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Drug Pricing Initiatives: Discussion continues of H.R. 5376 (the Build Back Better Act, or BBBA), the 
approximately $2.2 trillion social safety net, climate, and tax bill that includes measures related to drug 
pricing and healthcare. The House of Representatives passed the BBBA on Nov. 19, 2021, but the 
Senate has not yet taken up the legislation. 
Sources: Generics Bulletin, Bloomberg Law (link, link), Politico Pro 

MEDICAID DRUG REBATE PROGRAM (MDRP) 
No developments to report. 
 
340B PROGRAM 
Contract Pharmacy Updates: The Health Resources and Services Administration (HRSA) published a 
statement on its website in response to recent court rulings in three contract pharmacy cases. The 
statement says HRSA is “pleased that two of three recent U.S. District Court opinions involving the 340B 
Program agree with HRSA that three pharmaceutical manufacturers have unlawfully restricted access to 
340B discounted drugs by covered entities that dispense medications through contract pharmacy 
arrangements.” In addition, “HRSA respectfully disagrees with the recent District Court opinion finding 
that two other manufacturers had not violated the statute, and continues to evaluate its options.”  
Source: 340B Report (link, link) 
 
Two additional pharmaceutical manufacturers have announced contract pharmacy policies, bringing the 
total number of manufacturers with such policies to 10. 
Source: 340B Report (link, link) 
 
US Supreme Court Oral Argument in Medicare / 340B Drug Payment Rate Case: On Nov. 30, 2021, 
the US Supreme Court heard oral argument in its review of a decision from the US Court of Appeals for 
the District of Columbia Circuit. That decision upheld a US Department of Health and Human Services 
(HHS) policy establishing a reduced Medicare payment rate of Average Sales Price (ASP) minus 22.5% 
for certain separately payable drugs or biologicals purchased under the 340B Drug Pricing Program at or 
below the ceiling price (exempting rural sole community hospitals, children’s hospitals, and PPS-exempt 
cancer hospitals).  
 
In a 2-1 decision, the DC Circuit gave deference to HHS’s interpretation of the agency’s statutory 
authority to set these payment rates, applying the administrative law principles of Chevron U.S.A., Inc. v. 
Natural Resources Defense Council, Inc., 467 U.S. 837 (1984), and held that “HHS’s decision to lower 
drug reimbursement rates for 340B hospitals rests on a reasonable interpretation of the Medicare 
statute.” The case is Am. Hosp. Ass’n v. Azar, 967 F.3d 818 (D.C. Cir. 2020), cert. granted sub nom. Am. 
Hosp. Ass’n v. Becerra, 141 S. Ct. 2883 (2021).  
 

 

https://www.congress.gov/bill/117th-congress/house-bill/5376
https://generics.pharmaintelligence.informa.com/GB151433/AAM-Speaks-Out-Against-Build-Back-Better-Bill
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxN2MtZjEyMS1kZDg2LWFmN2QtZjNiMzU3NjcwMDAxIiwic2lnIjoidGw2NkszRjlmTlhMUFcxWGNVd1dVSG1idEFZPSIsInRpbWUiOiIxNjM4MjczMjAyIiwidXVpZCI6Im5UYitRalFDeTdFTnZob21ienJTN0E9PS9pVS9GQnFVbVMxelIyVFR3TWpSVHc9PSIsInYiOiIxIn0=?bwid=0000017c-f121-dd86-af7d-f3b357670001&cti=LFVL&emc=bhlnw_nl%3A60&et=NEWSLETTER&isAlert=false&item=read-text&qid=7208760&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxN2QtNWQyYi1kMWRhLWE5ZmQtZmQ2YmM5NGIwMDAxIiwic2lnIjoiMkExa0Vxb3liLzBRSVlGNXlVdnBnTmFMT2lBPSIsInRpbWUiOiIxNjM4MTg2ODg5IiwidXVpZCI6ImYwMUIwL3RYMGhuQnFBbTN6MzJwMVE9PUdmOHFHZzc2RlhpdUJBY1V1M1FIVVE9PSIsInYiOiIxIn0=?bwid=0000017d-5d2b-d1da-a9fd-fd6bc94b0001&cti=LFVL&emc=bhpnw_nl%3A4&et=NEWSLETTER&isAlert=false&item=read-text&qid=7208180&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://subscriber.politicopro.com/article/2021/12/parliamentarian-will-consider-democrats-health-provisions-on-monday-3992756?source=email
https://www.hrsa.gov/opa/index.html
https://340breport.com/hrsa-weighs-in-on-recent-340b-contract-pharmacy-court-decisions/
https://340breport.com/feds-say-they-need-time-to-decide-whether-to-appeal-ruling-in-novartis-and-united-therapeutics-340b-cases/
https://340breport.com/ucb-becomes-ninth-drug-manufacturer-to-announce-340b-contract-pharmacy-limits/
https://340breport.com/breaking-news-amgen-announces-340b-contract-pharmacy-limits-for-hospitals/
https://www.lw.com/practices/HealthCareAndLifeSciences
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During the oral argument, the Supreme Court Justices asked whether Congress had precluded judicial 
review of these Medicare payment rates and posed questions regarding interpretation of the statute at 
issue, 42 U.S.C. § 1395l(t)(14)(A)(iii)(II), as well as the level of deference owed to HHS’s interpretation of 
that statute. Several Justices also asked whether the Court should overturn Chevron to resolve this 
matter. A decision in this case is expected by the end of the Supreme Court’s term in June. 
Sources: Law360 (link, link), InsideHealthPolicy, Pink Sheet, Bloomberg Law (link, link), Fierce 
Healthcare, Oyez (including argument recording and unofficial transcript), Official Transcript (subject to 
final review by the Court), 340B Report 
 
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. 
 

James M. Deal 
jamie.deal@lw.com 
+1.202.637.2290 
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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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 
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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