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Inflation Reduction Act and Health Reform: The Centers for Medicare & Medicaid Services (CMS) is 
continuing its efforts to staff the new Medicare Drug Rebate and Negotiations group and has posted 
various related job openings. According to CMS Administrator Chiquita Brooks-LaSure, CMS has also 
begun conversations with stakeholders, such as “health plans who are trying to figure out how are they 
going to incorporate what we’re doing into the benefits for people” and “companies and how are they 
going to submit the data.” 
Sources: Bloomberg Law, Reuters 
 
Meanwhile, commentators are reviewing the potential impact of the Nov. 8 midterm elections on the 
pharmaceutical industry, and manufacturers expressed concerns that the Inflation Reduction Act (IRA) 
jeopardizes cancer drug innovation. 
Sources: BioWorld, Scrip 
 
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 arguments took place in two of the contract pharmacy lawsuits 
brought by manufacturers: 

• On Oct. 24, 2022, a three-judge panel of the US Court of Appeals for the District of Columbia 
Circuit heard oral argument in United Therapeutics Corp. v. Johnson, No. 21-5304 (D.C. Cir.) 
and Novartis Pharmaceuticals Corp. v. Johnson, No. 21-5299 (D.C. Cir.). Much of the judges’ 
questioning was focused on what constitutes a true offer of the 340B price by the manufacturer. 
Source: 340B Report (link, link) 

• On Oct. 31, 2022, a three-judge panel of the US Court of Appeals for the Seventh Circuit heard 
oral argument in Eli Lilly & Co. v. Becerra, No. 21-3128 (7th Cir.). The main issue raised in the 
judges’ questioning was whether the court has jurisdiction or whether Eli Lilly’s challenge to the 
government’s enforcement letter is premature. 
Sources: Bloomberg Law, Law360, 340B Report (link, link)  

 
The US Court of Appeals for the Third Circuit is scheduled to hear oral argument on Nov. 15 in three 
consolidated cases, brought by Sanofi Aventis, Novo Nordisk, and AstraZeneca. 
Source: Law360 
 

 

https://www.cms.gov/about-cms/careers-cms/ira-careers
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxODQtMzhmNy1kZDI2LWE5OGUtM2RmNzJlYjkwMDAxIiwic2lnIjoicUZEZG4yL1VtUkYwRWROTzRIUzBTdVhIWGJVPSIsInRpbWUiOiIxNjY3NDczMDA0IiwidXVpZCI6InFsV2tHUngwUTE5S3F6bksrWUNGMUE9PWNDZ0t6cXJGMXVGaXBYNm1uUUhhZ2c9PSIsInYiOiIxIn0=?bwid=00000184-38f7-dd26-a98e-3df72eb90001&cti=LFVL&emc=bhpnw_nl%3A20&et=NEWSLETTER&isAlert=false&item=read-text&qid=7376427&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.reuters.com/business/healthcare-pharmaceuticals/reuters-events-us-is-talking-companies-about-drug-price-negotiations-2022-10-21/
https://www.bioworld.com/articles/691038-near-term-us-life-sciences-policy-riding-on-upcoming-election
https://scrip.pharmaintelligence.informa.com/SC147302/US-Pricing-Reform-Puts-Cancer-Drug-Innovation-At-Risk-Drug-Leaders-Warn?utm_source=dailyem&utm_source=sfmc&utm_medium=email&utm_medium=email&utm_term=&utm_campaign=&utm_campaign=Scrip%20Daily%20(Tues%20-%20Fri)&utm_id=4478200&sfmc_id=197037759&vid=Pharma&processId=7d56fe48-b49d-45f9-9e1b-401de1942e0b
https://www.sites.lwcommunicate.com/e/nz0kaxdhw34rhg/23c197d8-fdca-4a70-8a2c-80e56334f9af
https://340breport.com/in-key-hearing-appeals-court-panel-seems-to-lean-in-favor-of-some-drug-manufacturer-conditions-on-340b-pricing/
https://340breport.com/federal-appellate-judges-ask-lawyers-what-is-a-bona-fide-offer-of-340b-pricing/
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODQtMWYyOC1kYTJhLWFmYWUtNWZmZTg3MWIwMDAxIiwic2lnIjoiS2Q4V1JyckRRWHF6VEFqWlg0cFA1ZDdBbUJNPSIsInRpbWUiOiIxNjY3MzAwMDg3IiwidXVpZCI6IkhLbE1EMmRPa0hOM21VNzZFOGdvaFE9PVVONWdxd1Bnc0RleGt0TkgxbXdqaUE9PSIsInYiOiIxIn0=?bwid=00000184-1f28-da2a-afae-5ffe871b0001&cti=LFVL&emc=bhlnw_nl%3A3&et=NEWSLETTER&isAlert=false&item=read-text&qid=7375112&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.law360.com/lifesciences/articles/1545045?nl_pk=a57127cb-9729-4523-b556-509f21a7970b&utm_source=newsletter&utm_medium=email&utm_campaign=lifesciences&utm_content=2022-11-01&read_more=1&nlsidx=0&nlaidx=0
https://340breport.com/appeals-court-questions-yet-again-if-it-has-jurisdiction-over-lillys-340b-contract-pharmacy-case/
https://340breport.com/second-of-three-u-s-appeals-court-hearings-on-340b-contract-pharmacy-is-set-for-monday/#memberful_overlay
https://www.law360.com/articles/1544531/riding-circuit-november-s-notable-appellate-arguments
https://www.lw.com/practices/HealthCareAndLifeSciences
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Medicare 340B Reimbursement Policy Litigation Updates: See the discussion of the 2023 Hospital 
Outpatient Prospective Payment System (OPPS) final rule in the Medicare Part B section below.  

Covered Entity’s “Patient” Definition Challenge Continues: Litigation continues related to Genesis 
Healthcare Inc.’s challenge to the “patient” definition set forth under guidance from the Health Resources 
and Services Administration (HRSA). The litigation is discussed in more detail in Issue No. 31 of this 
digest. 
Source: 340B Report 
 
MEDICARE PART B  
CMS Releases Slew of Final Rules: CMS has issued the following final regulations and Healthcare 
Common Procedure Coding System (HCPCS) decisions: 

• 2023 Physician Fee Schedule (PFS) Final Rule: This regulation is set to reduce payments to 
various medical providers, while expanding access to various healthcare services, such as 
behavioral health and dental care. 
Sources: Bloomberg Law, InsideHealthPolicy (link, link) 
 

• 2023 Hospital Outpatient Prospective Payment System (OPPS) Final Rule: This regulation will 
increase payment rates for hospital outpatient departments and ambulatory surgical centers, 
while imposing a reduction in payments on hospitals that do not meet the outpatient quality 
reporting requirements. 
Sources: Bloomberg Law, InsideHealthPolicy, BioWorld  
 
In connection with the court-mandated change of the Medicare reimbursement rate for drugs 
purchased under the 340B program from Average Sales Price (ASP) minus 22.5% to ASP plus 
6%, CMS states that it will address repayments to hospitals for periods from 2018 to 2022 in a 
separate rulemaking.  
Sources: InsideHealthPolicy, 340B Report (link, link, link) 
 

• Q3 2022 HCPCS Level II Coding Decisions for Drugs and Biologicals: Pursuant to these coding 
decisions, CMS will, among other things, establish 36 new HCPCS Level II codes to separately 
identify products approved under the 505(b)(2) New Drug Application (NDA) or the Biologics 
License Applications (BLA) pathways that are not rated as therapeutically equivalent (TE) to their 
reference listed drug by the Food and Drug Administration. CMS is treating drug products that 
are not TE-rated as “single source drugs” pursuant to section 1847A(c)(6) of the Social Security 
Act, stating that “there is a programmatic need for each product to have a unique billing and 
payment code.”  
 

• Revisions to Medicare Enrollment and Eligibility Criteria: This final rule implements certain 
provisions of the Consolidated Appropriations Act of 2021, providing for Part B coverage of 
immunosuppressive drugs for end-stage renal disease (ESRD) patients, while also providing for 
Medicare coverage the month after enrollment and making other enrollment and eligibility 
changes.  
Source: Bloomberg Law  
 

• 2023 ESRD Prospective Payment System Final Rule: This regulation will, among other things, 
increase payments to hospital-based dialysis centers, as well as freestanding dialysis centers. 
These facilities treat ESRD patients.  
Source: Bloomberg Law  
 

https://www.sites.lwcommunicate.com/e/b4kczkgsv3z1zw/b54f309f-380c-4b47-a0d4-873ee05796c4
https://340breport.com/feds-and-s-c-health-center-spar-over-centers-access-to-government-info-in-its-340b-patient-definition-case/
https://public-inspection.federalregister.gov/2022-23873.pdf
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODQtMWY3OC1kZTI5LWFiZGMtM2ZmZDk2MTgwMDAxIiwic2lnIjoidy9oUE1jcHgxWHdtSXV2K2I1dkExNFBFOXBJPSIsInRpbWUiOiIxNjY3MzM5NDkxIiwidXVpZCI6ImJWTUdmRGxDNFlLVkhYOVJDczQvdXc9PWExUkVlSVp1S1Q5VXRjQ3M0ZGlJWlE9PSIsInYiOiIxIn0=?bwid=00000184-1f78-de29-abdc-3ffd96180001&cti=LFVL&emc=bhlnw_cn%3A3&et=CHANNEL_NOTIFICATION&isAlert=false&item=read-text&qid=7375515&region=digest&source=breaking-news&uc=1320011525&udvType=Alert&usertype=External
https://insidehealthpolicy.com/daily-news/cms-increases-2023-cuts-final-physician-fee-rule
https://insidehealthpolicy.com/daily-news/cms-finalizes-medicare-behavioral-health-reimbursement-reforms
https://public-inspection.federalregister.gov/2022-23918.pdf
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODItMjIzYi1kMGE3LWFiYjMtYTIzZjk2M2EwMDAwIiwic2lnIjoiN09NZ2lUdkliQUVWc3lOeVRwYllCQ21uaWdBPSIsInRpbWUiOiIxNjY3MzM5NDkxIiwidXVpZCI6ImJWTUdmRGxDNFlLVkhYOVJDczQvdXc9PWExUkVlSVp1S1Q5VXRjQ3M0ZGlJWlE9PSIsInYiOiIxIn0=?bwid=00000182-223b-d0a7-abb3-a23f963a0000&cti=LFVL&emc=bhlnw_cn%3A6&et=CHANNEL_NOTIFICATION&isAlert=false&item=read-text&qid=7375515&region=digest&source=breaking-news&uc=1320011525&udvType=Alert&usertype=External
https://insidehealthpolicy.com/daily-news/hospital-outpatient-services-get-38-bump-aha-says-it%E2%80%99s-not-enough
https://www.bioworld.com/articles/691238-outpatient-final-leaves-several-device-makers-in-the-cold-for-new-tech-pass-through-payment
https://insidehealthpolicy.com/daily-news/medicare-cuts-pay-309-non-drug-outpatient-services-cover-340b-costs
https://340breport.com/cms-says-it-will-announce-sometime-next-year-how-it-will-repay-340b-hospitals-for-five-years-of-illegal-drug-reimbursement-cuts/
https://340breport.com/hospital-group-blasts-cms-for-delaying-redress-for-illegal-340b-drug-payments-cuts/
https://340breport.com/is-there-a-loophole-that-might-let-cms-keep-paying-some-hospital-departments-asp-minus-22-5-for-340b-drugs/
https://www.cms.gov/files/document/2022-hcpcs-application-summary-quarter-3-2022-drugs-and-biologicals-updated-11042022.pdf
https://www.govinfo.gov/content/pkg/FR-2022-11-03/pdf/2022-23407.pdf
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODAtODVmMy1kYTNkLWFiODEtZTVmNzg1ZGMwMDAxIiwic2lnIjoiYUNaRVJYNUJjSisvZEVZUVNtU2dJL3VBVHNFPSIsInRpbWUiOiIxNjY2OTg5NDU5IiwidXVpZCI6IkRCVTV1eEwyNUdEZ0IxQWhuMEJLalE9PWhvTnRFeWFOZzdGZUVrVVZ3aWRDcnc9PSIsInYiOiIxIn0=?bwid=00000180-85f3-da3d-ab81-e5f785dc0001&cti=LFVL&emc=bhlnw_cn%3A3&et=CHANNEL_NOTIFICATION&isAlert=false&item=read-text&qid=7374077&region=digest&source=breaking-news&uc=1320011525&udvType=Alert&usertype=External
https://www.govinfo.gov/content/pkg/FR-2022-11-07/pdf/2022-23778.pdf
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxODEtYmE0MC1kY2M4LWFmZmYtZmE0M2ZkOTAwMDAxIiwic2lnIjoiL08yZUJTbVdqUkxubFl4TnFqaE5tVDBLQmxrPSIsInRpbWUiOiIxNjY3MzAwMDg3IiwidXVpZCI6IkhLbE1EMmRPa0hOM21VNzZFOGdvaFE9PVVONWdxd1Bnc0RleGt0TkgxbXdqaUE9PSIsInYiOiIxIn0=?bwid=00000181-ba40-dcc8-afff-fa43fd900001&cti=LFVL&emc=bhlnw_nl%3A5&et=NEWSLETTER&isAlert=false&item=body-link&qid=7375112&region=text-section&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
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• 2023 Home Health Prospective Payment System Rate Update: This final rule updates Medicare 
payment policies and rates for home health agencies. 
Source: BioWorld 
 

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 
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