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Join Latham’s Government Price Reporting Lawyers
at the 2021 Medicaid Drug Rebate Program Conference

The live portion of this hybrid live/virtual conference will take place October 11-13 at the Hyatt Regency
in New Brunswick, NJ, with the virtual portion following October 18-20. We look forward to connecting in
person at the Latham booth or through the conference’s virtual platform.

Drug Pricing Initiatives: The fate of the reconciliation package that contains many of President Biden’s
domestic policy initiatives, including with respect to drug pricing, remains in limbo as Democrats continue
to debate the scope of the package. Competing approaches and priorities regarding drug pricing reform
are a source of controversy within the Democratic party and face opposition from the Republican party. It
is currently unclear when the reconciliation package will come to a vote.

Sources: Politico (link, link, link, link, link), Bloomberg Law (link, link, link), InsideHealthPolicy (link, link,
link, link)

MEDICAID DRUG REBATE PROGRAM (MDRP)

Medicaid Drug Programs System Will Launch November 8: On October 8, 2021, the Centers for
Medicare and Medicaid Services (CMS) announced to technical contacts via email that the last day to
access the Drug Data Reporting for Medicaid (DDR) system will be November 1, after which the new
Medicaid Drug Programs (MDP) system will be accessible for manufacturers on November 8. CMS will
migrate manufacturer data from DDR to MDP.

Important points from the email include:

e MDP will support “new features and larger pricing values”

e Updates include “[a]dditional locked fields including Unit Type and Units Per Package Size
(UPPS)”

e CMS urges manufacturers to “[c]heck unit types and UPPS and make any necessary changes or
corrections in DDR”

e Manufacturers should “[sJubmit a change request once MDP is live if Unit Type is millicurie or
microcurie”

CMS promises to provide “more detailed direction from us” in a follow-up email, as well as instructions
for making an appointment during one of four one-hour “office hour” windows.
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https://informaconnect.com/medicaid-drug-rebate-program-mdrp/
https://subscriber.politicopro.com/article/2021/10/biden-acknowledges-reconciliation-will-be-trimmed-3991516
https://subscriber.politicopro.com/newsletter/2021/10/bidens-agenda-in-limbo-798003
https://subscriber.politicopro.com/newsletter/2021/09/bidens-legislative-agenda-on-the-brink-797946
https://subscriber.politicopro.com/article/2021/09/democrats-dial-back-drug-pricing-plans-to-win-over-moderates-2088089?source=email
https://subscriber.politicopro.com/article/2021/10/5-takeaways-from-the-pro-medicare-briefing-2090279?source=email
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxN2MtNTBiOC1kMjdlLWE1N2YtNTdiZTM0MWMwMDAxIiwic2lnIjoiOVhJTnNvQzVtRDJjVTVWRXFoMy9PYzVDdmw0PSIsInRpbWUiOiIxNjMzNTE3Njc5IiwidXVpZCI6Ik9MSjhpOVFDYTdBWHpwQ0VTakpzZUE9PVpsbGxNRDh6bHE5ZkpyZ2huc09jUkE9PSIsInYiOiIxIn0=?bwid=0000017c-50b8-d27e-a57f-57be341c0001&cti=LFVL&emc=bhpnw_nl%3A2&et=NEWSLETTER&isAlert=false&item=read-text&qid=7181376&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxN2MtNGRiNC1kMjFjLWFmN2UtNmRmZDhlOTMwMDAzIiwic2lnIjoiTW84OEZvZlpFWjBWZ1ROZVVaeGczdWk5b0s0PSIsInRpbWUiOiIxNjMzNDMxMzI0IiwidXVpZCI6IkdXdDh1ZVhGeTVrV2tMN0dOZEVQVXc9PU1BbmViOGp0bzVadUdIdldIcStHZXc9PSIsInYiOiIxIn0=?bwid=0000017c-4db4-d21c-af7e-6dfd8e930003&cti=LFVL&emc=bhpnw_nl%3A23&et=NEWSLETTER&isAlert=false&item=read-text&qid=7180742&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxN2MtMzczYS1kZDBkLWE5ZmUtYmY3YmI1NDQwMDAxIiwic2lnIjoiUWFhRFAxV1JURzFFYTRMbGh1dGdlcklNOU40PSIsInRpbWUiOiIxNjMzMDg1NjE2IiwidXVpZCI6InZrRzBHTzVhNkdaS2c5RW5RYy9JQWc9PURmekhIa2l0RGNudHRDZVZKckNRTHc9PSIsInYiOiIxIn0=?bwid=0000017c-373a-dd0d-a9fe-bf7bb5440001&cti=LFVL&emc=bhlnw_nl%3A2&et=NEWSLETTER&isAlert=false&item=read-text&qid=7179069&region=featured-story&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://insidehealthpolicy.com/features/health-insider
https://insidehealthpolicy.com/daily-news/details-wyden%E2%80%99s-medicare-price-negotiation-bill-emerge
https://insidehealthpolicy.com/daily-news/manchin%E2%80%99s-15t-leaves-stakeholders-scrambling-protect-health-policies
https://insidehealthpolicy.com/daily-news/casey-hasn%E2%80%99t-seen-proposal-cut-ma-reconciliation-pay
https://www.lw.com/practices/HealthCareAndLifeSciences

340B PROGRAM

Contract Pharmacy Updates: Litigation continues in connection with manufacturers that have adopted
contract pharmacy policies.
Sources: Bloomberg Law, Pink Sheet, BioWorld, 340B Report (link, link)

The Health Resources and Services Administration (HRSA) has assigned Administrative Dispute
Resolution (ADR) panels to address ADR petitions by covered entities against certain of the drug
manufacturers that have adopted contract pharmacy policies.

Source: 340B Report

Kalderos, Inc., a healthcare technology company that offers a platform for exchanging data related to
340B contract pharmacy transactions, filed a complaint in the U.S. District Court for the District of
Columbia challenging HRSA'’s “new policy prohibiting the conditioning of 340B prices on the provision of
claims data by covered entities.” The case is Kalderos, Inc. v. United States, Case No. 1:21-cv-02608
(D.D.C.).

Source: Law360

HHS Rescinds Regulation Mandating Pass-Through of 340B Ceiling Price: The Department of
Health and Human Services (HHS) issued a final rule on October 1, 2021, rescinding the Implementation
of Executive Order on Access to Affordable Life-Saving Medications final rule that was published on
December 23, 2020, but never became effective. The 2020 final rule would have conditioned grants to
federally qualified health centers (FQHCs) on the requirement that the FQHC pass through the 340B
ceiling price for insulin and injectable epinephrine to certain eligible patients. HHS stated that it is
‘rescinding the 2020 Rule due to the excessive administrative costs and burdens that implementation
would have imposed on health centers,” and that its decision was “informed, in part, by the demands on
health centers resulting from the COVID-19 pandemic.”

Sources: InsideHealthPolicy, Bloomberg Law

On September 23, 2021, Senator John Kennedy introduced S. 2814, the Vital Medication Affordability
Act, which would make the requirements of the Executive Order on Access to Affordable Life-Saving
Medications binding through legislation.

Source: 340B Report

MEDICARE PART B

No developments to report.

STATE LAW DEVELOPMENTS

No developments to report.
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https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSFBOVyIsImlkIjoiMDAwMDAxN2MtNGM2MC1kMmJjLWE3N2QtNGM2YTA4NzgwMDAxIiwic2lnIjoiOUFzOVY2amc2Qjc0eXlmNEFqWHdSdE12U2JNPSIsInRpbWUiOiIxNjMzNDMxMzI0IiwidXVpZCI6IkdXdDh1ZVhGeTVrV2tMN0dOZEVQVXc9PU1BbmViOGp0bzVadUdIdldIcStHZXc9PSIsInYiOiIxIn0=?bwid=0000017c-4c60-d2bc-a77d-4c6a08780001&cti=LFVL&emc=bhpnw_nl%3A7&et=NEWSLETTER&isAlert=false&item=read-text&qid=7180742&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://pink.pharmaintelligence.informa.com/PS144991/HHS-Weighs-Fines-For-340B-Restrictions-AstraZeneca-Says-They-Could-Reach-530M-Per-Month?utm_medium=email&utm_source=sfmc&utm_campaign=Pink+Sheet+Weekly+Digest&utm_term=https%3a%2f%2fpink.pharmaintelligence.informa.com%2fPS144991%2fHHS-Weighs-Fines-For-340B-Restrictions-AstraZeneca-Says-They-Could-Reach-530M-Per-Month&utm_id=4134827&sfmc_id=197037759
https://www.bioworld.com/articles/512125-boehringer-ordered-to-give-340b-discounts-to-contract-pharmacies
https://340breport.com/boehringer-ingelheim-defends-its-340b-contract-pharmacy-policy-after-hrsa-finds-it-is-unlawful/
https://340breport.com/judge-rejects-novartis-request-to-speed-up-hearing-in-340b-contract-pharmacy-lawsuit/
https://340breport.com/in-significant-development-hrsa-assigns-panels-to-review-340b-dispute-resolution-claims-against-drug-companies/
https://www.law360.com/lifesciences/articles/1428854/hhs-accused-of-overstepping-role-in-drug-discount-program?nl_pk=a57127cb-9729-4523-b556-509f21a7970b&utm_source=newsletter&utm_medium=email&utm_campaign=lifesciences
https://www.govinfo.gov/content/pkg/FR-2021-10-01/pdf/2021-21457.pdf
https://insidehealthpolicy.com/daily-news/hhs-axes-trump-rule-made-health-centers-share-340b-discounts
https://www.bloomberglaw.com/bloomberglawnews/exp/eyJjdHh0IjoiSExOVyIsImlkIjoiMDAwMDAxNzktZjc1Yy1kNTIyLWFiN2QtZjdmZGRhNTUwMDAxIiwic2lnIjoiTE52MHRQd0pWNjRNZUwwRnhkKzVTc08wV1BVPSIsInRpbWUiOiIxNjMzMDg1NjE2IiwidXVpZCI6InZrRzBHTzVhNkdaS2c5RW5RYy9JQWc9PURmekhIa2l0RGNudHRDZVZKckNRTHc9PSIsInYiOiIxIn0=?bwid=00000179-f75c-d522-ab7d-f7fdda550001&cti=LFVL&emc=bhlnw_nl%3A7&et=NEWSLETTER&isAlert=false&item=read-text&qid=7179069&region=digest&source=newsletter&uc=1320011525&udvType=Alert&usertype=External
https://www.congress.gov/bill/117th-congress/senate-bill/2814/
https://340breport.com/gop-senator-files-bill-to-preserve-trumps-340b-insulin-epipen-mandate/

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 Stuart S. Kurlander Eric C. Greig
chris.schott@lw.com stuart.kurlander@Iw.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@Iw.com maria.malas@]Iw.com
+1.202.637.2290 +1.202.637.2271 +1.202.637.2334
Washington, D.C. Washington, D.C. Washington, D.C.
Lee B. Staley

lee.staley@Iw.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
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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