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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 

 
HHS OIG released its request for information on revisions to the 
anti-kickback laws and beneficiary inducement civil monetary 
penalties… ONC is seeking comments on criteria for the EHR 
Reporting Program mandated by the 21st Century Cures Act.  
 
CMS will allow Part D plans in 2020 to use ”indication-based 
formulary design” to tailor on-formulary coverage of drugs 
predicated on specific indications… FDA will withdraw 2014 
guidance on pain medicines and issue new guidance to encourage 
development of non-opioid pain medications; FDA also proposed 
restricting compounding of three bulk drug substances. 

  

https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html
https://www.gpo.gov/fdsys/pkg/FR-2018-08-27/pdf/2018-18519.pdf
https://www.gpo.gov/fdsys/pkg/FR-2018-08-24/pdf/2018-18297.pdf
https://www.cms.gov/Research-Statistics-Data-and-Systems/Computer-Data-and-Systems/HPMS/Downloads/HPMS-Memos/Weekly/SysHPMS-Memo-2018-Aug-29th.pdf
https://www.cms.gov/newsroom/fact-sheets/indication-based-formulary-design-beginning-contract-year-cy-2020
https://www.cms.gov/newsroom/fact-sheets/indication-based-formulary-design-beginning-contract-year-cy-2020
https://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm384691.pdf
https://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm384691.pdf
https://www.washingtonpost.com/news/to-your-health/wp/2018/08/29/fda-pushes-for-development-of-non-opioid-pain-medications/
https://www.gpo.gov/fdsys/pkg/FR-2018-08-28/pdf/2018-18614.pdf
https://www.gpo.gov/fdsys/pkg/FR-2018-08-28/pdf/2018-18614.pdf
https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html


 
CMS data show that MSSP ACOs generated $314 million in net 
Medicare savings in 2017; meanwhile Next Generation ACOs 
generated $62 million in net Medicare savings in 2016, the 
program’s first year. 
 
 
 
 

 

   

 

Healthcare law and policy news 

 
Bipartisan leaders in both Congressional chambers urged HRSA to 
finalize regulations to improve administration of the 340B drug 
discount program… Republican Senators introduced a bill to 
preserve pre-existing condition protections; while Senate 
Democrats attempt to force a vote to block HHS’ short-term, 
limited duration insurance (STLDI) plan rule. 
 
CMS will repay $468.5 million to New York and Minnesota for the 
states’ Basic Health Programs impacted by the Administration’s 
decision to eliminate cost-shared reduction subsidies… 170 
medical groups expressed concerns about CMS’ proposal to 
simplify evaluation and management codes for physician 
reimbursement. 
 
South Dakota submitted an 1115 waiver request to impose 
Medicaid work requirements on able-bodied adults in two 
counties… Nebraska certified enough signatures to put a 
Medicaid expansion proposal on the ballot in November; a judge 
dismissed efforts to block the measure. 

A federal court ruled that PhRMA lacks standing to challenge 
California’s drug pricing transparency law… Morgan Stanley 
predicted that 8% of hospitals are at risk of closure, and another 
10% are in “weak” financial health… Clover Health will launch 
Medicare Advantage plans in six new markets next year… Cigna 
shareholders overwhelming voted to approve its proposed $67 
billion acquisition of Express Scripts… Stryker will acquire the 
medical device company K2M Group Holdings for $1.2 billion.  

CDC reported that 8.8% of all Americans, and 12.5% of Americans 
under age 65, were uninsured in Q1 2018; and that 47% of 
individuals had high-deductible plans, up from 43.7% in 2017. 
 

https://data.cms.gov/Special-Programs-Initiatives-Medicare-Shared-Savin/2017-Shared-Savings-Program-SSP-Accountable-Care-O/gk7c-vejx
https://innovation.cms.gov/Files/reports/nextgenaco-firstannrpt.pdf
https://innovation.cms.gov/Files/reports/nextgenaco-fg-firstannrpt.pdf
https://energycommerce.house.gov/wp-content/uploads/2018/08/20180827HRSA.pdf
https://energycommerce.house.gov/wp-content/uploads/2018/08/20180827HRSA.pdf
https://www.bloomberg.com/news/articles/2018-08-24/new-senate-gop-bill-eyes-damage-control-over-obamacare-lawsuit
http://thehill.com/policy/healthcare/404148-dem-introduces-measure-to-overturn-trump-expansion-of-non-obamacare-plans
http://thehill.com/policy/healthcare/404148-dem-introduces-measure-to-overturn-trump-expansion-of-non-obamacare-plans
https://www.medicaid.gov/basic-health-program/downloads/final-admin-order-2018-revised-payment-methodology.pdf
https://www.ama-assn.org/170-groups-send-letter-proposed-changes-physician-payment-rule
https://www.ama-assn.org/170-groups-send-letter-proposed-changes-physician-payment-rule
https://news.sd.gov/newsitem.aspx?id=23738
https://journalstar.com/news/state-and-regional/govt-and-politics/medicaid-expansion-to-be-on-the-november-ballot-in-nebraska/article_e0551dbf-ea33-52e1-aec9-549aaf33fac9.html
https://www.forbes.com/sites/brucejapsen/2018/08/28/judge-dismisses-republican-effort-to-block-nebraska-medicaid-expansion/#167e62ec4c93
https://www.forbes.com/sites/brucejapsen/2018/08/28/judge-dismisses-republican-effort-to-block-nebraska-medicaid-expansion/#167e62ec4c93
https://www.bloomberglaw.com/public/desktop/document/Pharmaceutical_Research_and_Manufacturers_of_America_v_Brown_et_a?1535658057
https://leginfo.legislature.ca.gov/faces/billTextClient.xhtml?bill_id=201720180SB17
https://www.bloomberg.com/news/articles/2018-08-21/hospitals-are-getting-eaten-away-by-market-trends-analysts-say
https://www.cloverhealth.com/en/about-us/press/expansion-cathay-press-release?edit
https://www.cloverhealth.com/en/about-us/press/expansion-cathay-press-release?edit
https://www.marketwatch.com/press-release/cigna-shareholders-approve-express-scripts-acquisition-2018-08-24
https://www.wsj.com/articles/stryker-agrees-to-buy-spinal-device-maker-k2m-1535636789
https://www.cdc.gov/nchs/data/nhis/earlyrelease/Insur201808.pdf


 

 
 
 
 

 
   

 
 
Questions or comments, please send to us-hcinsight@kpmg.com  
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