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Editor’s note

This note is produced by the KPMG Center for Healthcare Regulatory
Insight and is intended to be short and succinct, less than 360 words,
to provide a digestible bite of news relevant to our clients and
practices. Links are provided to source material (proposed and final
regulations, agency guidance and press releases, reports, research,
etc.) when available.

In order to continue receiving ATW 360 in future weeks, you will
need to subscribe to our mailing list here. Please share this email
with colleagues and other interested individuals.

Healthcare regulatory news

d
T

The 2019 Medicare Shared Savings Program (MSSP) proposed rule
would overhaul the ACO program with a basic track requiring two-
sided risk assumption after 2 years (1 year for current
participants), and an enhanced track that begins in two-sided risk...
CMS proposed rule would adopt the ACA risk adjustment program
it previously established for the 2018 benefit year... OMB is
reviewing a proposed rule impacting Medicaid and CHIP managed
care provider enrollment and terminations.



https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html
https://s3.amazonaws.com/public-inspection.federalregister.gov/2018-17101.pdf
https://www.healthaffairs.org/do/10.1377/hblog20180809.12285/full/
https://s3.amazonaws.com/public-inspection.federalregister.gov/2018-17142.pdf
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT40
https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html

CMS guidance encourages “unloaded silver plans” outside the
Exchange in some states... a Medicaid Rebate Program notice
provides calculation guidance impacting drug manufacturer rebate
liability for line extensions... FDA draft guidance establishes new
endpoints for demonstrating effectiveness of medication-assisted
treatment for opioid use disorder... FDA approved the first generic
drug under the Competitive Generic Therapy designation; FDA
approved or tentatively approved a record number of generics in
July (126).

President Trump told business leaders an announcement is coming
next week to get drug prices down “really, really substantially”...
CMS will allow Medicare Advantage plans to use step therapy for
Part B drugs in 2019... the FDA and FTC are partnering to address
rising drug prices.

Healthcare law and policy news

AMA urged the Justice Department to block the proposed CVS-
Aetna merger; Rite Aid and Albertson terminated their proposed
$24B merger... Express Scripts will stop covering 48 brand-name
drugs next year, saving more than $3B... Humana sued dozens of
generic drug manufacturers for alleged price-fixing that increased
drug prices as much as 8,000%.

Memorial Sloan Kettering researchers concluded that the US
spent $480 billion (nearly 15% of total healthcare spending) on
prescription drugs in 2016, when gross profits of intermediaries
such as PBMs are included... CVS argued that there is little
relationship between the size of a drug rebate and list price
increases, deflecting assertions that PBMs are responsible for
increasing costs.

Altarum reported that health spending grew 5.2% over the past
year, up from 4.2% the previous year... National Business Group
on Health projected that employers will spend $14,800 per
employee on health coverage next year, up 5% from this year...
Henry Ford Health System will contract directly with General
Motors to offer new health plan options for 3,000 employees in
2019.



https://www.cms.gov/CCIIO/Resources/Regulations-and-Guidance/Downloads/offering-plans-not-QHPs-without-CSR-loading.pdf
https://www.medicaid.gov/medicaid-chip-program-information/by-topics/prescription-drugs/downloads/rx-releases/state-releases/state-rel-186.pdf
https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM615743.pdf
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm616167.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm616167.htm
https://www.washingtonexaminer.com/policy/healthcare/fda-broke-monthly-generic-drug-approval-record-in-july#!
https://www.bloomberg.com/news/articles/2018-08-08/trump-says-drug-prices-will-drop-really-really-substantially
https://www.cms.gov/Medicare/Health-Plans/HealthPlansGenInfo/Downloads/MA_Step_Therapy_HPMS_Memo_8_7_2018.pdf
https://www.bna.com/ftc-fda-team-n73014481446/
https://searchlf.ama-assn.org/undefined/documentDownload?uri=%2Funstructured%2Fbinary%2Fletter%2FLETTERS%2F2018-8-7-Letter-to-Delrahim-CVS-Aetna-Merger.pdf
https://www.forbes.com/sites/brucejapsen/2018/08/08/rite-aid-and-albertsons-abort-merger/#197f14186130
https://expressscriptsholdingco.gcs-web.com/news-releases/news-release-details/express-scripts-announces-new-recommendations-tackling-high-drug
https://s3.amazonaws.com/assets.fiercemarkets.net/public/004-Healthcare/external_Q32018/HumanaVActavis.pdf
https://s3.amazonaws.com/assets.fiercemarkets.net/public/004-Healthcare/external_Q32018/HumanaVActavis.pdf
https://www.healthaffairs.org/do/10.1377/hblog20180726.670593/full/
https://www.wsj.com/articles/cvs-gets-a-boost-from-more-prescription-sales-1533730060
http://investors.cvshealth.com/%7E/media/Files/C/CVS-IR-v3/documents/08-aug-2018/q2-2018-earnings-presentation.pdf
https://altarum.org/sites/default/files/uploaded-related-files/SHSS-Spending-Brief_August_2018.pdf
https://www.businessgrouphealth.org/news/nbgh-news/press-releases/press-release-details/?ID=348
https://www.prnewswire.com/news-releases/henry-ford-health-system-launches-direct-to-employer-healthcare-contract-with-general-motors-300692613.html
https://www.prnewswire.com/news-releases/henry-ford-health-system-launches-direct-to-employer-healthcare-contract-with-general-motors-300692613.html
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