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Editor’s note

This series is produced by KPMG Healthcare and is intended to be short and succinct, less
than 360 words, to provide a weekly digestible bite of healthcare regulatory, policy, and
industry news relevant to our clients. Links are provided to source material (proposed and final
regulations, agency guidance and press releases, reports, research, etc.) when

available. 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 to this email with
any comments or requests.

Subscribe here

)

Healthcare regulatory news

The CMS Innovation Center announced changes to the Achieving Healthcare Efficiency
through Accountable Design (AHEAD) Model, extending its end date to December 31, 2035,
with new requirements for states beginning in January 2026 to implement policies promoting
“choice and competition,” and a population health accountability plan focused on preventive
care and chronic disease prevention.


https://kpmg.com/us/en/home/insights/2018/01/around-the-world-in-360-words.html
https://kpmg.com/us/en/capabilities-services/advisory-services/risk-and-compliance/regulation-compliance-healthcare.html#subscribeatw
https://kpmg.com/us/en/capabilities-services/advisory-services/risk-and-compliance/regulation-compliance-healthcare.html#subscribeatw
https://www.cms.gov/innovation-insight-cms-announces-changes-achieving-healthcare-efficiency-through-accountable-design

HHS plans to intensify enforcement against healthcare entities that engage in information
blocking, a practice that restricts patient access to their electronic health information. The
initiative comes amid ongoing implementation of the 21st Century Cures Act, which mandates

timely, electronic access to health information.

CMS provided additional information about the Rural Health Transformation Program,

emphasizing strategic goals to enhance access, quality, and sustainability of care in rural
communities. The agency shared a timeline, stating the Notice of Funding Opportunity will be
released by mid-September, with state application deadlines set for early November.

FDA will now release Complete Response Letters (CRLs) in real time, publishing them
promptly after issuance to drug developers and making all related letters for approved
applications available publicly. As part of this effort, the agency has also posted a previously
unpublished batch of 89 CRLs issued since 2024.

Healthcare law and policy news

HHS Secretary Robert F. Kennedy Jr. testified before the Senate Finance Committee amid
scrutiny over major changes at the CDC, including the departure of director Susan Monarez
and proposed budget cuts. Senators questioned Kennedy on broader federal health system
reforms, vaccine policy shifts, and funding reductions, which have raised concerns about the
impact on public health programs and scientific research.

Florida Surgeon General Joseph Ladapo announced plans to eliminate all vaccine mandates
in the state, including those for schoolchildren, making Florida the first state to seek complete
repeal of immunization requirements. The repeal process will likely require legislative action
and face potential legal challenges.

According to CMS, Medicare Shared Savings Program Accountable Care Organizations
(ACOs) generated a record $2.4B in net savings for Medicare in 2024, with 75% of
participating ACOs earning performance payments for meeting financial and quality

benchmarks.


https://www.hhs.gov/press-room/hhs-crackdown-health-data-blocking.html
https://www.fda.gov/regulatory-information/selected-amendments-fdc-act/21st-century-cures-act
https://www.cms.gov/priorities/rural-health-transformation-rht-program/rural-health-transformation-rht-program
https://www.fda.gov/news-events/press-announcements/fda-announces-real-time-release-complete-response-letters-posts-previously-unpublished-batch-89
https://www.statnews.com/2025/09/04/hhs-secretary-kennedy-testifies-congress-cdc-vaccines-budget-cuts/?utm_campaign=breaking_news&utm_medium=email&_hsenc=p2ANqtz--yENObk2ezU2IsT3p6kad44EfTcVFEK7Z9T51w-1PGwMBJT9Bgg5mq7TOJXpWuvy1WXOfTJtRk3tbBZ6nqbdYHw9unLw&_hsmi=379003632&utm_content=379003632&utm_source=hs_email
https://www.npr.org/2025/09/03/nx-s1-5527093/florida-working-to-end-vaccine-mandates
https://www.reuters.com/business/healthcare-pharmaceuticals/florida-plans-end-all-vaccine-mandates-who-could-challenge-move-2025-09-05/
https://www.cms.gov/files/document/fact-sheet-ssp-py24-financial-and-quality-results.pdf
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