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Health Reform and Midterm Results: In the wake of the midterm elections, leadership changes of key 
committees are underway. Commentators note that while both parties may agree on problems in the 
pharmaceutical and healthcare industries, agreement on potential solutions is limited. Areas of overlap 
may include facilitating drug importation. House Republicans are expected to use their oversight function 
to scrutinize implementation of the Inflation Reduction Act (IRA).  
Sources: Bloomberg Law, BioWorld, InsideHealthPolicy (link, link, link, link), Pink Sheet 
 
Inflation Reduction Act Implementation: Dr. Meena Seshamani, M.D., Ph.D. as deputy administrator 
and director of Center for Medicare at the Centers for Medicare & Medicaid Services (CMS) indicated 
that she has begun to meet with stakeholders, such as health plans and pharmaceutical manufacturers. 
CMS is seeking to fill nearly 100 positions in the new Medicare Drug Rebate and Negotiations Group.   
Source: Bloomberg Law 
 
Pharmaceutical manufacturers reportedly have begun to take corporate actions in response to the IRA 
provisions.  
Source: Pink Sheet 
 
Commentators are focusing on the potential impact of the different treatment of drugs and biologics 
under the IRA’s negotiation provision. Drugs approved under New Drug Applications become eligible for 
forced negotiation seven years after approval, while products approved under Biologics License 
Applications do not become eligible until 11 years after approval. 
Sources: Bloomberg Law (link, link), Pink Sheet 
 
To learn more about the IRA’s key provisions regarding the pharmaceutical industry, please 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 IRA for easy reference to the legislative text. 
 
MEDICAID DRUG REBATE PROGRAM (MDRP) 
No developments to report. 

340B PROGRAM 
Contract Pharmacy Updates: Oral argument in three consolidated cases, brought by Sanofi Aventis, 
Novo Nordisk, and AstraZeneca, took place on Nov. 15, 2022, before a three-judge panel of the US 
Court of Appeals for the Third Circuit. The judges’ questioning focused on whether the 340B statute 
prohibits manufacturers from imposing any conditions whatsoever on contract pharmacy orders, which is 
the position advanced by the government. Additional discussion explored whether the notice and 
comment rulemaking that resulted in the 2020 Administrative Dispute Resolution regulation was 
defective.  

 

https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODQtODcyMi1kMTdmLWFiZWYtZmZiZmEwNzcwMDAxIiwic2lnIjoienZ4S1hZMzQvOHRseFBLY0svMmE4UW44ODJNPSIsInRpbWUiOiIxNjY4NzcyMzUxIiwidXVpZCI6IngvVHpiZTFzanQ5UlhlT2ZNZ2IwZGc9PXFYd2ppV0xqd0xsS29LandWc2pjSWc9PSIsInYiOiIxIn0=?bwid=00000184-8722-d17f-abef-ffbfa0770001&cti=LFVL&emc=bhlnw_nl%3A55&et=NEWSLETTER&isAlert=false&item=read-text&qid=7383292&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bioworld.com/articles/691439-so-the-us-had-an-election-whats-next
https://insidehealthpolicy.com/daily-news/sanders-cassidy-led-health-panel-expected-maintain-productive-dynamic
https://insidehealthpolicy.com/daily-news/sanders-paul-agree-importation-divided-covid-response
https://insidehealthpolicy.com/daily-news/gop-tees-health-care-oversight-next-congress
https://insidehealthpolicy.com/daily-news/republicans-expected-hound-cms-drug-price-negotiation-not-repeal-law
https://pink.pharmaintelligence.informa.com/PS147253/Republican-Leaders-In-Congress-Want-To-Undercut-Drug-Pricing-Law-Whats-The-Opportunity?utm_source=dailyem,sfmc&utm_medium=email,email&utm_campaign=,Pink%20Sheet%20Daily%20(Monday)
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODQtNzY0MC1kNTA4LWFmYjUtZjdkMmVjN2YwMDAxIiwic2lnIjoiZ3BsOW5hVkJJdklrRkhxTVo4clNQcmhiZ0xBPSIsInRpbWUiOiIxNjY5MDMyOTI0IiwidXVpZCI6ImwwUGtyTURqaUs1K1o2NVU4bG55aXc9PTlMVFdXQ0taTXAzUmp5cDR0SlF5TXc9PSIsInYiOiIxIn0=?bwid=00000184-7640-d508-afb5-f7d2ec7f0001&cti=LFVL&emc=bhlnw_nl%3A2&et=NEWSLETTER&isAlert=false&item=read-text&qid=7384193&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://pink.pharmaintelligence.informa.com/PS147263/Cancer-Drugs-And-Medicare-Range-Of-Impacts-Expected-From-IRA-Price-Reforms?utm_source=dailyem,sfmc&utm_medium=email,email&utm_campaign=,Pink%20Sheet%20Daily%20(Monday)
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODQtNDQyNS1kN2M5LWFkZmQtZWQ3ZGFlZjEwMDAxIiwic2lnIjoiRnpHdHQvSlVDRTc5SkdNK1p3eXdscmg5d1VnPSIsInRpbWUiOiIxNjY3OTk0ODIxIiwidXVpZCI6IklBSklTazZHRmYvQ0F4T2VuSXBGdUE9PWxES1FXVWdZbHd2R2hiajQwWVJPNVE9PSIsInYiOiIxIn0=?bwid=00000184-4425-d7c9-adfd-ed7daef10001&cti=LFVL&emc=bhlnw_nl%3A2&et=NEWSLETTER&isAlert=false&item=read-text&qid=7378973&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODQtNTJmZi1kODVkLWFkY2YtNWJmZmY3NGMwMDAxIiwic2lnIjoiK1VHMHhIUGhEZER1ckhsN2N1a1VRQWR3bk5FPSIsInRpbWUiOiIxNjY3OTA4NDA3IiwidXVpZCI6IjArTGpzWlFGQlNOSFRJKzdGV1RjOEE9PUc5SVBMSGZQS01hdDdISnpudnZLWUE9PSIsInYiOiIxIn0=?bwid=00000184-52ff-d85d-adcf-5bfff74c0001&cti=LFVL&emc=bhlnw_nl%3A4&et=NEWSLETTER&isAlert=false&item=read-text&qid=7378372&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://pink.pharmaintelligence.informa.com/PS147328/Amgen-Mvasi-Kanjinti-Sales-Decline-As-Biosimilars-Industry-Faces-New-Policy-Challenges?utm_medium=email&utm_source=sfmc&utm_campaign=Pink+Sheet+My+View+Email&utm_id=4491979&sfmc_id=197516842
https://www.sites.lwcommunicate.com/e/nz0kaxdhw34rhg/23c197d8-fdca-4a70-8a2c-80e56334f9af
https://www.govinfo.gov/content/pkg/FR-2020-12-14/pdf/2020-27440.pdf
https://www.lw.com/practices/HealthCareAndLifeSciences
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The cases are:  

AstraZeneca Pharm. LP v. Sec’y U.S. Dep’t of Health & Human Servs., No. 22-1676 (3d Cir. 2022)  
Novo Nordisk Inc. v. U.S. Dep’t of Health & Human Servs., No. 21-3168 (3d Cir. 2021)  
Sanofi Aventis US LLC v. U.S. Dep’t of Health & Human Servs., No. 21-3167 (3d Cir. 2021)   

Sources: Law360, Bloomberg Law, 340B Report (link, link) 
 
Arkansas 340B Statute Litigation Updates: Litigation continues regarding an Arkansas state law that 
purports to govern the relationship between manufacturers and 340B contract pharmacies, as reported in 
previous editions of this digest (Issues No. 1, No. 9, No. 14, No. 22, No. 27, No. 35, No. 37, and No. 39).   
 
On Nov. 17, 2022, an Arkansas hospital submitted a complaint to the Arkansas insurance commissioner 
seeking to enforce the Arkansas state law and implementing regulation against Novo Nordisk Inc. in 
connection with the manufacturer’s contract pharmacy policy. Source: 340B Report (link, link) 
 
MEDICARE PART B  
2023 Physician Fee Schedule (PFS) Implements Refunds for Discarded Units: CMS is finalizing its 
proposals for implementing Section 90004 of the Infrastructure Investment and Jobs Act, Pub. L. 117-9. 
The law requires manufacturers to provide a refund to CMS on certain single-dose container or single-
use package drugs if the value of the unused drug discarded with the container exceeds an applicable 
percentage of the allowable cost for the drug. The PFS final rule finalizes the proposed definition of a 
refundable single-dose container or single-use package as a drug or biological for which payment is 
made under Part B and that is furnished from a single-dose container or single-use package. The refund 
will first be due with respect to Q1 2023. 
 
The statute sets the applicable percentage at 10% and gives CMS discretion to modify the percentage. 
Upon reviewing comments from stakeholders, CMS retained the 10% threshold, but finalized an 
increased applicable percentage of 35% for drugs reconstituted with a hydrogel that meet certain 
administration requirements. In addition, CMS plans to collect additional information and engage 
stakeholders through future notice and comment rulemaking regarding other drugs with unique 
circumstances that may merit higher percentages.  
 
Finally, while CMS had proposed invoicing manufacturers for discarded drug amounts annually, starting 
Oct. 1, 2023, CMS instead will delay invoicing in order to create “system efficiencies” related to the new 
IRA Part B inflation rebate. That rebate also first applies Q1 2023, but the IRA gives CMS until Sept. 30, 
2025, to invoice the rebate for quarters in 2023 and 2024. It is unclear how long CMS will delay invoicing 
for the discarded unit refund amount. The PFS states that CMS intends “to address the timing of these 
reports in future rulemaking” but also indicates that CMS will issue “a preliminary report on estimated 
discarded [drug] amounts based on available claims data” for the first two calendar quarters of 2023 no 
later than Dec. 31, 2023.  
Sources: BioWorld, Pink Sheet 
 
STATE LAW DEVELOPMENTS 

No developments to report. 
 
 
 
 
 
 
 

https://www.law360.com/health/articles/1549732?nl_pk=efd0bb39-bda0-4dc3-a4fa-7fca45bb788c&utm_source=newsletter&utm_medium=email&utm_campaign=health&utm_content=2022-11-16&read_more=1&nlsidx=0&nlaidx=1
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxODQtNzg5MS1kYjQ2LWE1ZGUtN2JiMTg5NjUwMDAxIiwic2lnIjoidUhBMWdaR1VLL3Vaa3JOcXJZRzltcVd4UEZJPSIsInRpbWUiOiIxNjY4NTk5Nzc3IiwidXVpZCI6ImtETUpEbkJydU1GZjdUS0NNVTdBWkE9PStTc2NYWFBrUlRUNEphdlUwNVVMN1E9PSIsInYiOiIxIn0=?bwid=00000184-7891-db46-a5de-7bb189650001&cti=LFVL&emc=bhpnw_nl%3A2&et=NEWSLETTER&isAlert=false&item=headline&qid=7381934&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://340breport.com/two-of-three-appeals-court-judges-question-governments-stance-that-drug-companies-may-not-impose-conditions-on-340b-sales/
https://340breport.com/a-closer-look-at-tuesdays-arguments-in-federal-appeals-court-over-the-legality-of-the-340b-contract-pharmacy-program/
https://www.sites.lwcommunicate.com/e/s10kdiha5jpatq/1831f2bc-0fb9-4980-bbc3-037d6e169a22/b54f309f-380c-4b47-a0d4-873ee05796c4/13e70ee9-8125-48b5-accb-546c0d22662d
https://www.sites.lwcommunicate.com/e/kx0krkzjzptof0w/1831f2bc-0fb9-4980-bbc3-037d6e169a22/b54f309f-380c-4b47-a0d4-873ee05796c4/13e70ee9-8125-48b5-accb-546c0d22662d
https://www.sites.lwcommunicate.com/e/eelpo4kuzbwda/1831f2bc-0fb9-4980-bbc3-037d6e169a22/b54f309f-380c-4b47-a0d4-873ee05796c4/13e70ee9-8125-48b5-accb-546c0d22662d
https://www.sites.lwcommunicate.com/e/vzke1taj7x0jjcq/1831f2bc-0fb9-4980-bbc3-037d6e169a22/b54f309f-380c-4b47-a0d4-873ee05796c4/13e70ee9-8125-48b5-accb-546c0d22662d
https://www.sites.lwcommunicate.com/e/g1ksh7vdfwadoog/1831f2bc-0fb9-4980-bbc3-037d6e169a22/b54f309f-380c-4b47-a0d4-873ee05796c4/13e70ee9-8125-48b5-accb-546c0d22662d
https://www.sites.lwcommunicate.com/e/bhko30v3vzv1cng/b54f309f-380c-4b47-a0d4-873ee05796c4/13e70ee9-8125-48b5-accb-546c0d22662d
https://www.sites.lwcommunicate.com/e/ftka9i81jfa1kxq/13e70ee9-8125-48b5-accb-546c0d22662d
https://www.sites.lwcommunicate.com/41/13516/october-2022/healthcare-and-life-sciences--drug-pricing-digest--39.asp?sid=13e70ee9-8125-48b5-accb-546c0d22662d
https://340breport.com/arkansas-and-providers-file-briefs-defending-states-novel-340b-contract-pharmacy-law-in-important-fed-court-case/#memberful_overlay
https://340breport.com/arkansas-health-system-asks-state-to-enforce-its-340b-contract-pharmacy-law-against-novo-nordisk/
https://www.sites.lwcommunicate.com/e/gwuruv3kim9lag/31825bc0-b5d7-4a9e-91f7-949bde10af5d
https://www.govinfo.gov/content/pkg/FR-2022-11-18/pdf/2022-23873.pdf
https://www.bioworld.com/articles/691483-inflation-rebate-not-the-only-new-medicare-payment
https://pink.pharmaintelligence.informa.com/PS147313/US-Medicare-Wastage-Refund-Collections-Delayed-To-Align-With-IRA?utm_medium=email&utm_source=sfmc&utm_campaign=Pink+Sheet+My+View+Email&utm_id=4489763&sfmc_id=197037759
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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 
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