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Overview
The Inflation Reduction Act of 2022 (“the IRA” or H.R. 5376) was signed into law on August 16, 2022, 
and includes policy reforms around healthcare, climate change, and taxation. Specific to healthcare, the 
IRA includes drug-pricing provisions that, as they take effect over the next few years, will significantly 
impact pharmaceutical manufacturers. Three major drug-pricing provisions are: 1) a requirement that 
manufacturers negotiate drug prices with Medicare, 2) new penalties for increasing the price of Medicare 
Part B and D drugs at a rate faster than inflation, and 3) a Medicare Part D benefit redesign. 

These drug-pricing provision changes represent a seismic shift in how Medicare will reimburse for 
prescription drugs, with possible spillover effects on other government programs (Medicaid, 340B Drug 
Pricing Program, etc.). Despite considerable uncertainty around the details of the IRA’s implementation, 
there is no doubt that it will affect manufacturers’ bottom lines and could drive fundamental shifts in 
pricing, contracting, and research and development strategies.

The Department of Health and Human Services (HHS) and the Centers for Medicaid & Medicaid Services 
(CMS) are moving forward with implementation of the drug-pricing provisions included in the IRA by 
releasing a memorandum on public engagement and timelines for 2023 and beyond.1 

Now is the time for manufacturers to assess the financial impact each drug-pricing provision may have 
on its drug portfolio. Evaluating the IRA’s impact proactively will better position manufacturers to develop 
strategies and project their financial performance—and even mitigate financial consequences—under 
the IRA.

Financial Considerations for Manufacturers
With a focus on the IRA’s impact to manufacturers’ revenues and costs, the overview below summarizes 
each major drug-pricing provision within the IRA and specific approaches and financial considerations 
for manufacturers.

1  CMS, “Medicare Drug Price Negotiation Program: Next Steps in Implementation for Initial Price Applicability Year 2026” (January 
11, 2023). https://www.cms.gov/files/document/medicare-drug-price-negotiation-program-next-steps-implementation-2026.pdf. 
Accompanying timeline available at https://www.cms.gov/files/document/drug-price-negotiation-timeline-2026.pdf
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Medicare Drug Price Negotiation
Medicare will directly negotiate a “maximum fair price” (MFP) for a subset of brand drugs, beginning with 
ten drugs in 2026 and adding fifteen additional drugs in both 2027 and 2028 and twenty more in 2029. While 
initially negotiation will be limited to Part D drugs, Part B drugs will be included beginning in 2028. The 
negotiated price has a statutorily defined “ceiling” that varies depending on the number of years a drug has 
been on the market, among other factors.

WHO NEEDS TO KNOW? Financial planning, brand teams, pricing and contracting, patient access, 
government pricing, and government affairs groups of all manufacturers of Part B and/or Part D covered 
drugs.

WHY IS THIS FINANCIALLY IMPACTFUL? Manufacturers’ net revenue from the Medicare channel will be 
impacted for certain products, with spillover into 340B and Medicaid. Penalties for refusal to negotiate or 
for charging Medicare above the MFP are significant.

WHY BE FINANCIALLY PREPARED? HHS has some discretion over the drugs chosen for negotiation and 
the negotiated price, meaning that many outcomes are possible. Manufacturers should understand the 
potential likelihood and financial impact of each possible outcome.

WHY BRG? BRG has a team of government program, pricing, and market access experts who have experience 
designing dynamic forecasting models used in decision-making and financial planning in environments of 
significant uncertainty.
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Key ConsiderationsHow to Evaluate Financial Impact

1.  Assess drug portfolio to determine which drugs will be 
eligible for negotiation and are most likely to be selected 
(high expenditure under Part B or Part D).

2.  Gather inputs to estimate MFP “ceiling” (non-FAMP, historical 
net prices, CPI-U) for negotiation-eligible brands.

3.  Gather pricing, payer mix, and brand demand forecasts for 
negotiation-eligible drugs.

Develop a comprehensive financial impact model for at least the 
2026–2029 period to:

1.  Calculate the impact on net revenue in the Part D and Part B 
channels under a range of negotiation scenarios.

2.  Determine whether, and to what extent, different potential MFP 
levels could impact Medicaid rebates and 340B discounts.

1.  Disseminate financial impact estimates to senior leadership 
to consider in advance of potential negotiations with HHS.

2.  Identify biologics for which a biosimilar is likely to enter the 
market, which can be used to request a delay.

3.  Provide range of impact estimates to finance and accounting 
to begin accruing for future liability.

•  Monitor the broader market for new entrants and generic/
biosimilar availability, both of which can impact the set of 
drugs eligible for negotiation.

•  Document drugs that are not eligible as well as why they are 
not eligible.

•  Even for a manufacturer’s own drugs, forecasts developed 
through the normal course of business may not be 
sufficiently granular to allow for accurate modeling in this 
context, necessitating ad hoc forecasting efforts.

•  Remain alert to new disclosures from CMS on how MFP will 
be operationalized. Structure the financial model to be flexible 
enough to adapt to new information.

•  Understand the future size and scope of 340B and Medicaid 
Drug Rebate Program to measure the magnitude of spillover 
impacts properly.

•  Ensure you have cross-functional team that understands 
financial implications of this drug provision. Begin evaluating 
and implementing go-forward strategy. 

•  Remain abreast on further guidance from CMS regarding how 
to operationalize this drug provision.

•  Understand the potential for duplication between MFP and 
other discounts (e.g., 340B, Medicaid, inflation rebates) paid in 
the market.

•  Consider the financial impact of MFP on providers/pharmacies 
and any implications for distribution design/contracting.

1: COMPILE RELEVANT INFORMATION

2: MODEL FINANCIAL IMPLICATIONS

3: CREATE ACTIONABLE PLAN



Manufacturers of Part B and/or Part D covered drugs that have increased the price of those drugs faster 
than inflation are subject to quarterly rebates (Part B) and annual rebates (Part D) to the Medicare Trust 
Fund. The Part B provision became effective January 1, 2023, and the Part D provision October 1, 2022.

WHO NEEDS TO KNOW? Financial planning, brand teams, pricing and contracting, government pricing, and 
government affairs groups for all manufacturers of Part B and/or Part D covered drugs.

WHY IS THIS FINANCIALLY IMPACTFUL? New rebate payments will have to be processed and paid quarterly 
and/or annually within thirty days by the manufacturer.

WHY BE FINANCIALLY PREPARED? There is no administrative review of inflation rebates or utilization 
invoiced by CMS; therefore, manufacturers need to evaluate financial impact proactively to better educate 
and prepare the organization for future liability and mitigate financial risk.

WHY BRG? BRG’s team of government program, pricing, and market access experts includes data analysts 
who have experience designing dynamic forecasting models used to assist financial planning and strategic 
drug-pricing evaluation.
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1.  Assess drug portfolio to determine which drugs are eligible 
for Part B and/or Part D rebates.

2.  Gather drug information, quarterly ASP pricing (for Part B), 
quarterly AMP pricing/units (for Part D), CPI-U, and utilization 
data for relevant drugs and time periods.

3.  Gather future pricing and contracting strategies associated 
with relevant drugs.

Develop five-year financial forecasting model to:

1.  Estimate potential future Part B and Part D rebates, including 
when those would be triggered, financial impact, and how the 
financial impact will change over time.

2.  Evaluate various pricing and contracting scenarios (e.g., price 
increases and ASP/AMP changes) and net impact on Part B 
and Part D rebate amounts.

3.  Evaluate various eligible utilization scenarios.

1.  Review and summarize go-forward financial impact of new 
Part B and Part D rebates, including financial impact of each 
testing scenario. 

2.  Inform senior leadership of financial impact and impact of 
each testing scenario.

3.  Inform finance and accounting to begin accruing for future 
liability associated with Part B and Part D rebates.

4.  Build process to validate both Part B and Part D rebate 
invoices on an ongoing basis.

•  Understand and document new key data points, such as 
each drug’s eligibility, Part B and Part D benchmark prices, 
benchmark quarters, benchmark CPI-Us, and quarter/year 
when each rebate will begin.

•  Understand new drug launches on horizon, pricing strategies 
(including if there are plans to launch at a higher price versus 
increases over time).

•  Understand potential future drug acquisitions and/or 
divestitures.

•  Evaluate future price increases, relative to CPI-U 
expectations, and price types (ASP and annual AMP) that are 
used in each inflation rebate formula.

•  Understand ASP and AMP values that are associated with 
benchmark quarters. 

•  Evaluate commercial contracting changes to price types of 
ASP and AMP that could mitigate inflation rebates. 

•  Understand future Part B and Part D utilization, including 
what is eligible.

•  Evaluate impact of potential duplication with 340B discount 
(340B drugs not carved out of Part D inflation rebates until 
2026).

•  Ensure you have cross-functional team that understands 
financial implications of this drug provision. Begin evaluating 
and implementing go-forward strategy. 

•  Remain abreast of CMS strategy to operationalize 340B 
duplicate discount prohibition. Consider the adequacy of that 
approach.

•  Remain abreast on further guidance from CMS regarding how 
to operationalize this drug provision.

•  Consider options if there are calculation or invoice issues, given 
the lack of an administrative appeal process.

1: COMPILE RELEVANT INFORMATION

2: MODEL FINANCIAL IMPLICATIONS

3: CREATE ACTIONABLE PLAN
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Part B and Part D Inflation RebatesB



Medicare Part D Redesign
The Medicare Part D coverage phases and benefits have been changed such that the Part D coverage gap 
will be eliminated. Manufacturers will now pay a new mandatory discount during initial and catastrophic 
coverage phases. A $2,000 cap on beneficiaries’ out-of-pocket costs will be instituted. Beneficiary cost 
sharing during catastrophic coverage will be eliminated. This provision will take full effect by 2025.

WHO NEEDS TO KNOW? Financial planning, brand teams, pricing and contracting, government affairs, and 
patient access groups for all Part D manufacturers.

WHY IS THIS FINANCIALLY IMPACTFUL? Discounts related to Part D will change significantly, and patient 
adherence could improve.

WHY BE FINANCIALLY PREPARED? Manufacturers’ discount liabilities will be uneven and will vary 
significantly across each manufacturer’s portfolio of drugs. Manufacturers should understand the financial 
impact of possible outcomes.

WHY BRG? BRG has a team of economists, healthcare data analysts, and government program experts 
who have experience modeling Part D costs and patient adherence. Access to complete Part D claims 
data allows BRG experts to create robust models of the impact on manufacturer Part D discounts and 
patient adherence.
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1.  Gather complete set of Part D claims data for all beneficiaries 
and drugs.

2.  Gather demographic and other patient information for all Part 
D beneficiaries.

3.  Assess the IRA’s changes to the Part D benefit design and all 
nuances and phase-in approaches.

Develop financial model to:

1.  Calculate projected changes to Part D discounts after IRA’s 
implementation.

2.  Model out-of-pocket cap impact on patient adherence to 
prescribed regimens.

3.  Evaluate different scenarios and sensitivity test results.

1.  Inform senior leadership of IRA’s financial impact and develop 
go-forward pricing and contracting strategies.

2.  Inform finance and accounting to begin accruing for  
future liability.

•  To accurately model Part D discounts, ensure all prescription 
drug claims are available for a beneficiary. This data is 
complex and voluminous but can be accessed and evaluated, 
with appropriate data use agreements via the CMS Chronic 
Conditions Warehouse (CCW).

•  Understand all elements of IRA’s Part D redesign, including 
phase-in timing and details of application to subsets of 
beneficiaries (e.g., LIS beneficiaries).

•  Understand current assumptions used, but also scenario 
test other assumptions reflecting different decisions the 
manufacturer could make.

•  Via scenario testing, evaluate whether there are decisions that 
could mitigate financial risk.

•  Consider appropriate econometric techniques and data that 
are required to project changes in patient adherence, given 
changes in out-of-pocket costs. 

•  Understand the data needed, including all data sets used 
in financial model, as manufacturer must collect and have 
available appropriate data to assess the new liability.

•  Ensure you have cross-functional team that understands 
financial implications of this drug provision. Begin evaluating 
and implementing go-forward strategy. 

•  Remain abreast on further guidance from CMS regarding how 
to operationalize this drug provision.
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About BRG
Berkeley Research Group (BRG) is a global consulting firm that helps leading organizations advance 
in three key areas: disputes and investigations, corporate finance, and performance improvement 
and advisory. Headquartered in California with offices around the world, we are an integrated group 
of experts, industry leaders, academics, data scientists, and professionals working across borders 
and disciplines. We harness our collective expertise to deliver the inspired insights and practical 
strategies our clients need to stay ahead of what’s next. 
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What to Do Next?

BRG professionals have led manufacturers through the evaluation and assessment of potential financial 
impact associated with major drug-pricing provisions within the IRA. Proactively reviewing financial 
implications of the Act will allow manufacturers to make informed decisions that drive strategy and 
mitigate financial risk, which can be significant based on our experience. If you are interested in performing 
a financial evaluation around any or all the drug-pricing provisions, BRG can help.
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