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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
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CMS 1332 waiver guidance allows more consumer plan options,
including short-term policies; streamlines the waiver request
process and provides more flexibility for states in meeting
regulatory requirements... A CMS proposed rule seeks input on an
“International Pricing Index” payment model to better align Part B
drug prices with prices in other countries... CMS announced that
75,000 individuals’ files were improperly accessed on the ACA
agents and brokers direct enrollment portal... CMS announced
release of SNF Quality Reporting Program (QRP) data on Nursing
Home Compare.



https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html
https://www.gpo.gov/fdsys/pkg/FR-2018-10-24/pdf/2018-23182.pdf
https://www.cms.gov/CCIIO/Programs-and-Initiatives/State-Innovation-Waivers/Downloads/SRE-Waiver-Fact-Sheet.pdf
https://www.cms.gov/blog/new-state-relief-and-empowerment-waiver-guidance-gives-states-tools-help-fix-broken-health-insurance
https://www.cms.gov/sites/drupal/files/2018-10/10-25-2018%20CMS-5528-ANPRM.PDF
https://www.cms.gov/newsroom/fact-sheets/anprm-international-pricing-index-model-medicare-part-b-drugs
https://www.cms.gov/newsroom/press-releases/cms-responding-suspicious-activity-agent-and-broker-exchanges-portal
https://www.cms.gov/newsroom/press-releases/cms-responding-suspicious-activity-agent-and-broker-exchanges-portal
https://www.cms.gov/newsroom/fact-sheets/skilled-nursing-facility-snf-quality-reporting-program-qrp-data-nursing-home-compare
https://www.cms.gov/newsroom/fact-sheets/skilled-nursing-facility-snf-quality-reporting-program-qrp-data-nursing-home-compare
https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html

An IRS-Labor-HHS proposed rule would expand the use of health
reimbursement accounts (HRAs), allowing employers to provide
subsidies for employees to purchase individual health coverage...
OMB is reviewing a HRSA proposed rule to change the effective
date of 340B ceiling prices and penalties from July 1 to January 1.

FDA approved the first novel-mechanism flu drug in almost 20
years... FDA, with international partners, took action against 465
online pharmacies selling potentially dangerous and unapproved
opioid, cancer, and antiviral drugs... FDA draft guidance clarifies
verification system requirements for drug manufacturers to meet
statutory changes for quarantine and investigation of suspect
drugs, and disposal of illegitimate drugs... FDA authorized
“WideTrial” to charge patients for participation in an experimental
drug trial.
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Healthcare law and policy news

President Trump signed the bipartisan opioid package; a diverse
group of private sector partners pledged efforts to help combat
the opioid crisis... CMS announced the Maternal Opioid Misuse
(MOM) model to help align and coordinate care of pregnant and
postpartum Medicaid beneficiaries with opioid use disorder.

CMS approved North Carolina’s 1115 waiver to transition
Medicaid to managed care... A KFF survey found that Medicaid
enrollment decreased 0.6% in FY18, while program spending
grew 4.2%; A2 Strategy Group found that three-quarters of
Medicaid beneficiaries (54.9 million) are enrolled in managed
care... KFF estimated that ACA policy changes increased 2019
premiums, on average, by 6%.

Maryland asked the Supreme Court to uphold the state’s drug
pricing gouging law, while Arkansas asked the Supreme Court to
overturn a federal appeals court decision striking down its drug

pricing law regulating PBMs.

Amgen cut the price of its cholesterol medicine, Repatha, by
60%... Express Scripts informed pharmacies that networks will
expand, including mail-order pharmacies in 2019.
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https://s3.amazonaws.com/public-inspection.federalregister.gov/2018-23183.pdf
https://www.reginfo.gov/public/do/eoDetails?rrid=128548
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm624226.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm624070.htm
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm624070.htm
https://www.gpo.gov/fdsys/pkg/FR-2018-10-25/pdf/2018-23306.pdf
https://www.biocentury.com/bc-extra/company-news/2018-10-18/widetrial-seeks-increase-expanded-access-programs-helping-
https://www.biocentury.com/bc-extra/company-news/2018-10-18/widetrial-seeks-increase-expanded-access-programs-helping-
https://www.nbcnews.com/politics/congress/trump-signs-sweeping-opioid-bill-vow-end-scourge-drug-addiction-n923976
https://www.whitehouse.gov/articles/year-historic-action-combat-opioid-crisis/
https://innovation.cms.gov/initiatives/maternal-opioid-misuse-model/
https://innovation.cms.gov/initiatives/maternal-opioid-misuse-model/
https://edit.cms.gov/sites/drupal/files/2018-10/10-23-2018%20Fact%20Sheet%20Maternal%20Opioid%20Misuse%20%28MOM%29%20Model%20%28FINAL%29.pdf
https://www.medicaid.gov/Medicaid-CHIP-Program-Information/By-Topics/Waivers/1115/downloads/nc/nc-medicaid-reform-ca.pdf
https://www.kff.org/medicaid/issue-brief/medicaid-enrollment-spending-growth-fy-2018-2019/
https://a2strategy.com/
https://www.kff.org/health-reform/issue-brief/how-repeal-of-the-individual-mandate-and-expansion-of-loosely-regulated-plans-are-affecting-2019-premiums/
http://src.bna.com/CDo
https://www.washingtonpost.com/national/health-science/maryland-asks-supreme-court-to-uphold-law-on-drug-pricing/2018/10/19/41cb05dc-d3d5-11e8-a4db-184311d27129_story.html?utm_term=.a73d1487bc2f
https://www.washingtonpost.com/national/health-science/maryland-asks-supreme-court-to-uphold-law-on-drug-pricing/2018/10/19/41cb05dc-d3d5-11e8-a4db-184311d27129_story.html?utm_term=.a73d1487bc2f
https://arkansasag.gov/media-center/news-releases/rutledge-asks-u.s-supreme-court-to-protect-arkansas-pharmacies-from-negative-reimbursements/
https://arkansasag.gov/site/assets/files/4186/36888_pdf_johnson_br.pdf
https://arkansasag.gov/site/assets/files/4186/36888_pdf_johnson_br.pdf
https://www.prnewswire.com/news-releases/amgen-makes-repatha-evolocumab-available-in-the-us-at-a-60-percent-reduced-list-price-300737367.html
https://www.documentcloud.org/documents/5017815-Express-Scripts-Mail-Order-Email.html
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Questions or comments, please send to us-hcinsight@kpmg.com
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