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H&K Health Dose December 14, 2021 
A weekly dose of healthcare policy news 

 
Legislative Updates 
 
Congress This Week: Action on Mitigating Medicare Provider Cuts, but can they Deliver on Build Back Better? 
 
Last week, Congress approved, and the President signed into law legislation to mitigate a trio of impending cuts to 
Medicare provider payments that were scheduled to take effect January 1, 2022.  Specifically, the bill would phase in 2% 
Medicare sequester cuts, reduce an anticipated 3.75% cut in the Medicare Conversion Factor to -0.75%, and defer 
additional sequester cuts triggered by past COVID relief spending under “PAY-GO” rules from FY 2022 to 2023.  The bill 
also delays the start of the Radiation Oncology (RO) mandatory model from 2022 to 2023. It also provides a one-year 
delay of payment reductions to the clinical laboratory fee schedule and the private payer laboratory data-reporting 
requirements. 
 
Over the weekend, the Senate Health, Education, Labor, and Pensions (HELP) Committee and Senate Finance Committee 
released their draft portions of the Build Back Better (BBB) reconciliation package. We now await the parliamentarian’s 
rulings on many of BBB’s key healthcare sections. Generally, under the Byrd rule, each provision of the BBB must impact 
the federal budget. All extraneous measures will be removed. According to these guidelines, certain drug pricing 
measures may be struck, such as the out-of-pocket cap on insulin, as it may be found to impact the commercial market 
and not the federal budget.  We have already seen other pieces drop out entirely, such as the proposed 
disproportionate share hospital payment reductions and the language to require nurse-staffing ratios in skilled nursing 
facilities.   
 
While Senate Majority Leader Chuck Schumer has been adamant that he expects the Senate to clear the package before 
the holidays -- many obstacles remain. The first hurdle is the aforementioned ruling by the Senate Parlimateiran.  A 
second hurdle to passage is opposition by Senator Manchin. Manchin met with President Biden yesterday and described 
the talks as “productive” and that they would “continue to talk over the coming days” while still lamenting publicly over 
rising inflation rates and the bill’s total price tag, particularly as it concerns provisions that are set to “sunset” to keep 
the bill’s score down, while many expect many provisions will later be made permanent. Upon request from 
Republicans, the Congressional Budget Office released an updated score of the House-passed version that assumes all of 
the temporary provisions are made permanent, which found that the bill would increase the deficit by $3.0 trillion over 
ten years as opposed to $0.2 trillion. A CBO score of the Senate version is not yet available. Assuming the Senate bill 
differs from the House's passed version, the House would need to vote again on the new version. If the BBB slips to next 
year, passage could become more challenging as it is an election year and priorities change.   
 
Congress Clears Federal Debt Ceiling Legislation 
 
The House cleared legislation to lift the debt ceiling by $2.5 trillion, which Democrats hope will address the issue beyond 
the Novemeber 2022  midterm elections. Democrats were united in support of the measure, which passed the Senate 
50 to 49 along party lines and then cleared the House by 221-to-209. The measure now heads to President Biden.   
 
Ways and Means Introduces Bipartisan Telehealth Legislation  
 
House Ways and Means Chairman Rep. Lloyd Doggett (D-TX) sponsored the Telehealth Extension Act, which would 
permanently lift geographic and site of service restrictions that would allow all Medicare patients, not only those in rural 
areas, to receive telehealth services from the comfort of their homes, something that was temporarily allowed during  
 
 

https://www.help.senate.gov/imo/media/doc/KIN21845.pdf
https://www.finance.senate.gov/imo/media/doc/12.11.21%20Finance%20Text.pdf
https://www.cbo.gov/system/files/2021-12/57673-BBBA-GrahamSmith-Letter.pdf
https://doggett.house.gov/media/press-releases/ways-means-health-leaders-author-new-bipartisan-bill-break-down-barriers
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the pandemic but would otherwise sunset with the public health emergency. Those two provisions have broad support 
in Congress. The bill would also add several additional sites of service that serve underserved communities, extend for 
two years certain flexibilities such as expanding eligible provider types, allowing audio-only services, and expanding 
CMS’ authority to authorize telehealth flexibilities in future health emergencies. The bill would feature a prerequisite for 
in-person services, which some have scrutinized as a barrier to access. Ranking member Devin Nunes (R-CA) and three 
health subcommittee members co-sponsored the bipartisan legislation.  
 
FDA Nominee Faces Tough Nomination Hearing  
 
The Senate HELP Committee is staying busy this week- today (12/14), they are holding a nomination hearing for FDA 
nominee Robert Califf, who faced tough questions on the agency’s role in combating the COVID-19 pandemic and on his 
longstanding ties to the pharmaceutical industry. Califf is currently at Alphabet Inc., and financial disclosure documents 
filed last month reveal he made millions of dollars from health and drug companies since his previous appointment 
serving in the same role for the final year of the Obama administration, including $2.7 million from Verily. At least two 
Democratic Senators (Joe Manchin of WV and Richard Blumenthal of CN) has already said they will oppose Califf over his 
industry ties, and Sens. Bernie Sanders (I-Vt.) and Ed Markey (D-Mass.) opposed Califf’s nomination during the Obama 
administration but have yet indicated their stance this time around. On the other hand, six former commissioners who 
served under both Republican and Democratic administrations publicly endorsed Califf stressing the urgency of 
appointing a permanent FDA head given the emergence of the omicron variant.  Their support was bolstered by several 
Senate HELP committee members like Sens. Richard Burr (NC) and Susan Collins (ME). Their support will likely push Califf 
through the committee vote and a full Senate vote.  Acting FDA Commissioner Janet Woodcock called on the next FDA 
commissioner to continue some of her top priorities while atop the agency, including revamping the agency’s health 
information technology infrastructure. 
 
House Oversight Panel Releases Final Report on Pharmaceutical Pricing  
 
The House Oversight Committee Democrats released their ninth and final 269-page report on Friday detailing findings of 
a three-year investigation into the pharmaceutical industry, which concluded that drug-pricing practices are 
“unsustainable, unjustified and unfair.” The report focuses on how major companies raised prices of common brand-
name drugs over a five-year period by nearly four times the rate of inflation and shows how the three major insulin 
makers -- Eli Lilly, Novo Nordisk, and Sanofi -- hiked the price of insulin “in lockstep.” The report also includes examples 
of direct communication between industry executives. The report also found that Medicare would have saved more 
than $16 billion on insulin between 2011 and 2017 if Medicare had negotiated prices similar to other federal health care 
programs that are allowed to negotiate directly with drug companies. Oversight Republicans released a separate 19-
page report on Pharmacy Benefit Manufacturers, which found that the industry middlemen “use their market leverage 
to increase their profits, not reduce costs for consumers.” 
 
MedPAC Discusses Draft Recommendations to Freeze Medicare Provider Rates 
 
The Medicare Payment Advisory Commission (MedPAC) met to discuss several draft recommendations pertaining to 
Medicare payment adequacy, which included increases in Medicare reimbursement rates for hospitals, dialysis facilities 
and long-term care hospitals and maintaining existing Medicare rates for providers; Ambulatory Surgical Centers and 
hospice programs. The commission is set to formally vote on its recommendations next month. MedPAC is an advisory 
entity to Congress; their recommendations do not carry the force of law.  
 
 
 
 
 

https://insidehealthpolicy.com/sites/insidehealthpolicy.com/files/documents/2021/dec/he2021_3417.pdf
https://republicans-oversight.house.gov/wp-content/uploads/2021/12/PBM-Report-12102021.pdf
https://www.medpac.gov/meeting/december-2021-public-meeting/
https://www.medpac.gov/meeting/january-13-14-2022/
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Administrative Updates  
 
Provider Relief Funding Update 
 
Today, HHS announced the release of the fourth tranche of provider relief funding (PRF), which amounts to around $9 
billion. The agency directed a larger proportion to smaller providers. The detailed methodology can be found here.  
HHS continues to review applications and will release additional funding next year. Last month, HHS released $7.5 billion 
in funding for providers serving rural patients. While the exact amount remaining in the fund is unclear, most estimate 
between $22 and $26 billion remains. A handful of lawmakers have introduced legislation to demand the release of 
remaining funds. However, the funds are also used to reimburse providers for administering vaccines for uninsured 
patients.  
 
The PRF reporting portal features a new statement allowing providers to complete or submit reports for Period 1 from 
Dec. 13 to Dec. 20. PRF recipients who need to correct an error to an already submitted report must contact the 
Provider Support Line (866-569-3522) to gain access. Reporting Period 2 opens Jan. 1 and closes March 31, 2022, for 
providers who received PRF payments exceeding $10,000 in aggregate received from July 1-Dec. 31, 2020. Any unused 
round 1 or 2 funds must be returned by Dec. 30, 2021, and Dec. 31, 2021, respectively. More information on returning 
unused funds is available here.  
 
Vice President Harris Announces Biden Administration Actions on Maternal Health 
 
Last week, Vice President Kamala Harris launched a Call to Action to Reduce Maternal Mortality and Morbidity. As a part 
of this effort, CMS is releasing new guidance to help states provide 12 months of continuous postpartum coverage 
through their Medicaid programs, up from 60 days. The HHS's Office of the Assistant Secretary for Planning and 
Evaluation (ASPE) is releasing a new report showing the dramatic impact of state extensions of Medicaid postpartum 
coverage to 12 months who are enrolled in CHIP or Medicaid. CMS will also propose a “Birthing-Friendly” hospital 
designation to drive perinatal health outcomes and maternal health equity improvements. 
 
SAMHSA to Distribute $30 Million in Grants for Harm Reduction Services 
 
The Substance Abuse and Mental Health Services Administration (SAMHSA) announced its first grant program to address 
the substance use and overdose epidemic through community harm reduction services. Funded by the American Rescue 
Plan, $30 million will be allocated to select recipients over the next three years. The application is open to state, local, 
tribal, and territorial governments, tribal organizations, non-profit community-based organizations, and primary and 
behavioral health organizations. 
 
Biden Administration Releases Regulatory Agenda 
 
On Friday, the Biden Administration released its updated regulatory agenda, which is considered an optimistic wish-list 
of policy priorities the Administration would like to tackle. A new 340B dispute resolution process is included in the list 
of health priorities, tackling healthcare privacy and addressing drug costs by preventing brands from blocking biosimilar 
competition and making over-the-counter drugs more widely available. The administration is not compelled to adhere to 
this agenda, which includes more than 2,700 individual actions across agencies. 
 
Longtime Number Two Tapped to Take Over As NIH Acting Director  
 
Lawrence A. Tabak will assume the role of NIH acting director starting Dec. 20, replacing longtime Francis S. Collins as he 
retires. Tabak has served as second-in-command at the agency since August 2010, prior to which he served in an acting  
 

https://www.hhs.gov/about/news/2021/12/14/hhs-releasing-9-billion-in-prf-payments-to-support-providers-affected-by-covid-19.html
https://www.hrsa.gov/provider-relief/future-payments/phase-4-arp-rural/payment-methodology
https://www.hhs.gov/about/news/2021/11/23/biden-admin-begins-distributing-arp-prf-support-to-providers-impacted-by-pandemic.html
https://spanberger.house.gov/news/documentsingle.aspx?DocumentID=4221
https://prfreporting.hrsa.gov/s/
https://www.hrsa.gov/provider-relief/reporting-auditing
https://www.cms.gov/newsroom/press-releases/hhs-announces-efforts-help-expand-nationwide-access-and-coverage-high-quality-maternal-health
https://urldefense.com/v3/__https:/protect-us.mimecast.com/s/iOtaCR68D0hrXmAHkJ8H4?domain=send.amga.org__;!!IxpiwRwUhHKm2S8!R7nD5-iGKE3eRi7IgOGmvIZt2EGpX_Snqsw9Q3MOmPJ3SmwS0UeYG6hoqTQwWBXca9k$
https://www.reginfo.gov/public/do/eAgendaMain
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capacity for an additional year. Tara A. Schwetz, the point person on President Biden’s biomedical incubator, will replace 
Tabak as acting principal deputy director. 
 
VA to Relaunch EHR Modernization Initiative  
 
More than a year after the Department of Veterans Affairs fumbled the launch of its EHR Modernization Initiative; the 
agency announced it will re-launch the initiative early next year and plans to have the EHR system fully implemented by 
early FY 2024. Last month, a progress report detailed changes in management, oversight, and staff training in response 
to past critiques from the OIG and GAO. 
 
MIPS Support for Rural Providers Set to Sunset in February  
 
Technical assistance contractors were notified that federal funding set aside to assist small, underserved, and rural 
providers comply with CMS’ Merit-based Incentive Payment System (MIPS) Program will run out in February unless 
Congress decides to intervene. Small practices have borne a disproportionate share of penalties under the program 
every year.  
 
New Independent Analysis Finds Medicare At-Home Primary Care Demo Nets Modest Savings; Does Not Improve Care 
 
A new independent analysis by consulting firm Mathematica found that in its sixth year, the Medicare Independence at 
Home Model reduced total expenditures by an estimated 1% per beneficiary per month and did not significantly impact 
hospital admissions, ED visits, avoidable hospital use, mortality rates, or the probability of entering institutional long-
term care. The report also found that many participating practices did not meet quality standards. Mathematica used a 
different formula to estimate savings than CMS, which reported consistent savings. At the same time, Mathematica did 
find that Medicare enrollees reported high satisfaction with home-based primary care, many preferring it to office visits. 
The demonstration is small, with just 12 practices, five of which are owned by the same company. The National 
Association for Home Care and Hospice called for “further analysis before any hasty actions are undertaken,” 
emphasizing the value of care management even if the model does not produce significant savings.  
 
Private Sector Moves 
 
Amgen announced this week that starting Jan. 3; they too will restrict 340B drug discounts to one contract pharmacy per 
340B hospital, making it the 10th pharmaceutical company to do so. The policy will exclude federal grantees and 
pharmacies owned entirely by a 340B hospital or have common ownership with a health system. The announcement 
comes as multiple lawsuits on 340B discount restrictions to contract pharmacies continue to play out in the courts. 
 
In the Courts 
 
Two Landmark Rulings Handed Down on Vaccine Mandates 
 
The Supreme Court ruled 6-3 to leave in force New York’s requirement that healthcare workers be vaccinated against 
COVID-19, refusing a request to order exceptions based on religious grounds (though there is a separate exemption for 
medical reasons). In a somewhat unusual move, the High Court did so without offering a written opinion. 
 
In another case- a federal appeals court denied the Biden Administration’s request to lift an injunction that temporarily 
blocks CMS from enforcing its vaccination mandate for healthcare workers at facilities participating in the Medicare and 
Medicaid programs. This injunction applies to 10 states; a separate injunction in Louisiana blocked the mandate in all 
other states. Most assume the federal government will now ask the U.S. Supreme Court to stay the injunction.  
 

https://www.va.gov/opa/pressrel/pressrelease.cfm?id=5745
https://www.va.gov/opa/docs/EHRM-Comprehensive-Lessons-Learned-Progress-Update-FINAL-11-29-21.pdf
https://www.mathematica.org/news/latest-findings-indicate-payment-incentive-for-providing-primary-care-in-the-home-has-not-had
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COVID Update 
 
The omicron variant now accounts for about 3% of all new U.S. cases. Evidence suggests that the variant is less serious, 
but more contagious and resistant to current vaccines. A new study found that the Pfizer vaccine may be just 22.5% 
effective against the omicron variant, though it continues to offer serious protection against hospitalization. However, 
the study was based on only 12 participants.  
 
New evidence suggests booster shots may offer important protections against new variants; AstraZeneca’s vaccine may 
offer up to 75% protection against Omicron in the days after receiving a booster shot. The CDC now recommends people 
ages 16 and 17 get a booster shot of Pfizer’s COVID-19 vaccine to protect against Omicron. Targeted boosters, which are 
actively being developed and could be ready within weeks, could help to boost immunity to the Omicron variant.   
 
New studies also suggest that Pfizer’s new antiviral drug Paxlovid can be up to 89% effective at reducing the risk of 
hospitalization and death in adults at high risk of severe illness from COVID-19, including the omicron variant. 


