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Healthcare Provisions of the IRA 
President Joe Biden signed the Inflation Reduction Act of 2022 (IRA) into law on August 16, 2022, following 
its passage along party lines in the U.S. Senate and House of Representatives. This comprehensive legislation 
is the result of many months of negotiations, wrangling, and gnashing of teeth. 
 
The IRA includes a first-time provision that would allow the U.S. Department of Health and Human Services 
to negotiate prices of certain prescription drugs in Medicare and Medicaid. In addition, savings would be 
generated by requiring drug manufacturers to pay a rebate for drugs whose prices increase faster than inflation 
under Medicare, and would create several reforms in the Medicare drug program, also known as Part D, 
including a cap on out-of-pocket drug spending for seniors beginning in 2025. . 
 
More details on these provisions follow herein. 

• Medicare Drug Pricing Negotiation--As we mentioned (along with the rest of the world), the legislation 
allows the Medicare program to set the price of certain high-expenditure prescription drugs. 
Negotiation is limited to the single-source drugs with the highest-spend in Part B or Part D for 1) U.S. Food 
and Drug Administration (FDA)-approved drugs for which at least seven years have elapsed from 
approval and for which there is no generic on the market and 2) FDA-licensed biologics for which at 
least eleven years have elapsed since licensure and for which there is no biosimilar on the market. 
Small biotech drugs (until 2028), orphan drugs, low-spend Medicare drugs and plasma-derived 
products are excluded from price negotiation. Drugs subject to the new negotiated price requirement will 
be initially selected in 2023, and the prices set will be applied beginning in 2026. Drugs must be selected by 
the Centers for Medicare & Medicaid Services (CMS) and an agreement must be reached with the 
manufacturer two years before the new price will apply.Specifically, the bill directs HHS to negotiate prices 
for:  

• 2026 (only Part D drugs eligible for negotiation): 10 drugs based on Part D spending  

• 2027 (only Part D drugs eligible for negotiation): 15 drugs based on Part D spending 

• 2028 (first year both Part B and D drugs are eligible for negotiation): 15 drugs based on combined 
Part B and Part D spending 

• 2029 and beyond: 20 drugs based on combined Part B and Part D spending 

      The IRA spells out a detailed timeline involving an exchange of information between HHS and the 
      manufacturer of selected drugs over the negotiation period.  

• For instance, once Medicare gives a manufacturer a "written initial offer" and concise justification 
(based on several factors outlined in the IRA, including but not limited to research and development 
costs and distribution costs) for the proposed price, a drugmaker would have 30 days to either 
accept the proposal or make a counteroffer.  

• Once the negotiated price is set, the manufacturer would be required to offer the drug the 
maximum "fair" price (MFP) with respect to Medicare beneficiaries. The MFP represents the 
ceiling on a drug's negotiated Part B or Part D price. It cannot exceed certain specified percentages 
of a drug's non-federal average manufacturer price (non-FAMP) or an amount reflecting an average 
market price and determined by the number of years since a drug's FDA approval.  

• The bill also allows for a delay in the negotiation of no more than two years for certain drugs 
where there is a "high likelihood … that a biosimilar biologic product" of the reference 
biologic product will be approved, licensed, and launched. 

• Like ASP calculations, the IRA also includes enforcement provisions. Manufacturers will be 
subject to significant civil monetary penalties (CMPs) up to 10 times the difference between 
the MFP and the price charged for failing to offer the MFP with respect to a Medicare 
beneficiary, violating the terms of an agreement or knowingly providing false 
information. Even worse, manufacturers can be assessed an escalating excise tax beginning at 
65 percent of the drug's prior year's total sales, increasing to 95 percent once the manufacturer is 
out of compliance for more than 270 days. Alternatively, the manufacturer may withdraw its 
products from Medicare instead of engaging in negotiations.  
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• Drug Inflation Rebates--Requires drug manufacturers to pay rebates to Medicare if they increase drug 
prices faster than inflation for drugs used by Medicare beneficiaries. From 2019 to 2020, according to 
Kaiser Family Foundation, half of all drugs covered by Medicare had price increases above the inflation rate 
over that period (which was a measly 1%, well before the recent uptick in the annual inflation rate), and 
among those drugs with price increases above the rate of inflation, one-third had price increases of 7.5% or 
more. The inflation rebate provision will be implemented in 2023, using 2021 as the base year for 
determining price changes relative to inflation--not necessarily good for pharma, since inflation was 
still relatively low then.  

• The number of Medicare beneficiaries who will see lower out-of-pocket drug costs in any 
given year under this provision will depend on the number of beneficiaries using drugs whose 
prices increase more slowly. This provision could have effects on people with private insurance if it 
results in slower price growth for all marketplace drug pricing.  

• An manufacturer subject to a rebate would receive a rebate invoice within six months of the 
end of the rebate quarter. The Secretary may choose to delay sending invoices for calendar 
quarters in 2023 and 2024 to not later than Sept. 25, 2025. A manufacturer would be required to 
pay the rebate within 30 days of invoice receipt.   

• Part D Out-of-Pocket Cap: While Medicare Part D has limits on patient costs, it does not have an explicit 
out-of-pocket cap for Medicare beneficiaries. When a beneficiary has incurred out-of-pocket costs and 
discounts slightly in excess of $7,000, they reach what is known as the "catastrophic phase" of the benefit, 
where they pay 5 percent of the cost of their drugs (while Medicare covers 80 percent and plans cover the 
remaining 15 percent). The IRA eliminates this 5 percent cost-sharing in the catastrophic phase 
(effective in 2024) and caps total patient out-of-pocket costs--excluding premiums-- in Part D at 
$2,000 (effective in 2025). The law also limits annual increases in Part D premiums for 2024 to 2030 and 
makes other changes to the Part D benefit design.  The IRA creates a maximum monthly cap on cost-
sharing payments beginning in 2025 and directs Prescription Drug Plan sponsors and Medicare 
Advantage organizations offering plans to provide beneficiaries with the option to pay copays in 
monthly installments.  

• Insulin Caps: The bill caps out-of-pocket costs for insulin copays under Medicare. Specifically, cost-
sharing for Part D plans will be capped at $35 for approved insulin products during plan years 2023 
through 2025. After 2025, it will be the lesser of $35, 25 percent of the established maximum fair price or 25 
percent of the negotiated price. There will be temporary subsidies for January-March 2023 for any cost-
sharing over this amount and special limitations for insulin furnished under durable medical 
equipment. As you probably know, the Senate procedural rules blocked the application of this price cap to 
private health insurance.   

• Pharmacy Benefit Manager Rebate Rule Delayed (Once Again): Unfortunately, the IRA further delays the 
implementation of a November 2020 HHS final rule that would have eliminated the safe harbor for 
Part D drug rebates and replaced it with a new one for point-of-sale discounts. The rule's 
implementation was previously delayed until January 1, 2026, and this legislation further extends that delay 
to January 1, 2032. Notably, the Congressional Budget Office (CBO) indicated that delaying the rebate rule 
saves money. I'm sure that this delay has nothing to do with lobbying by PBMs.  

• Increased Payments for Biosimilars: To increase the use of biosimilars, the IRA temporarily increases 
the Medicare Part B add-on payment for certain biosimilars from 6 percent to 8 percent of the 
reference product's average sales price (ASP) from October 1, 2022, through the end of 2027. 
Additionally, for new biosimilars furnished on or after July 1, 2024, the IRA changes the initial period 
payment rate to be the lesser of the biosimilar's wholesale acquisition cost (WAC) plus 3 percent or 
106 percent of the reference product's ASP.  

• Vaccine Cost-Sharing: The IRA establishes a program to eliminate cost-sharing for Medicare Part D 
beneficiaries for vaccines recommended by the Centers for Disease Control and Prevention's (CDC) 
Advisory Committee on Immunization Practices beginning in 2023. Take that, anti-vaxxers!  

• ACA Premium Tax Credits--Years ago before my hair was white, the Affordable Care Act (ACA) created 
subsidies to offset the cost of health insurance, capping how people signing up on the ACA 
Marketplaces pay at a certain percent of their income. These subsidies work on a sliding scale. 
Originally, Americans whose incomes are at or just above the federal poverty level (FPL) received the most 
generous subsidies, and no subsidies were provided for those above 400 percent of poverty. However, the 
American Rescue Plan Act (ARPA) expanded the premium tax credits for a two-year period, making 
them more generous for lower-income beneficiaries and also extending them beyond the 400 percent 
FPL cut-off by capping beneficiary premiums at no more than 8.5 percent of an individual's income 
for a silver plan. The ARPA tax credits were originally set to expire on January 1, 2023. Under the IRA, 
these credits will now be extended for another three years.  
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• LIS Eligibility Changed--The IRA expands eligibility for low-income subsidies under Part D of the Medicare 
Program from 135 percent of the federal poverty line (FPL) to 150 percent of the FPL beginning January 1, 
2024.  

 
For more information regarding the Act and how it impacts your STATE, click here. 

 

Final CMS Surprise Billing Rule Released 
The Biden administration on August 19, 2022 published the No Surprises Act (NSA) final rule, which finalizes 
disclosure requirements for the qualifying payment amount (QPA) and select provisions for the related 
independent dispute resolution (IDR) process.  Got those acronyms? Ok, we can proceed. 
 
The rule, issued jointly by the Department of the Treasury, Department of Labor, and Department of Health and 
Human Services, comes after a two-part interim final rule released in 2021. A Fact Sheet is located here. 
 
The interim final rule required health plans to disclose the QPA (qualified payment amount) to out-of-network 
providers with each initial payment or denial of payment when the QPA served as the amount on which cost-sharing 
was based. Further, the rule designated the QPA as the primary factor in determining the payment amount for 
an out-of-network service in the IDR process. 
 
In the final rule, HHS also defined the term “downcoded” as either the alteration by a health plan of one service code 
to a lesser paid service code, or the addition, or removal of a modifier, if the changed code or modifier is associated 
with a lower QPA than the service code the provider billed. Health plans must provide the QPA, and, if the 
claim has been downcoded, an explanation of why it was downcoded and the QPA for the service as it was 
billed. Usually, codes are downcoded after a retro audit, but we'll see how this plays out. 
 
The final rules require that the written decision include an explanation of the information that the 
certified IDR entity determined demonstrated that the selected offer is the out-of-network rate that 
best represents the value of the item or service. This includes the weight given to the QPA and any 
additional credible information regarding the relevant factors. Arbiters must consider along with the QPA other 
permissible factors, including a facility’s teaching status, case mix, and scope of services, when determining 
the payment amount for an out-of-network service. 
 
HHS also released frequently asked questions (FAQs) regarding implementation of the NSA and the Affordable Care 
Act. The FAQs cover questions related to: 

• general disclosure for protections against balance billing; 

• standard notice and consent form and model disclosure notice regarding patient protections against 
balanced billing; 

• methodology for calculating QPAs; and 

• requirements for initial payments or notices of denial of payment, related disclosures, and initiation of open 
negotiation periods and the federal IDR process. 

 
Finally, the Centers for Medicare & Medicaid Services provided an initial status update on the current federal IDR 

process implementation. Between April 15 and Aug. 11, more than 46,000 disputes were initiated through the 

federal IDR portal, substantially more than estimated for a full year.  So, that means it is worth our time to get 

to know this act as best we can despite its opacity. 
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CMS Tells Providers: Get Ready for PHE End 
Get ready, folks!!! CMS has recently released guidance to help healthcare providers prepare for the eventual 
end of the COVID-19 public health emergency (PHE) along with the accompanying waivers and flexibilities. 
This will represent a big change for practices and hospitals--even though some services have 151-day 
window before they evaporate. 
 
In 2020, CMS used emergency authority waivers, regulations, enforcement discretion, and sub-regulatory guidance 
to help providers respond to COVID-19 and maintain patient access to care as possible without spreading COVID. 
Some of these waivers and flexibilities are set to expire at the end of the PHE; and, some, like telehealth and 
telephone call visits, will expire 151 days later. But, they will go away. Please review this list and see how 
your facility will be affected when this huge list is gone 
 
The current end date of the PHE is October 15, 2022. However, another 90-day extension is expected as HHS 
Secretary Xavier Becerra said he would give states and providers a 60-day notice before ending the PHE. 
One good thing regarding the PHE being extended into 2023 is that it will further postpone the penalty phase 
of Appropriate Use Criteria. AUC Penalty Phase will be further postponed. As announced in the CY 2022 Physician 
Fee Schedule Final Rule, the program is set to be fully implemented on the later of January 1, 2023 or the January 1 
that follows the declared end of the public health emergency (PHE) for COVID-19. 
 
CMS is considering making some of the flexibilities permanent, including waiving the requirement that a nurse 
practitioner, physician assistant, or certified nurse-midwife be available to provide patient care at least 50 percent of 
the time at rural health clinics and federally qualified health centers. There are also bills in Congress to change 
Medicare rules regarding telehealth. 
 
The agency has also released a series of fact sheets to help providers prepare for the end of the PHE. The fact 
sheets summarize the status of Medicare and Medicaid blanket waivers and flexibilities by provider type.  
 
CMS plans to continuously update the information to share which waivers and flexibilities are terminated, 

which have been made permanent, and which ones will end when the PHE concludes. 
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