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McDermottPlus Check-Up: May 21, 2021 
McDermott+Consulting is pleased to provide the McDermottPlus Check-Up, your regular update on health 
care policy from Washington, DC. 

   

This Week’s Dose: The Senate Finance Committee explored extension of various public health 
emergency flexibilities, including telehealth and hospital-at-home. The Health Resources & Services 
Administration (HRSA) threatened enforcement action against drug manufacturers denying 340B pricing. 

Congress 

+ Senate Finance Committee Discussed Flexibilities Beyond the Pandemic. The Finance 
Committee explored potential extension of waivers and flexibilities tied to the COVID-19 Public 
Health Emergency (PHE). During the hearing, witnesses and Senators recognized the critical role 
that telehealth has played during the PHE in advancing health equity, but consensus around 
which policies to make permanent remained elusive. Some Senators called for additional study of 
the impact of telehealth on quality, utilization and health care spending before making telehealth 
flexibilities permanent. In addition, many Senators were specifically supportive of the hospital-at-
home waivers, which have been used during the pandemic to expand the healthcare delivery 
system by allowing acute care services typically provided in a hospital setting to be delivered in 
the patient’s home. Many existing flexibilities that are tied to the PHE will expire without 
Congressional action, however, and the legislative path forward from here remains murky. 

+ Senate Judiciary Committee Examined Impacts of Hospital Consolidation.   Witness 
testimony largely focused on negative aspects of hospital consolidation, suggesting that it leads 
to higher health care prices, lower wages for health care workers, and less choice for patients. 
Testimony also attributed hospital consolidation to government policies that encourage providers 
to consolidate, such as health care anti-abuse laws, Medicare payment rules, licensing, certificate 
of need laws and potentially the growing role of private equity ownership. Notwithstanding these 
concerns, members and witnesses also discussed how integrated health systems were able to 
leverage their scale to respond effectively to the pandemic. Chairwoman Klobuchar (D-MN) 
indicated that the Department of Justice and the Federal Trade Commission should consider 
revising guidance regarding antitrust enforcement practices.  

+ House Passed the Fairness in Orphan Drug Exclusivity Act. The bill, sponsored by Rep. 
Madeleine Dean (D-PA), aims to close a longstanding loophole for orphan drugs—a designation 
given by the U.S. Food and Drug Administration to drugs that are developed to treat rare 
diseases or for which the manufacturer does not expect to recoup development costs. This 
designation comes with seven years of market exclusivity for the drug, but scrutiny over drug 
prices has led lawmakers to examine how manufacturers use the designation. Rep. Dean’s bill 
would require manufacturers to show that they will not recover costs within the first 12 years the 
drug is marketed prior to granting the exclusivity. The bill passed the house 402-23. It is unclear 
whether it will get picked up in the Senate.  

 

https://www.mcdermottplus.com/wp-content/uploads/2021/05/19.05.21-Senate-Finance-COVID-19-Flexibilities.pdf
https://www.mcdermottplus.com/wp-content/uploads/2021/05/19.05.21-Senate-Finance-COVID-19-Flexibilities.pdf
https://www.mcdermottplus.com/senate-judiciary-committee_subcommittee-on-antitrust_hospital-consolidation-hearing_05192021/
https://www.congress.gov/bill/117th-congress/house-bill/1629/text
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Administration 

+ HRSA Issued Letters to Six Major Drug Manufacturers on 340B Obligations. In notices 
issued to manufacturers on Monday, HRSA warned that these drug manufacturers were required 
to sell drugs at the 340B ceiling price to contract pharmacies and that sales could not be 
conditioned on the collection of additional data. In what could be a significant step forward in 
protections for 340B covered entities, the agency warned that failure to comply could result in the 
imposition of civil monetary penalties. On Thursday, one manufacturer responded by filing an 
emergency motion for stay of any enforcement action that HRSA might take for noncompliance.  

+ HHS Announced Funding to Abate Mental Health Crisis, Substance Abuse. The Substance 
Abuse and Mental Health Services Administration will distribute $3 billion secured under the 
American Rescue Plan Act through two block grant programs aimed at mental health and 
substance abuse treatments. Early in the pandemic, experts worried that mental health and 
opioid abuse epidemics would intensify during long periods of social isolation and financial 
instability, exacerbating existing public health crises of suicide and substance abuse. The infusion 
of resources into community behavioral health research and programming comes alongside the 
establishment of a Behavioral Health Coordinating council to “facilitate collaborative, innovative, 
transparent, equitable, and action-oriented approaches to addressing the [Department of Health 
and Human Services] behavioral health agenda.” The funds will be distributed to the states and 
generally administered by state public health and/or social service departments. 

States and Courts  

+ Texas Filed Lawsuit to Reinstate Medicaid 1115 Waiver Revoked by Biden Administration. 
In April, the Biden administration revoked a 10-year extension to Texas’ Medicaid demonstration 
program that would have continued to help offset unfunded care and provide services for Texas’ 
low-income uninsured population. The Attorney General for the State of Texas has viewed this as 
an attempt by the Biden Administration to force negotiations with Texas to expand Medicaid. 
CMS, which has jurisdiction over waiver approval, stated that Texas should not have been 
exempt from public notice and comment before the Trump Administration granted the waiver. 
Now, Texas is suing the agency, claiming that CMS violated administrative procedures and 
overreached in its authority, posing a significant threat of disruption to safety net care in the state. 
Simultaneously, Texas is resubmitting the same waiver, this time allowing for the previously 
foregone public comment period.  

Quick Hits 

+ In the Senate, the Appropriations Committee examined the President’s Budget for the Centers for 
Disease Control and Prevention; the Homeland Security Committee held the second part of a 
series on the U.S. medical supply chain; and the Health and Retirement Subcommittee looked at 
issues in the healthcare workforce.  

+ The House Oversight Committee held a hearing on drug pricing on the same day it released a 
report on price increases of two widely used biologics products.  

+ In a proclamation issued last Friday, President Biden reversed a policy that allowed the 
government to deny entry to immigrants who are not able to get health insurance coverage within 
30 days of coming to the U.S., as well as a rule that allowed green card denials for immigrants 
who had used government funded programs like Medicaid.  

https://www.hrsa.gov/opa/program-integrity/index.htmlhttps:/www.hrsa.gov/opa/program-integrity/index.html
https://www.340bhealth.org/files/DI_066_-_AZ_v._DHHS_--_20210519_AZs_Emergency_Motion_to_Stay_or_Expedite_.pdf?_zs=wtMre1&_zl=tw8f7
https://www.hhs.gov/about/news/2021/05/18/hhs-announces-3-billion-in-american-rescue-plan-funding-for-samhsa-block-grants.html
https://www.texasattorneygeneral.gov/sites/default/files/images/admin/2021/Press/Texas%20v.%20Richter%20--%20Complaint.pdf?utm_content=&utm_medium=email&utm_name=&utm_source=govdelivery&utm_term=
https://www.appropriations.senate.gov/hearings/review-of-the-fy2022-budget-blueprint-for-the-centers-for-disease_control-and-prevention
https://www.mcdermottplus.com/wp-content/uploads/2021/05/Senate-Homeland-Security-and-Gov-Affairs-COVID-19-Medical-Supply-Chain-5.19.21.pdf
https://www.mcdermottplus.com/wp-content/uploads/2021/05/20.05.2021_Senate-Health-and-Retirement-Health-Care-Workforce-Shortage.pdf
https://www.mcdermottplus.com/wp-content/uploads/2021/05/House-Committee-on-Oversight-and-Reform_Unsustainable-Drug-Prices-Part-III.pdf
https://oversight.house.gov/sites/democrats.oversight.house.gov/files/Committee%20on%20Oversight%20and%20Reform%20-%20AbbVie%20Staff%20Report.pdf
https://www.whitehouse.gov/briefing-room/presidential-actions/2021/05/14/a-proclamation-on-revoking-proclamation-9945/
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+ New CMS data shows that the pandemic has resulted in millions of foregone visits by Medicaid 
and Children’s Health Insurance Program beneficiaries, raising concerns over long-term health 
impacts, especially for mental health.  

+ Four Democratic lawmakers called for suspension of the Global and Professional Direct 
Contracting Models.  

+ A bipartisan group of lawmakers asked Secretary Becerra to extend the Next Generation 
Accountable Care Organization Model for one-year, highlighting its value to care coordination and 
cost-savings to Medicare.  

M+ Resources 

+ On this week’s Health Policy Breakroom podcast, we welcomed two new team members  Senior 
Director Susan Xu and Director Devin Stone, who will amplify out data analysis capabilities at 
McDermottPlus. We also unpacked a dense week of healthcare-related hearings.   

NEXT WEEK’S DIAGNOSIS: The House Appropriations Committee looks at budget requests for the 
Centers for Disease Control and Prevention, Defense Health and Readiness and the National Institutes of 
Health. House Energy and Commerce will hold a hearing addressing vaccine confidence. The Senate 
Appropriations Committee will also review the NIH budget. 

   
 

For more information, contact Aaron Badida, Mara McDermott, Kristen O’Brien and Katie Waldo. 

To subscribe to the McDermottPlus Check-Up, click here. 

McDermott+Consulting LLC is an affiliate of the law firm of McDermott Will & Emery LLP. McDermott+Consulting LLC does not 
provide legal advice or services and communications between McDermott+Consulting LLC and our clients are not protected by 
the attorney-client relationship, including attorney-client privilege. The MCDERMOTT trademark and other trademarks 
containing the MCDERMOTT name are the property of McDermott Will & Emery LLP and are used under license. 
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https://pascrell.house.gov/uploadedfiles/letter_to_hhs_and_cms_on_cmmi_direct_contracting_model_5.13.21.pdf
https://www.mcdermottplus.com/wp-content/uploads/2021/05/05.20.21-Next-Gen-ACO-Extension-Letter-final.pdf
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https://appropriations.house.gov/events/hearings/fiscal-year-2022-defense-health-and-medical-readiness
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