KPMG

Around the worldof U.S.
healthcarein 360

Center for Healthcare
Regulatory Insight

January 13, 2023 | Issue 254

Editor’s note

This note is produced every Friday by the KPMG Center for Healthcare
Regulatory Insight and is intended to be short and succinct, no more than
360 words, to provide a digestible bite of healthcare and life sciences news
from the past week. Please share this email with colleagues and other
interested individuals, and encourage them to subscribe to our mailing list
here.

We welcome your feedback. Let us know if KPMG can help. Please reply
here to me, Larry Kocot, principal and national leader, KPMG Center for
Healthcare Regulatory Insight or simply reply to this email with any
comments or requests.

> Subseribe hore

T Healthcare regulatory news

FDA granted accelerated approval to Eisai-Biogen’s Alzheimer’s treatment
Legembi, priced at $26,500/year (higher than ICER’s value estimate: $8,500-
$20,600)... FDA approved a first-of-its-kind combination adult asthma rescue
inhaler... FDA advisory committees will meet February 15 to discuss
Emergent BioSolutions’ over-the-counter naloxone application.

Wall Street Journal reported FDA is increasingly placing holds on clinical trials
of experimental treatments.

CMS released a timeline for the first year of the Medicare Drug Price
Negotiation Program and encouraged stakeholder feedback/insights... CMS
released guidance for states to prepare for termination of Medicaid
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continuous enroliment on March 31 and help beneficiaries maintain continuity
of coverage.

HHS awarded $245M to SAMHSA and HRSA to support youth mental health
and the mental health workforce.

Healthcare law and policy news

MedPAC recommended increasing 2024 Medicare physician (1.25%) and
hospitals (1%) payments.

A record 15.9M individuals have selected ACA plans... KFF estimated 5M
uninsured individuals could enroll in coverage with virtually no premiums.

A district court remanded the issue of $1B+ in 340B underpayments back
to HHS to devise a remedy.

California sued insulin manufacturers and PBMs for unlawfully increasing
insulin price.

AstraZeneca will acquire CinCor Pharma ($1.8B)... BioNTech acquired
InstaDeep ($682M)... CVS invested $100M in Carbon Health to pilot
primary/urgent care clinics in its retail stores and is exploring acquiring Oak
Street Health ($10B+)... Blues plans and affiliated companies launched
Synergie, a medication contracting organization to improve physician-
administered drug affordability/access... Mark Cuban Cost Plus Drugs will
partner with RxPreferred Benefits to lower employer plan drug prices.

AAP recommended for the first time that physicians offer weight-loss drugs to
children with obesity.

A JAMA study found tele-mental health use during the pandemic offset
decreased in-person care and generated higher utilization for several
mental health conditions, as compared to pre-pandemic... Health Affairs
studies found 1) private equity-acquired physician practices rely more
heavily on advanced practice providers (e.g., NPs and PAs); 2) hospitalization
rates for birthing people within 60 days of birth decreased 17% in states that
extended postpartum Medicaid coverage; and 3) Black medical trainees are
significantly more likely to carry heavier debt burden than other racial/ethnic
peer groups... US cancer deaths have fallen 33% since 1991.

AHCA reported 84% of nursing homes face moderate/high staffing shortages.
-0



https://www.medicaid.gov/sites/default/files/2023-01/health-plan-strategy-jan-2023.pdf
https://www.hhs.gov/about/news/2023/01/09/hhs-awards-nearly-245-million-support-youth-mental-health-and-help-health-care-workforce-meet-families-mental-health-needs.html
https://www.fiercehealthcare.com/providers/medpac-calls-slight-pay-update-2024-medicare-rates-hospitals-physicians
https://www.cms.gov/newsroom/fact-sheets/marketplace-2023-open-enrollment-period-report-national-snapshot-3
https://www.kff.org/policy-watch/millions-of-uninsured-people-can-get-free-aca-plans/
https://www.kff.org/policy-watch/millions-of-uninsured-people-can-get-free-aca-plans/
https://www.scribd.com/document/619012427/340B-Hospital-Repayment-Ruling
https://www.fiercehealthcare.com/providers/district-court-remands-340b-underpayment-remedy-hhs-despite-hospitals-push-immediate
https://oag.ca.gov/news/press-releases/attorney-general-bonta-sues-nations-largest-insulin-makers-pharmacy-benefit
https://www.globenewswire.com/news-release/2023/01/09/2584810/0/en/CinCor-Pharma-to-be-Acquired-by-AstraZeneca.html
https://investors.biontech.de/news-releases/news-release-details/biontech-acquire-instadeep-strengthen-pioneering-position-field
https://investors.biontech.de/news-releases/news-release-details/biontech-acquire-instadeep-strengthen-pioneering-position-field
https://www.reuters.com/markets/deals/biontech-acquire-british-artificial-intelligence-startup-instadeep-2023-01-10/
https://www.fiercehealthcare.com/providers/jpm23-carbon-health-nabs-100m-cvs-health-partnership-pilot-primary-care-retail-stores
https://www.chicagobusiness.com/health-care/cvs-exploring-10-billion-oak-street-health-acquisition
https://www.chicagobusiness.com/health-care/cvs-exploring-10-billion-oak-street-health-acquisition
https://www.prnewswire.com/news-releases/blue-cross-blue-shield-companies-form-synergie-medication-collective-a-new-venture-to-radically-improve-affordability-and-access-to-costly-medications-for-millions-of-americans-301714519.html
https://www.prnewswire.com/news-releases/blue-cross-blue-shield-companies-form-synergie-medication-collective-a-new-venture-to-radically-improve-affordability-and-access-to-costly-medications-for-millions-of-americans-301714519.html
https://www.modernhealthcare.com/insurance/blue-cross-synergie-medication-collective-specialty-drug-gene-therapies
https://www.modernhealthcare.com/insurance/blue-cross-synergie-medication-collective-specialty-drug-gene-therapies
https://www.prnewswire.com/news-releases/mark-cuban-cost-plus-drug-company-and-rxpreferred-benefits-announce-partnership-to-increase-healthcare-accessibility-and-reduce-prescription-drug-costs-301718269.html
https://www.prnewswire.com/news-releases/mark-cuban-cost-plus-drug-company-and-rxpreferred-benefits-announce-partnership-to-increase-healthcare-accessibility-and-reduce-prescription-drug-costs-301718269.html
https://www.aap.org/en/news-room/news-releases/aap/2022/american-academy-of-pediatrics-issues-its-first-comprehensive-guideline-on-evaluating-treating-children-and-adolescents-with-obesity/
https://www.wsj.com/articles/pediatricians-recommend-weight-loss-drugs-for-obese-children-11673213563
https://www.wsj.com/articles/pediatricians-recommend-weight-loss-drugs-for-obese-children-11673213563
https://jamanetwork.com/journals/jama-health-forum/fullarticle/2800138
https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2022.00308
https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2022.00308
https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2022.00819
https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2022.00819
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2022.00446
https://acsjournals.onlinelibrary.wiley.com/doi/full/10.3322/caac.21763
https://www.ahcancal.org/News-and-Communications/Fact-Sheets/FactSheets/SNF-Survey-December-2022.pdf

Special Section: COVID-19 and Other Respiratory
llinesses News

HHS renewed the COVID-19 public health emergency (PHE); HHS is reportedly
considering allowing the PHE to expire as early as April.

Moderna plans to charge between $110 and $130 per COVID-19 vaccine once
government purchasing ends, similar to the pricing of Pfizer and BioNTech
for their vaccine.

Department of Defense removed its COVID-19 vaccine mandate for service
members and announced plans to overhaul its approach to countering
biological and chemical threats.

FDA reported AstraZeneca’s COVID-19 preventive monoclonal antibody drug,
Evusheld, is likely not effective at neutralizing infection from the XBB.1.5
variant... Regeneron is developing a COVID-19 monoclonal antibody that
could be effective against all known variants, with clinical trials planned to
begin this year.
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