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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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HHS is seeking public comment on drug pricing proposals
announced by President Trump last week... In speeches this week,
HHS Secretary Alex Azar promoted the drug pricing “blueprint”;
encouraged manufacturers to work with the agency; and
announced plans to launch a Part B drug competitive acquisition
program... CMS released its updated drug pricing dashboard to
provide information on companies raising prices and notified Part
D plans to prohibit pharmacy gag clauses.

FDA Commissioner Scott Gottlieb released a list of drug
manufacturers limiting access to branded product samples to slow
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generic competition... FDA published draft guidance on waivers,
exceptions, and exemptions to requirements for traceability and
security of certain drugs... CMS initiated a national coverage
analysis for CAR-T cell therapies.
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Healthcare law and policy news

President Trump nominated acting VA Secretary, Robert Wilkie,
to be VA Secretary... CMS Administrator Seema Verma
emphasized that CMS would not approve state-proposed lifetime
limits on Medicaid enrollment... CMS will consolidate several
Medicare quality programs under a single contract worth up to
$25 billion... HHS OIG reported that 10.1% of Medicaid payments
were improper in FY2017, short of its 9.57% reduction target; and
that HHS failed to comply with the Improper Payments
Elimination and Recovery Improvement Act of 2012.

The Defense Department reported that a pilot to replace its EHR
system had 156 “critical” or “severe” incident reports between
September and December 2017 that could lead to patient deaths;
also, the VA finalized its contract with Cerner to modernize the
VA health IT system... HHS OIG told the Senate HELP Committee
that HRSA'’s oversight of the 340B program is inadequate.

CMS renewed and expanded Maryland’s all-payer payment
system through 2023... Vermont enacted legislation making it the
first state to legalize importation of prescription drugs from
Canada... Attorneys General from six states are filing lawsuits
against Purdue Pharma, claiming deceptive marketing of
OxyContin contributed to the opioid epidemic.

The CMS Actuary estimated that 0.8 million individuals would
leave the ACA marketplace for short-term limited duration plans
by 2022 resulting in premium increases 6% above baseline...
Kaiser Family Foundation found that despite market uncertainty,
ACA individual insurers are regaining profitability... UnitedHealth
estimates that Medicaid coverage costs 43% less than ACA
marketplace coverage.
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https://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM606876.pdf
https://www.cms.gov/medicare-coverage-database/details/nca-tracking-sheet.aspx?NCAId=291
https://www.cms.gov/medicare-coverage-database/details/nca-tracking-sheet.aspx?NCAId=291
https://www.politico.com/story/2018/05/18/trump-taps-wilkie-as-next-veterans-affairs-secretary-597621
https://www.fiercehealthcare.com/payer/any-medicaid-lifetime-limit-proposal-doa-verma
http://www.modernhealthcare.com/article/20180516/NEWS/180519932
http://www.modernhealthcare.com/article/20180516/NEWS/180519932
https://www.fbo.gov/index?s=opportunity&mode=form&id=ef724a647fc8e120ba41facb75e98f19&tab=core&_cview=1
https://oig.hhs.gov/oas/reports/region17/171852000.pdf
https://s3.amazonaws.com/assets.fiercemarkets.net/public/004-Healthcare/external_Q22018/MHSGENESIS_IOTANDE.pdf
https://www.va.gov/opa/pressrel/pressrelease.cfm?id=4061
https://www.help.senate.gov/imo/media/doc/Maxwell.pdf
http://governor.maryland.gov/2018/05/14/governor-larry-hogan-announces-federal-approval-of-maryland-model-all-payer-contract/
http://governor.maryland.gov/2018/05/14/governor-larry-hogan-announces-federal-approval-of-maryland-model-all-payer-contract/
https://legislature.vermont.gov/assets/Documents/2018/Docs/BILLS/S-0175/S-0175%20As%20Introduced.pdf
https://www.politico.com/story/2018/05/16/vermont-drug-imports-canada-546107
https://www.washingtonpost.com/business/economy/six-more-states-join-opioid-lawsuit-against-purdue-pharma/2018/05/15/98d689e8-5872-11e8-858f-12becb4d6067_story.html
https://www.cms.gov/Research-Statistics-Data-and-Systems/Research/ActuarialStudies/Downloads/STLD20180406.pdf
https://www.kff.org/private-insurance/issue-brief/individual-insurance-market-performance-in-2017/
http://www.unitedhealthgroup.com/%7E/media/UHG/PDF/2018/Public-Exchange-Medicaid-Brief.ashx
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Questions or comments, please send to us-hcinsight@kpmg.com
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