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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 

 
FDA Commissioner Scott Gottlieb announced the creation of the 
Office of Drug Evaluation Science (ODES) to provide more 
standardized drug review processes… Gottlieb also provided 
updates on how the government shutdown is impacting FDA; 
wrote letters to Juul and Altria highlighting their failure to reduce 
minors’ access to e-cigarettes; and expressed concern about drug 
manufacturers undermining biosimilar competition. 
 
FDA approved 59 new drugs in 2018, the most in more than a 
decade… FDA unveiled a software pre-certification model, 2019 
test plan, and regulatory framework… FDA plans to expand its 

  

https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html
https://www.statnews.com/2019/01/07/fda-plans-to-create-a-new-office-to-leverage-cutting-edge-science/
https://twitter.com/SGottliebFDA/status/1082769519058276352
https://twitter.com/SGottliebFDA/status/1082810369062694912
https://www.nytimes.com/2019/01/04/health/fda-juul-altria-youth-vaping.html
https://www.washingtonpost.com/business/economy/drugmakers-alleged-scare-tactics-may-hold-back-competition/2019/01/09/612ac994-046d-11e9-9122-82e98f91ee6f_story.html
https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/DrugInnovation/UCM629290.pdf
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm629306.htm
https://www.fda.gov/downloads/MedicalDevices/DigitalHealth/DigitalHealthPreCertProgram/UCM629276.pdf
https://www.fda.gov/downloads/MedicalDevices/DigitalHealth/DigitalHealthPreCertProgram/UCM629277.pdf
https://www.fda.gov/downloads/MedicalDevices/DigitalHealth/DigitalHealthPreCertProgram/UCM629277.pdf
https://www.fda.gov/downloads/MedicalDevices/DigitalHealth/DigitalHealthPreCertProgram/UCM629278.pdf
https://www.fda.gov/NewsEvents/Newsroom/FDAVoices/ucm629326.htm
https://info.kpmg.us/subscribe-to-kpmg-center-for-healthcare-regulatory-insights.html


Sentinel electronic safety surveillance system into a national data 
and scientific resource by 2023. 
 
 

 

   

 

Healthcare law and policy news 

 
President Trump met with top administration officials on recent 
drug price increases… Senate Finance Committee Chair Chuck 
Grassley (R-IA) outlined his drug pricing priorities, while 
Congressional Democrats unveiled a series of drug price 
legislative proposals… The House Oversight Committee’s first 
hearing of the new Congress will be on prescription drug prices. 
 
Civica Rx, the not-for-profit generic drug company, added 12 new 
member health systems … Takeda completed its $62 billion 
acquisition of Shire… Eli Lilly will purchase Loxo Oncology for $8 
billion and began posting information online about list prices and 
out-of-pocket costs for advertised medications… Wall Street 
Journal reported that Medicare Part D plan bids consistently 
overestimated costs, adding $9.1 billion more in taxpayer 
spending over the past decade. 
 
Chris Taylor was named Acting Director of the Center for 
Medicaid and CHIP Services…The House voted (235-192) to intervene 
in Texas vs. US, while the Justice Department requested delaying 
case proceedings during the government shutdown. 
 
Healthcare added 50,200 jobs in December, the greatest monthly 
gain since 1990… Health Affairs studies found that the US spent 
25% more per-capita ($9,892) on healthcare in 2016 than the 
next highest OECD country and that brand-name prescription 
drug cost growth is driven primarily by price increases on existing 
drugs.  
 
California Governor Gavin Newsom announced plans to expand 
insurance coverage and signed an executive order to consolidate 
state prescription drug purchasing to leverage price 
negotiations… Washington Governor Jay Inslee unveiled plans to 
create a public insurance option… New York City plans to spend 
$100 million to expand health access to uninsured residents.  
 

 
   

https://www.fda.gov/downloads/Safety/FDAsSentinelInitiative/UCM629243.pdf
https://www.politico.com/story/2019/01/08/trump-summons-advisers-drug-price-hikes-1068652
https://www.grassley.senate.gov/news/news-releases/grassley-becomes-finance-committee-chairman-outlines-agenda-116th-congress
https://www.axios.com/senate-drug-price-plan-chuck-grassley-79f414ed-8fd6-4bbe-8604-3dc6dc9961f4.html
https://thehill.com/policy/healthcare/424455-democrats-seek-early-victories-on-drug-prices
https://democrats-oversight.house.gov/sites/democrats.oversight.house.gov/files/Oversight%20Committee%20Hearing%20Schedule%202019.pdf
https://democrats-oversight.house.gov/sites/democrats.oversight.house.gov/files/Oversight%20Committee%20Hearing%20Schedule%202019.pdf
https://civicarx.org/civica-rx-welcomes-new-founding-members-january-7-2019/
https://www.bloomberg.com/news/articles/2019-01-07/how-takeda-s-62-billion-shire-deal-reshapes-the-pharma-world
https://www.bloomberg.com/news/articles/2019-01-07/how-takeda-s-62-billion-shire-deal-reshapes-the-pharma-world
https://www.statnews.com/2019/01/07/eli-lilly-to-acquire-loxo/
https://thehill.com/policy/healthcare/424436-drugmaker-eli-lilly-to-start-publishing-list-prices-of-drugs
https://www.wsj.com/articles/the-9-billion-upcharge-how-insurers-kept-extra-cash-from-medicare-11546617082
https://www.modernhealthcare.com/article/20190108/NEWS/190109926
https://morningconsult.com/2019/01/09/3-gop-lawmakers-side-with-house-democrats-on-texas-aca-case-intervention/
https://morningconsult.com/2019/01/09/3-gop-lawmakers-side-with-house-democrats-on-texas-aca-case-intervention/
https://oag.ca.gov/system/files/attachments/press-docs/00514787871-motion-stay-proceedings-light-lapse-appropriations.pdf
https://www.bls.gov/news.release/pdf/empsit.pdf
https://www.healthaffairs.org/doi/10.1377/hlthaff.2018.05144
https://www.healthaffairs.org/doi/10.1377/hlthaff.2018.05144
https://www.healthaffairs.org/doi/abs/10.1377/hlthaff.2018.05147
http://www.latimes.com/politics/la-pol-ca-gavin-newsom-healthcare-proposal-20190107-story.html
https://www.gov.ca.gov/wp-content/uploads/2019/01/EO-N-01-19-Attested-01.07.19.pdf
https://medium.com/wagovernor/inslee-announces-public-option-legislation-to-promote-health-care-for-all-47bd01010a82
https://www.bloomberg.com/news/articles/2019-01-08/nyc-to-fund-health-care-for-all-including-the-undocumented
https://www.bloomberg.com/news/articles/2019-01-08/nyc-to-fund-health-care-for-all-including-the-undocumented


 

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