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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. 

 

  
 

 

Healthcare regulatory news 

HHS-Labor-Treasury reported 110,034 surprise billing disputes were 
initiated through the independent dispute resolution process in Q4 2022, 
“significantly more” than expected for the full year. 
 
CMS data show 42% of organ procurement organizations were operating 
at the lowest-performing tier in 2021, up from 28% in 2019. 
 
FDA issued draft guidance on decentralized clinical trials. 
 
OIG estimated $580M of $1B in Medicare psychotherapy service 
payments, including $348M for telehealth services, were improper from 
March 2020-February 2021.  
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/decentralized-clinical-trials-drugs-biological-products-and-devices
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https://oig.hhs.gov/oas/reports/region9/92103021.pdf
https://click.email.kpmgus.com/?qs=ab8d4dd8d3b17df8f2c1df6a34268f41e3be9d499c992cfad91d41d2339dbb36699d74c9cbcc8f7d469a3d063113a83a73485c7e1587862a


 

  

 

Healthcare law and policy news 

Treasury Department and CBO forecasted the debt ceiling could be 
reached as early as June 1. 
 
CVS completed its acquisition of Oak Street Health… CommonSpirit 
completed acquisition of Steward’s Utah health sites, including five 
hospitals… Astellas Pharma plans to acquire Iveric Bio ($5.9B)… Option 
Care Health will acquire Amedisys ($3.6B)… Centene is selling its AI tool 
Apixio to New Mountain Capital… UnitedHealth will pay $91.27M to settle 
claims it underpaid Envision Healthcare providers. 
 
Following positive clinical trial results, Eli Lilly will seek FDA approval of its 
Alzheimer’s treatment, donanemab. 
 
CMS data show half of eligible Medicare beneficiaries are now in Medicare 
Advantage. 
 
Health Affairs articles found: (1) patients seen by hospital-integrated 
cardiologists were more likely to receive high-intensity, hospital-based 
interventions (e.g., cardiac catheterization) than those seen by independent 
cardiologists; and, (2) hospital 340B program eligibility was associated with 
a 22.9 percentage point reduction in biosimilar adoption… A JAMA study 
found the proportion of pediatric ED visits for mental health increased from 
2011 (7.7%) to 2020 (13.1%); suicide-related visits increased 5-fold. 
 
Due to procedural disagreements, Senate HELP Committee postponed 
markup of generic and PBM legislation until May 11, a day after a hearing 
with executives from insulin and PBM companies… Senate Finance 
Committee reported more than 80% of listed, in-network mental health 
providers weren’t available to MA plan beneficiaries. 
 
An AMN Healthcare survey found 30% of nurses plan to leave their career, 
due to the pandemic… Nursing school enrollment fell for the first time in 
two decades last year. 
 
US death rate dropped 5.3% from 2021-2022; cancer and heart disease 
death rates increased… CDC reported fentanyl-related drug overdoses 
increased 279% from 2016-2021; drug overdoses among Black Americans 
increased faster than for other racial/ethnic groups from 2019-2021. 
  

 

  

 

Special Section: COVID-19 News 

https://www.nbcnews.com/politics/white-house/treasury-says-us-will-hit-debt-limit-early-june-1-sooner-expected-rcna82323
https://www.cbo.gov/publication/59119
https://www.cvshealth.com/news/company-news/cvs-health-completes-acquisition-of-oak-street-health.html
https://www.businesswire.com/news/home/20230501005558/en/Steward-Health-Care-Completes-Sale-of-its-Utah-Health-Care-Sites-to-CommonSpirit-Health
https://www.wsj.com/articles/astellas-pharma-to-buy-iveric-bio-for-about-5-9b-2d67408e
https://investors.optioncarehealth.com/news-releases/news-release-details/option-care-health-and-amedisys-combine-creating-leading
https://www.prnewswire.com/news-releases/centene-corporation-signs-definitive-agreement-to-divest-apixio-to-new-mountain-capital-301814246.html
https://www.prnewswire.com/news-releases/centene-corporation-signs-definitive-agreement-to-divest-apixio-to-new-mountain-capital-301814246.html
https://www.envisionhealth.com/news/2023/envision-healthcare-awarded-in-judgment
https://www.envisionhealth.com/news/2023/envision-healthcare-awarded-in-judgment
https://www.cnbc.com/2023/05/03/alzheimers-eli-lilly-treatment-donanemab-slowed-disease-progression.html
https://www.cnbc.com/2023/05/03/alzheimers-eli-lilly-treatment-donanemab-slowed-disease-progression.html
https://data.cms.gov/summary-statistics-on-beneficiary-enrollment/medicare-and-medicaid-reports/medicare-monthly-enrollment
https://www.kff.org/policy-watch/half-of-all-eligible-medicare-beneficiaries-are-now-enrolled-in-private-medicare-advantage-plans/
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2022.01294
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2022.01294
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2022.00812
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2022.00812
https://jamanetwork.com/journals/jama/fullarticle/2804326?resultClick=1
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https://www.fiercehealthcare.com/regulatory/senate-panel-delays-drug-pricing-bill-markup-until-after-blockbuster-hearing-big-pbm
https://www.fiercehealthcare.com/regulatory/senate-panel-delays-drug-pricing-bill-markup-until-after-blockbuster-hearing-big-pbm
https://www.sanders.senate.gov/press-releases/news-help-committee-to-bring-ceos-of-major-insulin-manufacturers-and-pbms-together-for-historic-hearing-to-discuss-the-need-to-lower-insulin-prices-and-the-cost-of-other-prescription-drugs/
https://www.finance.senate.gov/imo/media/doc/050323%20Ghost%20Network%20Hearing%20-%20Secret%20Shopper%20Study%20Report.pdf
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https://www.amnhealthcare.com/siteassets/amn-insights/surveys/amn-rnsurvey-2023-final.pdf
https://www.businesswire.com/news/home/20230502005952/en/New-Data-Show-Enrollment-Declines-in-Schools-of-Nursing-Raising-Concerns-About-the-Nation%E2%80%99s-Nursing-Workforce
https://www.cdc.gov/mmwr/volumes/72/wr/mm7218a3.htm
https://www.cdc.gov/nchs/data/vsrr/vsrr027.pdf
https://www.cdc.gov/nchs/data/vsrr/vsrr027.pdf
https://www.cdc.gov/mmwr/volumes/71/wr/mm7129e2.htm
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World Health Organization declared COVID-19 is no longer a public health 
emergency of international concern.  
 
The Biden Administration will end the COVID-19 vaccine requirement for 
federal employees, contractors, international travelers, head start 
educators, and employees of CMS-certified facilities… CDC plans to stop 
tracking COVID-19 transmissions in local communities and rely more on 
hospitalizations… CMS released a consumer fact sheet on coverage of 
COVID-19 tests after expiration of the PHE. 
 
DEA is proposing to temporarily extend telehealth flexibilities permitting 
telehealth prescribing of controlled substance prescriptions… CMS 
proposed continuing telehealth and other pandemic-related flexibilities 
through year-end for the Medicare Diabetes Prevention Program.   
 
FDA granted emergency use authorization for a fourth dose of Pfizer-
BioNTech’s COVID-19 bivalent vaccine for certain immunocompromised 
children aged 6 months to 4 years old… FDA vaccine advisory committee 
will meet June 15 to discuss recommendations on what COVID-19 strains 
to include in an updated vaccine this fall… Moderna anticipates its updated 
COVID-19 vaccine will have a list price of $110 to $130.  
 
Leapfrog Group reported the risk of hospital-acquired infections reached a 
five-year high during the pandemic. 
 
FDA approved the first RSV vaccine, approved for prevention of disease in 
individuals 60 years and older. 
 

 

  

 

Questions or comments, please send 
to us-hclspractice@kpmg.com. 
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