payment rate for the Benchmark Payment Quarter

X 

Percentage by which the Rebate Period CPI-U exceeds the Benchmark Period CPI-U

Benchmark Payment 
Quarter

Q3 2021 Third full quarter after the drug is first marketed

Rebate Period CPI-U
Benchmark Period CPI-U OR the CPI-U for the first month of the quarter that is two quarters prior to the rebate quarter

Benchmark Period 
CPI-U

CPI-U for January 2021 CPI-U for the first month of the first full calendar quarter after the 
drug was first marketed

PROCESS

 CMS will issue invoices for rebates owed within 6 months of the end of each quarter

 Manufacturer pays w/n 30 days

 CMS can delay 2023 & 2024 invoices to September 30, 2025

INFLATION-
BASED REBATES

• Drug manufacturers generally 
have wide leeway to set 
prices

• BUT, if prices increase faster 
than inflation, the IRA 
requires a manufacturer to 
pay the government an extra 
rebate

• Enforced via Civil Monetary 
Penalties if a manufacturer 
does not timely pay the 
rebate (125% of rebate that 
should have been paid)

• No administrative or judicial 
review of determinations of 
rebate units, whether a drug 
qualifies as a rebatable drug, 
rebate calculations, or 
beneficiary copay calculations



INFLATION-
BASED REBATES

PART D

APPLICABLE DRUGS

 All drugs approved under an NDA or licensed under BLA

 Includes biosimilars and certain generics

 Only owed on Part D units, no 340B units

Part D rebate is calculated and paid on a yearly basis

EXCLUDED DRUGS  Low-Medicare Spend Drugs

WAIVERS
 Rebates waived if they are on the statutory drug shortage list + for biosimilars experiencing severe supply chain disruption

 No exception for Medicare Drug Price Negotiation Program drugs

REBATE 
CALCULATION Drugs Approved On/Before 10/1/2021 Drugs Approved After 10/1/2021

Rebate Liability Starts Q4 2022 Q4 2022

Rebate Formula

Total # of Part D units in the rebate year

X 

Amount by which the Volume-Weighted Average Annualized AMP (VAAMP) for the rebate year exceeds the Inflation-Adjusted Volume-
Weighted Average Annualized AMP (I-VAAMP) in the Payment Amount Benchmark Period

Calculating VAAMP & 
IV-AAMP

VAAMP:  The following calculation should be performed for each quarter of the year and the results should be added together: Quarter 
AMP for a unit of drug x (# of AMP-reported units for the quarter / # of AMP-reported units for the year) 

I-VAAMP:  Increasing VAAMP for the Payment Amount Benchmark Period by the percentage by which the Benchmark Period CPI-U
exceeds the Applicable Period CPI-U

Payment Amount 
Benchmark Period

Q1-Q3 2021 First calendar year after the drug was first marketed

Benchmark Period 
CPI-U

CPI-U for January 2021 CPI-U for January of the first calendar year beginning after the date 
on which the drug was first marketed

Applicable Period 
CPI-U

CPI-U for the first month of the rebate year

PROCESS

 CMS will issue invoices for rebates owed within 9 months of the end of each  rebate year

 Manufacturer pays w/n 30 days

 CMS can delay 2022 & 2023 invoices to September 30, 2025

• Drug manufacturers generally 
have wide leeway to set 
prices

• BUT, if prices increase faster 
than inflation, the IRA 
requires a manufacturer to 
pay the government an extra 
rebate

• Enforced via Civil Monetary 
Penalties if a manufacturer 
does not timely pay the 
rebate (125% of rebate that 
should have been paid)

• No administrative or judicial 
review of determinations of 
rebate units, whether a drug 
qualifies as a rebatable drug, 
rebate calculations, or 
beneficiary copay calculations



INFLATION-
BASED REBATES

PART D

APPLICABLE DRUGS

 All drugs approved under an NDA or licensed under BLA

 Includes biosimilars and certain generics

 Only owed on Part D units, no 340B units
Part D rebate is calculated and paid on a yearly basis

EXCLUDED DRUGS  Low-Medicare Spend Drugs

WAIVERS
 Rebates waived if they are on the statutory drug shortage list + for biosimilars experiencing severe supply chain disruption

 No exception for Medicare Drug Price Negotiation Program drugs

REBATE 
CALCULATION Drugs Approved On/Before 10/1/2021 Drugs Approved After 10/1/2021

Rebate Liability Starts Q4 2022 Q4 2022

Rebate Formula
Rebate is calculated based on reimbursement paid during a statutory lookback period, adjusted for inflation to the present time.

If price has increased faster than reimbursement adjusted for inflation, the manufacturer must pay a rebate.

Calculating VAAMP & 
IV-AAMP

VAAMP:  The following calculation should be performed for each quarter of the year and the results should be added together: Quarter 
AMP for a unit of drug x (# of AMP-reported units for the quarter / # of AMP-reported units for the year) 

I-VAAMP:  Increasing VAAMP for the Payment Amount Benchmark Period by the percentage by which the Benchmark Period CPI-U
exceeds the Applicable Period CPI-U

Payment Amount 
Benchmark Period

Q1-Q3 2021 First calendar year after the drug was first marketed

Benchmark Period 
CPI-U

CPI-U for January 2021 CPI-U for January of the first calendar year beginning after the date 
on which the drug was first marketed

Applicable Period 
CPI-U

CPI-U for the first month of the rebate year

PROCESS

 CMS will issue invoices for rebates owed within 9 months of the end of each year

 Manufacturer pays w/n 30 days

 CMS can delay 2022 & 2023 invoices to September 30, 2025

• Drug manufacturers generally 
have wide leeway to set 
prices

• BUT, if prices increase faster 
than inflation, the IRA 
requires a manufacturer to 
pay the government an extra 
rebate

• Enforced via Civil Monetary 
Penalties if a manufacturer 
does not timely pay the 
rebate (125% of rebate that 
should have been paid)

• No administrative or judicial 
review of determinations of 
rebate units, whether a drug 
qualifies as a rebatable drug, 
rebate calculations, or 
beneficiary copay calculations



MEDICARE PART D DISCOUNT 



MEDICARE PART D DISCOUNT

IRA reduces out-of-pocket threshold 
from $7,050 to $2,000 in 2025

INCLUDED EXCLUDED

 Drugs approved under 
an NDA

 Drugs approved under 
an ANDA

 Licensed as biologic OR 
biosimilar

 Drugs subject to price 
negotiation

Like the Medicaid Drug Rebate Program, manufacturers must provide discounted pricing for Part D drugs dispensed to Medicare beneficiaries – eff. Jan. 
1, 2025”:

• Discount:
→ 10% off in the initial coverage phase (if patient is below the out-of-pocket threshold)
→ 20% off in the catastrophic phase (if patient is above the out-of-pocket threshold)

• Phase-in for small manufacturers 
→ 1% off in the initial coverage phase starting in 2025  10% in 2029
→ 1% off in the catastrophic phase starting in 2025  20% in 2030
→ “Small manufacturer”:

• Enforcement:
→ Requires manufacturers to enter agreement with CMS
→ Civil Monetary Penalties of 1.25% x the discount that the manufacturer should have paid under the agreement + agreement termination

 Part D Coverage Gap Discount Agreement

 Total Part D expenditures for any one of the manufacturer’s drugs covered by 
the Coverage Gap Discount Agreement in 2021 ≥ 80% of Part D spend for all of
the manufacturer’s covered drugs for which the manufacturer has a Coverage 
Gap Discount Agreement in 2021



INCREASE IN BIOSIMILAR PRICING



INCREASE IN BIOSIMILAR PRICING

Biosimilar ASP

+

6% of Reference 
Biologic’s ASP

Biosimilar ASP

+

8% of Reference Biologic’s ASP

• Effective Oct. 1, 2022

• Temporary add-on in effect for 5 years

• Applies to biosimilars with ASP < 
reference biologic’s ASP

• Q4 2022 – 15 qualifying biosimilars



DELAY OF PBM REBATE RULE



DELAY OF PBM REBATE RULE

• Anti-Kickback Statute prohibits paying remuneration to anyone in 
exchange for business reimbursable under Medicare

• Trump Administration issued a regulation that would propose a 
new safe harbor that would only protect a narrow scope of fees 
paid to pharmacy benefit managers (PBMs):

→ Only flat, fixed fees are protected
→ Cannot be based on a percentage of sales
→ Cannot cover services the PBM provides to health plans – only 

services the PBM provides to manufacturers

• The proposed rule would have had a significant potential impact 
on PBMs and significantly limit the fees they can charge

• Biden Administration delayed implementation of this rule

• IRA further delays until Jan. 1, 2032



MEDICARE PRESCRIPTION 
DRUG BENEFIT REDESIGN



PART D BENEFIT REDESIGN

ELIMINATES THE COVERAGE GAP

Currently, Part D 
beneficiaries have initial 
coverage phase  then 
a coverage gap in which 
they must pay out-of-
pocket to a threshold 
then a catastrophic 
coverage phase

Starting 2025, Part D 
beneficiaries proceed 
through an initial 
coverage phase followed 
by a catastrophic phase 
once they hit the 
deductible (effective 
2025) 

CAPS OUT-OF-POCKET COSTS

Currently, Part D 
beneficiaries have a 
$7,050 annual out-of-
pocket threshold

Starting 2025, this 
converts to $2,000

ELIMINATES CERTAIN COST-
SHARING

Currently, Part D 
beneficiaries must pay 
5% cost sharing in the 
catastrophic phase

Starting 2024, this is 
eliminated 

PREMIUMS

Premiums can no 
longer grow more 
than 6% each year

EXPANSION OF LIS BENEFITS

Starting in 2024, low-
income-subsidy (LIS) 
benefits are available 
to people with 
incomes below 150% 
of the Federal Poverty 
Line (formerly 135%)

VACCINES

Will now be covered 
by Medicare

INSULIN

Insulin costs are now 
capped at $35 per 
month



Thank YouThank You
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NEXT STEPS:

■ Stay tuned for updates on CMS voluntary 
requests for info

■ Contact Matt Wetzel to prepare and submit 
comments

Matt Wetzel
Partner – Life Sciences Regulatory & Compliance
Washington, DC
202-346-4208
mwetzel@goodwinlaw.com

mailto:mwetzel@goodwinlaw.com


BACKGROUND NOTES, MATERIALS, AND 
RESOURCES
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Proposed New Bureaucracy 



Proposed New Bureaucracy (cont’d)
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CMS Implementation Materials – September 2022 Timeline



CMS Implementation Materials – September 2022 Timeline



CMS Release – January 11, 2023
• CMS expresses commitment to collaborate with the public –

but notes that it is voluntary . . . 
 National stakeholder calls; quarterly strategic meetings; monthly 

technical calls with CMS staff

• Creates formal email address for public to provide input 
IRARebateandNeogtiation@cms.hhs.gov

• Regarding Program Guidance (2026-2028):
 CMS will “voluntarily solicit comments on certain topics” 

including:
‒ T&Cs of manufacturer agreement
‒ Approaches for considering data from manufacturers
‒ Offer / counteroffer exchange
‒ Methods for applying MFP across 

dosage forms
‒ Dispute resolution process for 

specific issues 
‒ Processes for compliance monitoring
‒ Renegotiation will not be addressed in 

current guidance

• CMS proposes to issue three information collection 
requests (ICRs) on the Negotiation Program:
 Notice with 60-day comment period

 “Draft information collection tool(s)” & “CMS’s need for the 
data, how the data will be used, frequency and timing of 
collection, and the estimated public reporting burden”

 Proposed ICRs:
‒ Small Biotech Exception ICRWinter 2023 proposal; Spring 

2023 release
 Info about manufacturer’s aggregation as a single employer 

 Requesting only manufacturers who reasonably believe that their 
Part D covered drug might qualify for the small biotech exception 
submit data

‒ Negotiation Data Elements ICR Spring 2023 proposal; 
Summer 2023 release

 ICR will outline a process for manufacturers and the public to 
voluntarily submit data on cost and financial support factors

‒ Offer and Counteroffer Exchange ICR Spring 2023 proposal; 
Summer 2023 release

 Manufacturers will submit any counteroffers for selected drugs 
for 2026 in 2024

mailto:IRARebateandNeogtiation@cms.hhs.gov


CMS Implementation Materials – January 11, 2023 Release



CMS Implementation Materials – January 11, 2023 Release



CMS Release – January 11, 2023
According to CMS:

“Non-statutory deadlines may 
be adjusted by CMS at any 
time. The steps outlined in 
this memo are intended to 
provide an initial overview of 
CMS actions and 
opportunities for engagement 
and feedback during near-
term Negotiation Program 
implementation. CMS is 
committed to ongoing 
collaboration with interested
parties.”

UPCOMING TIMELINES

Winter 2023 
(undefined)

Proposed Small Biotech Exception ICR Released

Spring 2023 
(undefined)

• Final Small Biotech Exception ICR Issued
• Proposed Negotiation Data Elements ICR Issued
• Proposed Offer & Counteroffer Exchange ICR Issued

June 1, 2022-
May 31, 2023*

Time period for total expenditure calculation used in determining negotiation-eligible drugs for initial price applicability year 2026 

Summer 2023 
(undefined)

• Revised guidance for the Medicare Drug Price Negotiation Program initial price applicability year 2026 published 

• Deadline for request by a manufacturer of a biosimilar biological product for a delay in the selection of the reference biological product for 
negotiation due to high likelihood of biosimilar market entry 

• Deadline for submission to qualify for small biotech exception for initial price applicability year 2026 

• ICR on negotiation offer and counteroffer exchange submitted to OMB and published with a 30-day notice and public comment period 

• ICR for negotiation data elements submitted to OMB and published with a 30-day notice and public comment period 

September 1, 2023* CMS publishes list of 10 Part D selected drugs for initial price applicability year 2026 

October 1, 2023* Deadline for manufacturers of selected drugs to sign an agreement with the Secretary to conduct negotiations 

October 2, 2023* Deadline for manufacturers of selected drugs to submit data elements 

February 1, 2024* CMS sends initial offers of a max fair price with justification to manufacturers; negotiation period begins 

March 2, 2024* Manufacturer has 30 days from when it receives the offer to propose a counteroffer, if desired 

August 1, 2024* Negotiation period ends 

September 1, 2024* Max Fair Prices published

January 1, 2026* Price applicability period begins for selected drug



New IRA Page on CMS Website

https://www.cms.gov/inflation-reduction-act-and-medicare

https://www.cms.gov/inflation-reduction-act-and-medicare


CMS Updates to Website – January 24, 2023
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NEW OPPORTUNITY FOR COMMENTS – January 25, 2023
CMS issued the first of three Information Collection Requests on Jan. 24, 2023 
(88 Fed. Reg. 4184)

• Comments are due March 27, 2023

• Related to “Small Biotech Exception”

• A manufacturer seeking to qualify for the small biotech exception for its covered 
Part D drug must submit information to CMS about the company and its products:

• 1 – Identify the entity that had a Medicare Coverage Gap Discount Program Agreement for the 
drug as of 12/31/2021

• 2 – All entities that, as of 12/31/2021, were treated as a “single employer” with that entity under 
section 52 of the Internal Revenue Code

• CMS notes its plans to develop an automated tool within the existing Health Plan Management 
System for manufacturers to submit the small biotech exception information; Likely mid-2023

• ONLY looking at price year 2026

• Comments are invited re: the burden estimates or other aspects of the collection 
of information, including the necessity and utility of the proposed information 
collection



NEW OPPORTUNITY FOR COMMENTS – January 25, 2023

Cost estimates on the public:

• 9 manufacturers will not have acquired their drug after 12/31/2021  Lawyer (5 hours @ 
$142.34/hour) + CEO (15 minutes @ $204.92/hour + Operations Manager (1 hour @ 
$110.82/hour)

• 1 manufacturer will have acquired the drug after 12/31/2021  Lawyer (10 hours @ 
$142.34/hour) + CEO (15 minutes @ $204.92/hour + Operations Manager (2 hours @ 
$110.92/hour)

• Total of $9,559.77

Cost estimates on the government:

• 1 GS-13 – 40 hours @ $102.36/hour maintaining 

• information collection request form + 200 hours @ $102.36/hour  to provide technical 
direction to a contractor for the information technology system

• 1 contractor – 1,120 hours @ $245.54/hour to build the system

• Total:  $299,571.20

+ Potential $100M monetary 
penalty for false information . . . 
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