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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. 

 

  

 

Healthcare regulatory news 

CMS released the annual proposed rule for the MA and Part D 
prescrip�on drug programs, which included a proposal to cover an�-
obesity medica�ons (AOMs) for weight loss under both Medicare and 
Medicaid programs; The agency explained the policy as a 
reinterpreta�on of exis�ng statute, which has tradi�onally prohibited 
Medicare from covering weight loss drugs... If finalized, CMS es�mated 
federal spending on GLP-1 drugs would increase by $36B over a 10-
year period. 

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://public-inspection.federalregister.gov/2024-27939.pdf
https://www.ssa.gov/OP_Home/ssact/title19/1927.htm#:%7E:text=(2)%5B324%5D%20List%20of%20drugs%20subject%20to%20restriction.%E2%80%94The%20following%20drugs%20or%20classes%20of%20drugs%2C%20or%20their%20medical%20uses%2C%20may%20be%20excluded%20from%20coverage%20or%20otherwise%20restricted%3A
https://kpmg.com/us/en/capabilities-services/advisory-services/risk-and-compliance/regulation-compliance-healthcare.html#subscribeatw


New guidance issued by FDA requests that sponsors of digital 
technology, such as over-the-counter mobile medical apps, submit 
predetermined change control plans prior to incorpora�ng AI 
capabili�es. 

CMS finalized the six-year Increase Organ Transplant Access Model... 
The final rule maximizes payment to hospitals and removes a health 
equity performance adjustment but does not provide guidance on 
dedicated navigators for donors and recipients, as requested by 
bipar�san Congressional members. 

 

 

 

Healthcare law and policy news 

SAMHSA has released addi�onal resources to help communi�es 
address gun violence and the resul�ng mental health and trauma 
implica�ons. Gun violence has risen significantly since 2020, 
par�cularly in low-resource communi�es, and has been linked to the 
mental health crises exacerbated by the COVID-19 pandemic. 

A bipar�san group of senators introduced the Rural Hospital Flexibility 
Act, which aims to permanently authorize the Medicare Rural Hospital 
Flexibility (FLEX) program, a program that provides states with funding 
to support cri�cal access hospitals.  

NIH researchers developed an AI based algorithm that assists clinicians 
in matching eligible pa�ents to relevant clinical research trials listed in 
ClinicalTrials.gov; researchers hope this algorithm will iden�fy and 
enroll pa�ents in appropriate trials more quickly. 

According to the CDC, less than 42% of individuals eligible for private 
health plans were enrolled in high deduc�ble health plans (HDHPs)... 
Studies show that the high upfront cost of HDHPs have led individuals 
to forgo both necessary and op�onal care. 

Since 2010, over 500 rural and urban hospitals have closed their labor 
and delivery departments, according to a JAMA study, which 
researchers atribute to the marginal profits generated by maternity 
wards. In areas with limited access to maternity care, pregnant people 

https://www.fda.gov/media/166704/download
https://www.federalregister.gov/documents/2024/12/04/2024-27841/medicare-program-alternative-payment-model-updates-and-the-increasing-organ-transplant-access-iota
https://miller.house.gov/media/press-releases/miller-colleagues-send-letter-urging-cms-increase-support-living-kidney-donors#:%7E:text=Washington%20D.C.%20%2D%20Today%2C%20Congresswoman%20Carol,to%20increase%20access%20to%20kidney
https://www.samhsa.gov/newsroom/press-announcements/20241113/biden-harris-administration-releases-resources-help-communities-address-trauma-mental-health-impacts-gun-violence
https://pennstatehealthnews.org/2021/10/u-s-gun-violence-increased-30-during-covid-19-pandemic/
https://www.nytimes.com/interactive/2024/05/14/us/gun-homicides-data.html
https://publichealth.jhu.edu/2022/gun-deaths-spiked-during-the-pandemic
https://www.bing.com/search?q=Rural+Hospital+Flexibility+Act%2C&cvid=f0bff2e1519746a1aedbb6e42ff2690c&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQcyNjZqMGo0qAIIsAIB&FORM=ANAB01&PC=U531
https://www.bing.com/search?q=Rural+Hospital+Flexibility+Act%2C&cvid=f0bff2e1519746a1aedbb6e42ff2690c&gs_lcrp=EgRlZGdlKgYIABBFGDkyBggAEEUYOTIICAEQ6QcY_FXSAQcyNjZqMGo0qAIIsAIB&FORM=ANAB01&PC=U531
https://www.nih.gov/news-events/news-releases/nih-developed-ai-algorithm-matches-potential-volunteers-clinical-trials
https://www.cdc.gov/nchs/data/nhsr/nhsr214.pdf
https://www.nber.org/system/files/working_papers/w21632/w21632.pdf
https://jamanetwork.com/journals/jama/fullarticle/2827543


are more likely to give birth in emergency rooms or outside of a 
hospital, increasing their risk for pregnancy-related complica�ons. 

 

 

 

Ques�ons or comments, please send 
to us-hclsprac�ce@kpmg.com. 
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