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$1 Trillion Infrastructure Bill Includes Two Drug Pricing Provisions: On Aug. 10, 2021, the Senate

passed H.R. 3684, the Investing in a New Vision for the Environment and Surface Transportation in

America Act, or the INVEST in America Act. Two provisions are of particular relevance for drug

manufacturers:

o The rebate rule, which would modify the anti-kickback safe harbor for rebates to apply only when
the price concessions are passed through to the patient at the point of sale, would be delayed until
Jan. 1, 2026.

e Manufacturers would be required to refund to Medicare the cost of discarded units of physician-
administered drugs packaged in single-dose containers or single-use packages above a particular
threshold.

The final vote on H.R. 3684 was 69 in favor, 30 against. On Aug. 11, 2021, the Senate adopted a
$3.5 trillion budget resolution, with a narrower vote of 50 to 49.

Sources: The New York Times, Pink Sheet (link, link), Bloomberg Law (link, link, link, link),
InsideHealthPolicy (link, link), 340B Report (link, link)

President Biden Addresses Drug Pricing in Speech: On Aug. 12, 2021, President Biden delivered
remarks on how his “Build Back Better” agenda will help lower prescription drug prices. He stated that
“all of us ... can agree that prescription drug prices are outrageously expensive in America,” while
acknowledging “the groundbreaking and lifesaving work that many pharmaceutical companies are
doing.” The White House issued an accompanying fact sheet to the President’s speech.

The President’s remarks built on his recently issued Executive Order on Promoting Competition in the
American Economy, which calls for multiple federal initiatives to address drug pricing. (For more on the
Executive Order, see the July 19 issue of this digest.)

In his remarks, the President said the following components of Build Back Better would address and,

when applicable, encourage further congressional action on prescription drug pricing reform:

e Medicare price negotiation: Medicare should negotiate a “fair price” for prescription drugs —

“one that reflects the cost of the research and development and the need for providing for a
significant profit, but that’s still affordable for consumers,” instead of “whatever the market will bear.”
The President stated that “Congress is currently debating a more narrow vision letting Medicare
negotiate some of the most expensive drugs, particularly from those companies that don’t face
competition for that drug.”

e Further inflation penalties: Drug companies that raise prescription drug prices faster than inflation
should have to pay a penalty. Currently, the Medicaid Drug Rebate Program incorporates such a
penalty with respect to covered outpatient drugs that are paid for under state Medicaid programs; the
President’s agenda seeks to impose inflation-based penalties under Medicare, as does currently
proposed legislation.
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https://www.congress.gov/bill/117th-congress/house-bill/3684
https://www.hhs.gov/guidance/sites/default/files/hhs-guidance-documents/2012032973-pt-rebatefinalrule.pdf
https://www.nytimes.com/2021/08/10/us/politics/infrastructure-bill-passes.html?action=click&module=RelatedLinks&pgtype=Article
https://pink.pharmaintelligence.informa.com/PS144720/Senate-Infrastructure-Legislation-Pay-Fors-Not-So-Bad-For-Pharma-But-Real-Threat-is-Ahead
https://pink.pharmaintelligence.informa.com/PS144782/Drug-Pricing-Reforms-To-Underwrite-Major-Part-Of-Senate-Soft-Infrastructure-Legislation
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxN2ItMGNiMC1kZDRmLWE5N2YtMWZmYjU5YjgwMDAxIiwic2lnIjoiVGNCSkhoMUc3U21QRWg4VjErWDhzcXBDSVE4PSIsInRpbWUiOiIxNjI4MTYxNDc2IiwidXVpZCI6ImRkQ0pETWQ0ZWIxTFFjVW1OOWJvaWc9PWlkaHRRenp5QlRTTDBwcjgvSm5jMnc9PSIsInYiOiIxIn0=?bwid=0000017b-0cb0-dd4f-a97f-1ffb59b80001&cti=LFVL&emc=bhpnw_nl%3A17&et=NEWSLETTER&isAlert=false&item=headline&qid=7150561&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxN2EtZjkxMi1kMWM0LWE3ZmUtZmJkZTA3NDAwMDAxIiwic2lnIjoidERjL3hYSllacFQ1cnV6MXZzbE1pUGhPT04wPSIsInRpbWUiOiIxNjI4NTA2NDI1IiwidXVpZCI6IkJST0F1bnMwMFRjMVhmQ1VwN1hxZUE9PXJFV3lOVVE3MlVxaTVOTUt6NnFmTmc9PSIsInYiOiIxIn0=?bwid=0000017a-f912-d1c4-a7fe-fbde07400001&cti=LFVL&emc=bhlnw_nl%3A4&et=NEWSLETTER&isAlert=false&item=headline&qid=7152168&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxN2ItMmJhYS1kZDE1LWFiN2ItN2JiZjM4Y2YwMDAxIiwic2lnIjoidU5ObGZOU0VtRE9jaVNLTHdqaDlDNTZ5enZJPSIsInRpbWUiOiIxNjI4NTkyOTUxIiwidXVpZCI6ImZPcm9mZzlUNXM4ZmhQL3l2dUVHWFE9PTBjU2djYitwVkYxSkFEZC9sS3FMNWc9PSIsInYiOiIxIn0=?bwid=0000017b-2baa-dd15-ab7b-7bbf38cf0001&cti=LFVL&emc=bhlnw_nl%3A2&et=NEWSLETTER&isAlert=false&item=headline&qid=7152753&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxN2ItMzQ0NC1kZGNkLWE3N2YtMzVjZDVjN2EwMDAxIiwic2lnIjoiY0tBQkVFUUxtVjdLNWRRNzlIRjBKbkJSdkpjPSIsInRpbWUiOiIxNjI4Njc5MjY1IiwidXVpZCI6IlVPODRlbWF5MXVJajFNWDNKZE9SV2c9PTlnS1lPbDVqTE9rQlNkR0g4eXM1UHc9PSIsInYiOiIxIn0=?bwid=0000017b-3444-ddcd-a77f-35cd5c7a0001&cti=LFVL&emc=bhlnw_nl%3A8&et=NEWSLETTER&isAlert=false&item=headline&qid=7153398&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://insidehealthpolicy.com/daily-news/infrastructure-passes-senate-pivots-budget-resolution
https://insidehealthpolicy.com/daily-news/senate-sets-fall-health-care-battle-35t-resolution
https://340breport.com/infrastructure-bill-excludes-spread-pricing-language-that-340b-entities-oppose/
https://340breport.com/u-s-senate-sets-stage-for-action-on-lowering-drug-prices/
https://www.whitehouse.gov/briefing-room/speeches-remarks/2021/08/12/remarks-by-president-biden-on-how-his-build-back-better-agenda-will-lower-prescription-drug-prices/
https://www.whitehouse.gov/briefing-room/statements-releases/2021/08/12/fact-sheet-president-biden-calls-on-congress-to-lower-prescription-drug-prices/
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/07/09/executive-order-on-promoting-competition-in-the-american-economy/
https://www.lw.com/admin/upload/SiteAttachments/2021%2007%2016%20Drug%20Pricing%20Digest%20-%20July%2019%20issue.v2.pdf
https://www.lw.com/practices/HealthCareAndLifeSciences

o Out-of-pocket spending caps: Medicare beneficiaries should have a firm cap of “no more than
about $3,000 per year” on out-of-pocket costs for prescription drugs.

e Generic and biosimilar development and approval: The President stated that he has directed the
Food and Drug Administration (FDA) to pursue accelerated development and approval of generic
drugs and biosimilars, explaining that “[t]his is going to increase competition, lower drug prices for
everyone.”

o Drug importation from Canada: The President stated that he has “ordered the FDA to work with
states and Tribes to import prescription drugs safely from Canada,” noting the FDA will have
determined such drugs to be safe.

Sources: The New York Times, The Hill, InsideHealthPolicy, Bloomberg Law, BioWorld, Law 360,

Pink Sheet, Scrip, 340B Report

MEDICAID DRUG REBATE PROGRAM (MDRP)

No developments to report.

340B PROGRAM

Contract Pharmacy Updates: Litigation continues in connection with manufacturers that have adopted
contract pharmacy policies.
Source: 340B Report (link, link, link)

Mosaic Health, a New York health center, filed an antitrust suit against four major insulin manufacturers,
alleging that they conspired to stop offering 340B discounts to covered entities through contract
pharmacies.

Source: 340B Report (link, link)

Two additional manufacturers, Boehringer Ingelheim and Merck, have announced the implementation of
contract pharmacy policies, bringing the number of manufacturers that have taken this step to eight.
Source: 340B Report (link, link)

MEDICARE PART B

CMS Proposes to Withdraw Most Favored Nation Model: On Aug. 6, 2021, the Centers for Medicare
and Medicaid Services (CMS) issued a proposed rule to rescind the Most Favored Nation (MFN) Model
interim final rule, which was published on Nov. 27, 2020. Comments on the proposed rule are due by
Oct. 12, 2021.

The MFN interim final rule was intended to “test an alternative way for Medicare to pay for certain
Medicare Part B single source drugs and biologicals” by linking payment rates for these products to
international reference prices in select countries starting on Jan. 1, 2021. In December 2020, federal
courts enjoined CMS from implementing the MFN model, and CMS thereafter announced that the
agency would not implement the MFN model without further rulemaking.

CMS explained in the proposed rule that rescinding the interim final rule would permit the agency “to take
time to further consider the issues identified by commenters” and to address the interim final rule’s
procedural deficiencies. Notably, however, this proposed action “is limited to the codification of the
November 2020 interim final rule, and does not reflect any judgment...regarding future policy.” CMS
further explained that, consistent with the Biden Administration’s Executive Order on Promoting
Competition in the American Economy, the agency “is exploring opportunities to promote value-based
care for our beneficiaries; to address the high cost of Medicare Part B drugs, manufacturers’ pricing, and
the resulting growth in Medicare Part B drug spending; and to modernize the Medicare program to
improve the quality and cost of care for beneficiaries.”

Sources: Pink Sheet, Bloomberg Law, InsideHealthPolicy, Law360
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https://www.nytimes.com/2021/08/12/us/politics/biden-prescription-drugs.html
https://thehill.com/homenews/administration/567616-biden-calls-on-congress-to-act-on-outrageously-high-drug-prices
https://insidehealthpolicy.com/daily-news/biden-presses-dems-include-drug-negotiation-copay-caps-reconciliation
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxN2ItM2ExZi1kZGNkLWE3N2YtM2I5ZjVhNGEwMDAzIiwic2lnIjoiRzdDdWo2QjFvSDhNbUIvWHJ6bUt3WjVWNG40PSIsInRpbWUiOiIxNjI4NzY4Mjc5IiwidXVpZCI6ImUrV0VzTVpVWWNwS3hkMU8yQ1FtTmc9PTZ0QmZGU2pZVyt2UlRlUC9oRXZmdHc9PSIsInYiOiIxIn0=?bwid=0000017b-3a1f-ddcd-a77f-3b9f5a4a0003&cti=LFVL&emc=bhlnw_cn%3A3&et=CHANNEL_NOTIFICATION&isAlert=false&item=headline&qid=7154136&region=digest&source=breaking-news&uc=1320011525&udvType=Alert&usertype=External
https://www.bioworld.com/articles/510387-biden-drug-pricing-agenda-more-a-direction-than-a-roadmap?v=preview
https://www.law360.com/lifesciences/articles/1412219/biden-wants-congress-to-set-sights-on-cutting-drug-prices-?nl_pk=a57127cb-9729-4523-b556-509f21a7970b&utm_source=newsletter&utm_medium=email&utm_campaign=lifesciences
https://pink.pharmaintelligence.informa.com/PS144793/Biden-Pitches-Medicare-Price-Negotiations-That-Acknowledge-RD-Costs-Allow-Significant-Profits
https://scrip.pharmaintelligence.informa.com/SC144892/Biden-Pitches-Medicare-Price-Negotiations-That-Acknowledge-RD-Costs-Allow-Significant-Profits
https://340breport.com/biden-lays-down-markers-for-action-to-lower-drug-prices/
https://340breport.com/contrary-to-reports-judge-in-astrazeneca-lawsuit-did-not-strike-down-340b-unlimited-contract-pharmacy-on-july-23-court-clerk-says/
https://340breport.com/in-strongly-worded-brief-in-united-therapeutics-case-feds-defend-340b-contract-pharmacy-actions/
https://340breport.com/feds-and-astrazeneca-trade-punches-in-drug-makers-340b-lawsuit/
https://340breport.com/health-center-files-340b-contract-pharmacy-antitrust-suit-against-insulin-makers-seeks-nationwide-class-action-certification/
https://340breport.com/insulin-manufacturers-colluded-on-340b-contract-pharmacy-after-joint-lobbying-push-failed-lawsuit-alleges/
https://340breport.com/boehringer-ingelheim-halts-340b-pricing-on-contract-pharmacy-drugs/
https://340breport.com/breaking-merck-will-end-340b-contract-pharmacy-pricing-for-hospitals-that-dont-share-their-claims-data/
https://www.govinfo.gov/content/pkg/FR-2021-08-10/pdf/2021-16886.pdf
https://www.govinfo.gov/content/pkg/FR-2020-11-27/pdf/2020-26037.pdf
https://www.federalregister.gov/documents/2021/07/14/2021-15069/promoting-competition-in-the-american-economy
https://pink.pharmaintelligence.informa.com/PS144769/CMS-Scraps-Most-Favored-Nation-Rule-To-Lower-Medicare-Part-B-Drug-Costs
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxN2ItMTFmMS1kZjg2LWFiN2ItNzFmZDc0YWEwMDAxIiwic2lnIjoicDRHcFl6YkMwbzl3MkFrNEpYMlBscXR1cVJFPSIsInRpbWUiOiIxNjI4NTkyNjk2IiwidXVpZCI6IkFqWWMrMlh4K0dkblZqTHFmQlo5RlE9PXBNTkEyWkNqbEhuVjdRSnU1NTJ4NHc9PSIsInYiOiIxIn0=?bwid=0000017b-11f1-df86-ab7b-71fd74aa0001&cti=LFVL&emc=bhpnw_nl%3A24&et=NEWSLETTER&isAlert=false&item=headline&qid=7152748&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://insidehealthpolicy.com/daily-news/biden%E2%80%99s-cms-proposes-rescinding-trump-drug-favored-nation-demo
https://www.law360.com/health/articles/1410750/biden-to-scrap-trump-s-most-favored-nation-drug-pricing?nl_pk=efd0bb39-bda0-4dc3-a4fa-7fca45bb788c&utm_source=newsletter&utm_medium=email&utm_campaign=health

STATE LAW DEVELOPMENTS

No developments to report.
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team listed below or the Latham lawyer with whom you normally consult:

Christopher H. Schott Stuart S. Kurlander Eric C. Greig
chris.schott@Iw.com stuart.kurlander@Ilw.com eric.greig@lw.com
+1.202.637.2208 +1.202.637.2169 +1.202.637.3330
Washington, D.C. Washington, D.C. Washington, D.C.
James M. Deal Ali Lakhani Maria Malas
jamie.deal@Iw.com ali.lakhani@Ilw.com maria.malas@Iw.com
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subscription access. The information contained in this publication should not be construed as legal advice.
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