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Congress Passes Inflation Reduction Act: On Aug. 7, 2022, the Senate approved H.R. 5376, the 
Inflation Reduction Act of 2022 (the Act), along party lines, with support from 50 Democratic and 
independent senators and Vice President Kamala Harris casting the tie-breaking vote. The House of 
Representatives approved the Act on Aug. 12, 2022, also along party lines, and President Biden is 
expected to sign the Act into law shortly. 
 
The Act is a reduced version of the Build Back Better Act, which the House passed in November 2021. 
The drug pricing provisions date back even further, to H.R. 3 (the Elijah E. Cummings Lower Drug 
Costs Now Act), which the House passed in December 2019 (at a time when the Senate was under 
Republican control).  
 
Three areas of the Act directly impact the pharmaceutical industry: 
 

• Medicare price negotiation. In a significant departure, selected drugs will be subject to 
mandatory price negotiations under Medicare beginning in 2026, with negotiated prices subject 
to a cap. 

• Medicare Part B and D inflation rebates. Certain drugs with price increases that outpace 
inflation will become subject to rebates. Under Medicare Part B, the rebate will first be due with 
respect to Q1 2023. Under Medicare Part D, the rebate will first be due with respect to the period 
from Oct. 1, 2022, to Sept. 30, 2023.  

• Medicare Part D benefit redesign. Among other things, the coverage gap will be eliminated, 
and beginning Jan. 1, 2025, manufacturers will be subject to mandatory discounts on certain 
drugs in the initial coverage and catastrophic coverage phases. 

 
To learn more about the key provisions in these areas, see this Latham & Watkins Client Alert. 
It provides a roadmap to the legislation that presents the topics in a thoughtful order, while providing 
citations to the Act for easy reference to the legislative text. 
 
Leading up to and in the wake of the Act’s passage, stakeholders have been debating the likely impact of 
the drug pricing provisions in light of how they have been revised since 2019. 
Sources: Bloomberg Law (link, link, link, link, link, link), Politico (link, link, link, link, link), Pink Sheet 
(link, link, link, link), Scrip, Law360, InsideHealthPolicy, Stat (link, link), BioWorld 
 
MEDICAID DRUG REBATE PROGRAM (MDRP) 
No developments to report. 

 

 

https://www.congress.gov/bill/117th-congress/house-bill/5376/text
https://www.congress.gov/bill/116th-congress/house-bill/3
https://www.lw.com/admin/upload/SiteAttachments/Alert%202997.pdf
https://news-emails.bindg.com/v1/newsletter/00000182-94c1-dd7a-a38e-9cd9bc420001?product=BHPNW&utm_source=newsletter&item=web-version&region=header
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https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiQlVOVyIsImlkIjoiMDAwMDAxODItNzlmOC1kNGIyLWEzODYtZmJmZjllNjgwMDA1Iiwic2lnIjoiQjJhMGYvalB1U0RCWDR2bU1paE4rVVVTVHVJPSIsInRpbWUiOiIxNjU5OTYzMDAyIiwidXVpZCI6Im1CM0wvSGNkSjlVSC93UVdyRW9EOUE9PWFseTNHSFdPZWlWT2E3bWxtTzBqdFE9PSIsInYiOiIxIn0=?bwid=00000182-79f8-d4b2-a386-fbff9e680005&cti=LFVL&emc=bbunw_nl%3A9&et=NEWSLETTER&isAlert=false&item=read-text&qid=7335319&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
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https://subscriber.politicopro.com/article/2022/08/head-of-top-pharma-group-says-dems-who-vote-for-bill-wont-get-a-free-pass-00049898?source=email
https://subscriber.politicopro.com/newsletter/2022/08/dems-medicare-win-faces-long-uncertain-future-00050428
https://subscriber.politicopro.com/newsletter/2022/08/how-democrats-drug-price-negotiations-would-work-00050582
https://subscriber.politicopro.com/article/2022/08/a-bittersweet-health-care-win-for-democrats-00051264?source=email
https://subscriber.politicopro.com/article/2022/08/sinema-manchin-anatomy-senate-deal-00050259?source=email
https://pink.pharmaintelligence.informa.com/PS146861/A-Forever-Battle-Patent-Reform-Launch-Prices-And-Where-Lower-Rx-Price-Advocates-Will-Go-Next?vid=Pharma&processId=0f5558c5-66e2-4885-ba3d-99e16aa7ed1f
https://pink.pharmaintelligence.informa.com/PS146840/Dont-Believe-The-Lack-Of-Hype-US-Drug-Price-Reform-Is-Biggest-Ever
https://pink.pharmaintelligence.informa.com/PS146826/Medicare-Price-Negotiation--Manufacturer-Compliance-Gets-Tougher-Enforcement-Provision
https://pink.pharmaintelligence.informa.com/PS146839/Part-D-Price-Negotiation-Round-One-Several-Likely-Candidates-May-Not-Feel-The-Cut
https://scrip.pharmaintelligence.informa.com/SC146859/Patent-Settlements-and-Medicare-Negotiation-What-Leverage-Does-Pharma-Have-To-Game-Price-Reform
https://www.law360.com/lifesciences/articles/1520819/big-pharma-expected-to-put-up-fight-over-drug-negotiations?nl_pk=a57127cb-9729-4523-b556-509f21a7970b&utm_source=newsletter&utm_medium=email&utm_campaign=lifesciences&utm_content=2022-08-15
https://insidehealthpolicy.com/daily-news/ira-heads-president-cms-prepares-historic-drug-price-negotiation
https://www.statnews.com/2022/08/09/democrats-drug-pricing-bill-will-help-medicare-patients/?utm_campaign=rss&_hsmi=222322509&_hsenc=p2ANqtz-9gDaI8oOBr8vmsYaaNZu_fF-0afhY8TViJFnWo5UhMhUnvSHcv_li9eoz7iUBARYRYFUTGVeULszqNnZ3nvmNcnn8xKQ
https://www.statnews.com/2022/08/07/democrats-dramatically-narrow-their-ambitions-for-lowering-insulin-costs/?utm_campaign=stat_plus_today&utm_medium=email&_hsmi=222188397&_hsenc=p2ANqtz-_q2GbNQUN7GQrr-8VCtT5JNT0QTizetajeh_qZzaD7nf2r5KN5uDK6xXI2XSn1ImrFHxoPqy6ujLs1XoIr63Msz2kxdw&utm_content=222188397&utm_source=hs_email
https://www.bioworld.com/articles/521340-impact-of-us-price-controls-could-be-far-reaching?v=preview
https://www.lw.com/practices/HealthCareAndLifeSciences


 
 
Latham & Watkins August 16, 2022 | Number 34 | Page 2 
 
 

340B PROGRAM 
Contract Pharmacy Updates: Litigation related to manufacturer contract pharmacy policies continues. 
Meanwhile, Carole Johnson, administrator of the Health Resources and Services Administration, 
addressed the topic during remarks at the 340B Coalition summer conference.  
Sources: Law360, Pink Sheet 
 
Hospitals Make Filing in Medicare Reimbursement Policy Litigation: As described in Issue No. 30 
of this digest, on June 15, 2022, the Supreme Court unanimously held that it was unlawful for the 
Department of Health and Human Services (HHS) to implement a policy for CY 2018 and CY 2019 of 
lowering Medicare reimbursement for drugs purchased under the 340B program to average sales price 
(ASP) minus 22.5%, as opposed to ASP plus 6%, without having first conducted a survey of hospital 
acquisition costs for such drugs. The Supreme Court remanded the case to the D.C. Circuit court for 
proceedings consistent with its opinion. The D.C. Circuit court has, in turn, remanded the case to the 
D.C. District court to again determine the proper remedy.  
 
In recent court filings, the American Hospital Association, the Association of American Medical Colleges, 
and America’s Essential Hospitals urged the district court to order HHS to promptly pay hospitals the 
higher reimbursement rate for prior periods. The Supreme Court opinion addressed only CY 2018 and 
CY 2019, but the hospitals in their filings ask for additional payments for all years up to 2022, as well as 
implementing the higher payment for the remainder of 2022. The case is American Hospital Association 
v. Becerra, Civil Action No. 18-2084 (RC). 
Sources: Bloomberg Law, InsideHealthPolicy, 340B Report (link, link) 
 
MEDICARE PART B  
No developments to report. 
 
STATE LAW DEVELOPMENTS 

No developments to report. 
 
 
If you have questions about the Drug Pricing Digest, please contact the Government Price Reporting 
team listed below or the Latham lawyer with whom you normally consult: 
 
Christopher H. Schott 
chris.schott@lw.com 
+1.202.637.2208 
Washington, D.C. 
 

Stuart S. Kurlander 
stuart.kurlander@lw.com 
+1.202.637.2169 
Washington, D.C. 
 

Eric C. Greig 
eric.greig@lw.com 
+1.202.637.3330 
Washington, D.C. 
 

Daniel Machado 
danny.machado@lw.com 
+1.202.637.2363 
Washington, D.C. 
 

Maria Malas 
maria.malas@lw.com 
+1.202.637.2334 
Washington, D.C. 

Lee B. Staley 
lee.staley@lw.com 
+1.617.880.4663 
Boston 

 
The Drug Pricing Digest is published by Latham & Watkins as a news reporting service to clients and other 
friends. Sources listed in this digest cannot be supplied by Latham & Watkins LLP and may require 
subscription access. The information contained in this publication should not be construed as legal advice. 
Should further analysis or explanation of the subject matter be required, please contact the lawyer with whom 
you normally consult. The invitation to contact is not a solicitation for legal work under the laws of any 
jurisdiction in which Latham lawyers are not authorized to practice. A complete list of Latham’s thought 
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https://pink.pharmaintelligence.informa.com/PS146802/US-340B-Discount-Restrictions-By-Pharma-HRSA-Will-Continue-To-Walk-The-Walk-In-Opposition?vid=Pharma&processId=7af0fa7f-ef65-4b2d-9176-af0a52ad9a3d
https://www.sites.lwcommunicate.com/41/13254/june-2022/healthcare-and-life-sciences--drug-pricing-digest--30.asp
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https://insidehealthpolicy.com/daily-news/hospitals-court-make-cms-quickly-stop-340b-cuts-repay-providers
https://340breport.com/340b-hospitals-ask-judge-to-stop-part-b-drug-payment-cuts-immediately/#memberful_overlay
https://340breport.com/hhs-tells-judge-unwinding-medicare-payment-cuts-for-340b-drugs-needs-caution-not-haste/
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leadership publications can be found at www.lw.com. If you wish to update your contact details or customize 
the information you receive from Latham, visit our subscriber page. 
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