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Drug Pricing Initiatives: The Senate is expected to vote on a revised version of H.R. 5376 (the Build 
Back Better Act, or BBBA), now styled as the Inflation Reduction Act of 2022 (IRA). The House originally 
passed H.R. 5376 in November 2021. Senator Joe Manchin, one of the Democratic senators whose 
previous opposition to the BBBA had derailed earlier efforts at Senate passage, now has indicated that 
he will support the IRA. 
 
Democrats intend to adopt the IRA as part of the budget reconciliation process, which allows passage in 
the Senate by a simple majority, avoiding a Republican filibuster. Passage would require all 50 Democratic 
and independent senators’ votes, which has given individual senators disproportionate leverage.  
 
Key drug pricing measures that are part of the IRA include: 

• Forced price negotiations with the government with respect to certain high-spend drugs, with 
negotiated prices subject to a cap 

• Manufacturer Medicare Part B and Part D rebates tied to price increases that outpace inflation 
• Part D benefit redesign that shifts more costs to manufacturers 

 
While these measures were included in the BBBA that the House passed, they have been modified in 
the IRA. For example, unlike in the BBBA, the cap on negotiated prices would not be based on 
international reference pricing.  
Sources: New York Times, Washington Post, Politico Pro (link, link), Bloomberg Law (link, link), Law360  
 
A separate Senate bill on the cost of insulin may be folded into the IRA. 
Sources: Bloomberg Law, InsideHealthPolicy 
 
FDA Update: The Food and Drug Administration (FDA) issued two documents that are potentially 
relevant to price reporting:  

• NDC Format — On July 25, 2022, FDA published a proposed rule that would impose a uniform, 
12-digit format for the National Drug Code (NDC). As proposed, the labeler code would have six 
digits (currently, it has five), the product code would have four digits, and the product code two 
digits. Existing NDCs would be required to be converted to the new 12-digit format five years 
after publication of any final rule. Comments are due by Nov. 22, 2022. 

• Orange Book FAQ — FDA issued a final guidance document titled “Orange Book: Questions 
and Answers, Guidance for Industry,” which “provides answers to questions that have been 
received by the FDA staff that publishes and manages the Orange Book.” Among other things, 
the guidance addresses how frequently FDA updates the Orange Book and how sponsors can 
notify FDA when the status of their drugs changes. 

Sources: Regulatory Focus (link, link), BioWorld  
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MEDICAID DRUG REBATE PROGRAM (MDRP) 
Government Does Not Appeal Co-Pay/PBM Accumulator Regulation Ruling: As noted in Issue 
No. 28 of this digest, the US District Court for the District of Columbia vacated and set aside the portions 
of the December 2020 Medicaid final rule related to the price reporting treatment of manufacturer-
sponsored patient programs, including co-pay assistance programs, when the patient’s health plan or its 
pharmacy benefit manager (PBM) has implemented a so-called accumulator adjustment program. The 
case is PhRMA v. Becerra, No. 1:21-cv-01395 (D.D.C.).  

The government did not file an appeal by the 60-day deadline, which passed on July 18, 2022, and as a 
result, the portions of the 2020 final rule that the District Court set aside will not become effective. 

340B PROGRAM 
Contract Pharmacy Updates: Litigation related to manufacturer contract pharmacy policies continued. 
Source: 340B Report  
 
HHS Completes Repeal of Trump Regulations Regarding Agency Guidance: On July 25, 2022, the 
Department of Health and Human Services (HHS) published a final rule in the Federal Register that 
repeals two final rules: “Department of Health and Human Services Good Guidance Practices,” 
published in the Federal Register on Dec. 7, 2020, and effective Jan. 6, 2021; and “Department of Health 
and Human Services Transparency and Fairness in Civil Administrative Enforcement Actions,” published 
in the Federal Register on Jan. 14, 2021, and effective Jan. 12, 2021. For more information about the 
repealed rules, see Issue No. 13 of this digest. 
Sources: Bloomberg Law, 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. 
 

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 

https://www.sites.lwcommunicate.com/41/13192/may-2022/healthcare-and-life-sciences--drug-pricing-digest--28.asp
https://www.federalregister.gov/documents/2020/12/31/2020-28567/medicaid-program-establishing-minimum-standards-in-medicaid-state-drug-utilization-review-dur-and
https://340breport.com/a-blizzard-in-july-of-briefs-in-340b-contract-pharmacy-lawsuits/
https://www.govinfo.gov/content/pkg/FR-2022-07-25/pdf/2022-15567.pdf
https://www.govinfo.gov/content/pkg/FR-2020-12-07/pdf/2020-26832.pdf
https://www.govinfo.gov/content/pkg/FR-2021-01-14/pdf/2021-00592.pdf
https://www.sites.lwcommunicate.com/41/12410/october-2021/healthcare-and-life-sciences--drug-pricing-digest--13.asp
https://www.bloomberglaw.com/bloomberglawnews/health-law-and-business/XFTGMD2G000000?bwid=00000181-25c6-d4a4-abbf-37e6b5b60000&cti=LFVL&emc=bhlnw_nl%3A15&et=NEWSLETTER&isAlert=false&item=read-text&qid=7327649&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://340breport.com/biden-administration-kills-trump-era-rules-casting-doubt-on-hhs-guidance-and-enforcement-actions/
https://www.lw.com/people/christopher-schott
https://www.lw.com/people/stuart-kurlander
https://www.lw.com/people/eric-greig
https://www.lw.com/people/daniel-machado
https://www.lw.com/people/maria-malas
https://www.lw.com/people/lee-staley


 
 
Latham & Watkins August 1, 2022 | Number 33 | Page 3 
 
 

 

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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