
 

Issues for the week ending December 4, 2020  

 

Federal Issues 

Legislative 

 

Congress Focused on Endgame, COVID-19 
Relief 
Congressional negotiators continued working through 
the weekend on an omnibus FY 2021 appropriations 
bill and a potential COVID-19 relief package, as the 
clock winds down on the 116th Congress amid a 
worsening pandemic. Last week, a bipartisan group of 
senators, including Joe Manchin (D-WV), Susan 
Collins (R-ME), Mitt Romney (R-UT) and others, 
unveiled a $908 billion COVID-19 relief proposal in an 
attempt to jump start months-long talks on additional 
COVID-19 relief. 
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The bipartisan proposal reportedly includes:   

• $16 billion for COVID-19 testing, contact tracing, and vaccine distribution; 

• A $300 per week jobless benefit; 

• $160 billion in aid to state and local governments; 

• Liability protections for businesses; and 

• $288 billion in funding for the Paycheck Protection Program. 
 
Dems on board: On Wednesday, House Speaker Nancy Pelosi (D-CA) and Senate Minority Leader Chuck 
Schumer (D-NY) embraced the bipartisan deal, stating that it should be “used as a basis” in stimulus 
negotiations. President-elect Joe Biden also reacted positively to the developments, saying the plan 
“wouldn’t be the answer, but it would be the immediate help for a lot of things.” 
 
…but GOP is skeptical. Senate Majority Leader Mitch McConnell (R-KY) left open the possibility of 
reaching a deal during remarks on the Senate floor Thursday, suggesting “compromise is within reach.” 
However, he also re-circulated his “skinny” COVID-19 relief bill this week — a roughly $500 billion plan that 
previously failed to pass the chamber – and suggested that was the most the president would be willing to 
sign. 
 
Where things stand: Government funding expires at the end of this week and if negotiators feel like they 
are close on a COVID-19 deal, don’t be surprised to see a one week continuing resolution to allow talks to 
continue until December 18. 

 
Biden Selects Becerra to Lead HHS 
President-elect Joe Biden announced on Monday that he has selected California Attorney General Xavier 
Becerra to be his nominee for secretary of Health and Human Services, a position that will be particularly 
prominent in 2021 as the works attempts to get the COVID-19 pandemic under control and the Supreme 
Court decides on a case that could overturn the Affordable Care Act (ACA).  
 
Becerra, a former California Congressman, spent many years in Washington as a member of the Ways and 
Means committee and head of the House Democratic Caucus. As California Attorney General, he has led 
the charge against the lawsuits brought by several states looking to overturn the ACA. 
 
Additionally, Vivek Murthy was selected to return to his role as surgeon general, and Rochelle Walensky 
was picked as director of the Centers for Disease Control and Prevention. Biden also announced that 
Anthony Fauci, the nation’s leading infectious diseases expert, will remain as director of the National 
Institute of Allergy and Infectious Diseases. 
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Federal Issues  
Regulatory 
 
CMS Finalizes Hospital Outpatient/ASC Rule 
The Centers for Medicare & Medicaid Services (CMS) finalized the 2021 Medicare Hospital Outpatient 
Prospective Payment System (OPPS)/Ambulatory Surgical Center rule. 
 
The rule moves forward in finalizing several controversial policies including: 

• Eliminating the inpatient-only (IPO) list over a three-year period beginning with the removal of 
approximately 300 primary musculoskeletal-related services. 

• Including new COVID-19 specific reporting requirements in conditions of participation. Specifically, 
CMS will require hospitals to report information about their inventory of certain COVID-19 
therapeutics, and the incidence and impact of acute respiratory illnesses, such as seasonal 
influenza. The data must be provided in a manner that will be specified by the Secretary of Health 
and Human Services. 

• Finalizing its proposal to expand the list of outpatient services subject to prior authorization. 
Specifically, it will require prior authorization for two new service categories (cervical fusion with disc 
removal and implanted spinal neurostimulators) for dates of service on or after July 1, 2021. 

 
The rule updates OPPS rates by 2.4% in CY 2021 compared to CY 2020, which includes a 2.4% market 
basket update and no cut for productivity. CMS had proposed to reduce OPPS payments for 340B drugs by 
an additional 6%. The final rule did not deepen the cuts as proposed, but does continue the current 
payment policy for 340B-acquired drugs and also continues the current “site-neutral” payment policy for 
hospital outpatient clinic visits furnished in accepted off-campus provider-based departments.  
 
On October 16, 2020, the U.S. Court of Appeals for the District of Columbia Circuit denied the American 
Hospital Association’s (AHA) request to reconsider two decisions from this summer that upheld CMS cuts to 
payments for 340B drugs and for off-campus hospital outpatient clinic visits. Specifically, the full U.S. Court 
of Appeals declined to reconsider a July 31 decision by a three-judge panel that upheld the authority of 
CMS to cut by nearly 30% 2018 and 2019 Medicare outpatient prospective payment system (OPPS) drug 
payments for certain hospitals participating in the 340B Drug Pricing Program. A district court had 
previously ruled in AHA’s favor, finding that the payment reductions were invalid. 
 
In addition, the court said it will not rehear a July 17 decision by a three-judge panel that upheld the 
authority of the U.S. Department of Health and Human Services (HHS) to reduce payments for hospital 
outpatient services furnished in off-campus provider-based departments grandfathered under the Bipartisan 
Budget Act of 2015. A lower court twice found that HHS exceeded its statutory authority when it reduced 
these payments. 
 
This month, the AHA announced that it will be petitioning the U.S. Supreme Court for review in both the 
340B and the site-neutral payment reduction legal challenges.  
 
Additionally, during the COVID-19 public health emergency, CMS provided flexibilities to Medicare 
providers including reducing the level of supervision for non-surgical extended duration therapeutic 
services to general supervision for the entire service. In this rule, CMS finalized its proposal to make these 
changes permanent. CMS also allowed for the requirement of direct physician supervision of pulmonary 
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rehabilitation, cardiac rehabilitation, and intensive cardiac rehabilitation services to be met virtually through 
real-time audio/visual communications technology to reduce the risk of exposure. 
 
The rule removed some regulatory requirements for hospitals that qualify as high Medicaid facilities, which 
will ease the restriction on the expansion of physician-owned hospitals. It also provided qualifying hospitals 
with flexibilities in determining their baseline numbers of operating rooms, procedure rooms, and beds. 
 
Additionally, the rule finalized most of its proposals related to the Star Ratings program and its 
methodology; however, it did not finalize its proposal to assign hospitals to one of five peer groups based on 
their proportion of dual-eligible patients similar to the methodology used by the Hospital Readmissions 
Reduction Program, though notes that CMS will continue to study the issue. 
 
Hospital industry position: In a statement, AHA Executive Vice President Tom Nickels said the following: 
 
“Today’s final rule from CMS is a blow to America’s hospitals and health systems as they strive to continue 
to provide care for patients during the coronavirus pandemic. 
 
The continuation of deep cuts in payments for 340B drugs undermines the effectiveness of the 340B 
program and exacerbates the strain placed on hospitals serving vulnerable communities. These cuts 
conflict with Congress’ clear intent, perpetuate the Administration’s inaccurate interpretation of the law, as 
well as its failure to protect the program from continued assaults by drug companies. For nearly 30 years, 
the 340B program has helped hospitals stretch scarce federal resources to reach more patients and provide 
more comprehensive services to vulnerable communities. Continued cuts will result in the further loss of 
resources for 340B hospitals at the very worst possible time as COVID-19 cases and hospitalizations 
continue to climb across the country. 
 
The AHA also continues to oppose CMS’s loosening of longtime restrictions on physician-owned hospitals, 
as the rule does. The Congressional Budget Office, Medicare Payment Advisory Commission, and 
independent researchers all agree that physician self-referral to facilities in which they have an ownership 
stake leads to greater utilization of services and higher costs. In addition, physician-owned hospitals have a 
tendency to cherry-pick their patients, which leave sicker and less-affluent patients to community hospitals, 
threatening the health care safety net. 
 
Finally, we have concerns about the elimination over three years of the inpatient-only list, which serves to 
protect patients. The services on the inpatient-only list are often complex and complicated surgical 
procedures that require the close care and coordinated services provided in a hospital inpatient setting. 
 
We do appreciate that CMS has made changes to the hospital star ratings methodology that address many 
– but not all of its substantial flaws. We urge the agency to continue exploring ways to ensure the 
methodology is fair to hospitals, and meaningful to patients.” 
 
 

2021 Final Physician Fee Schedule Covers Telehealth Reimbursement  
CMS finalized updates on policy changes for Medicare payments under the Physician Fee Schedule (PFS), 
and other Medicare Part B issues, on or after January 1, 2021. One of the most important set of changes 
will make time-limited or permanent telehealth changes even if the public health emergency period ends 
during 2021. For example, direct supervision requirements can be met if the supervising physician is 
immediately available to engage via interactive audio-video technology; new billing codes are created for 
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brief virtual check-ins (including audio-only), requiring a longer assessment period than the existing virtual 
check-in code; and some telehealth services will be available on a permanent basis including new 
evaluation and management codes, care planning for patients with cognitive impairment, and group 
psychotherapy. CMS also clarified that after the COVID-19 public health emergency ends, there must be an 
“established” patient-physician relationship per CMS criteria for remote physiologic monitoring (RPM) 
services to be furnished.  

 

 
CMS Rolls Out New Direct Contracting Model  
The Center for Medicare and Medicaid Innovation, a part of CMS, announced a new Geographic Direct 
Contracting Model (nicknamed “Geo”). Geo was previously discussed when CMMI announced its first Direct 
Contracting model last spring. But Geo had largely disappeared from CMS communications over the last 
several months leading many to believe that it would not be offered. As with the previous Direct Contracting 
model, Geo provides an opportunity for integrated providers to assume risk and receive a capitated 
payment for managing a Medicare beneficiary’s healthcare. Geo differs from the original Direct Contracting 
model by allowing Direct Contracting Entities (DCEs) to take risk for beneficiaries in an entire region and 
incentivizing participation with utilization management tools similar to those used by Medicare Advantage 
plans. Like in the other Direct Contracting model, Geo DCEs will have “tools” not available under older 
Accountable Care Organization models including beneficiary engagement tools (e.g., new types of services, 
cash incentives) and will also be able to waive a number of Medicare fee-for-service rules that sometimes 
obstruct the most cost-effective care. There is ambiguity regarding which of these tools will be unique to 
Geo DCEs vs. all DCEs.  
 
Geo will initially be offered in four to ten regions that CMMI will select based on responses to the letter of 
intent (LOI) solicitation, with multiple Geo DCEs competing in each region. The model will consist of two 
three-year performance periods, set to begin January 1, 2022. Non-binding LOIs will be accepted until 
December 21, with a formal application following in early 2021. Of course, the incoming Biden 
administration is expected to evaluate all active models and may choose to delay or alter the program.  
 

 
HHS Amends PREP Act Declaration to Protect Telehealth Countermeasures 
On Thursday, Secretary Azar issued a new PREP Act Declaration amendment in response to the COVID-
19 outbreak.  
 
The Public Readiness and Emergency Preparedness Act (PREP Act) authorizes the Secretary of Health 
and Human Services to issue a Declaration to provide liability immunity to certain individuals and entities 
“covered persons” (e.g., healthcare personnel, manufacturers, and distributors of countermeasures) against 
any claim of loss caused by, arising out of, relating to, or resulting from the manufacture, distribution, 
administration, or use of medical countermeasures (“covered countermeasures”) except for claims involving 
“willful misconduct” as defined in the PREP Act.   
 
While many states have permitted healthcare personnel to provide telehealth services across state lines, 
not all states have done so. The new amendment authorizes healthcare personnel in all 50 states to use 
telehealth to order or administer countermeasures to patients, such as a diagnostic test that has received 
an Emergency Use Authorization (EUA) from the Food and Drug Administration (FDA). The amendment 
also clarifies that all qualified pandemic and epidemic products are covered countermeasures and clarifies 
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the training requirements for certain licensed pharmacists and pharmacy interns to administer certain 
routine childhood or COVID-19 vaccinations. 
 
 

COVID-19 Updates  
• Moderna announced its plans to request an Emergency Use Authorization (EUA) from the U.S. Food 

and Drug Administration (FDA) and conditional approval from the European Medicines 
Agency (EMA) following the company’s primary efficacy analysis of its Phase 3 COVID-19 vaccine 
confirmed as being 94.1% effective. 

• The National Council for Prescription Drug Programs (NCPDP) released Emergency Preparedness 
Guidance – COVID-19 Vaccines 1.0. In addition to other information, the guidance establishes a 
coding convention to be used on pharmacy claims that would differentiate between the first and 
second dose of a COVID-19 vaccination if applicable. If a single dose vaccine is provided, a 
National Drug Code (NDC) would be sufficient in filing a claim. However, if a two-dose vaccine is 
administered, in addition to the NDC, a Clarification Code would be required—a two 
representing the first dose and a six representing the final dose in a two-dose series. NCPDP also 
provides a series of vaccine use case examples. This coding convention will permit pharmacies, 
where applicable, to bill through their customary systems under a drug benefit while still 
enabling health insurance providers to identify the specific vaccines administered to enrollees and 
assist in ensuring the appropriate second dose is also received within the proper time period.  

• CMS announced flexibilities including allowances for safe hospital care for eligible patients in their 
homes and updated staffing flexibility designed to allow ambulatory surgical centers (ASCs) to 
provide greater inpatient care when needed during the COVID-19 crisis.   

• CDC revised its guidelines with respect to people who have been exposed to COVID-19. Instead of 
remaining in quarantine for 14 days, asymptomatic people who have been exposed are 
recommended to leave quarantine in seven days if they receive a negative COVID-19 test on that 
seventh day or ten days without a test.  

• Moderna is launching another late-stage clinical trial of its coronavirus vaccine, this time for those 
between the ages of 12 and 18.  

• The Pfizer-funded COVID-19 Vaccine Education and Equity Project announced a new effort to 
promote vaccines, increase vaccination rates, and reach vulnerable communities. 

• HHS/DoD announced the purchase of 650,000 additional treatments courses of Eli Lilly and 
Company’s investigational monoclonal antibody therapeutic, bamlanivimab, to be delivered in 
December and January for treatment of non-hospitalized COVID-19 patients.   

• NEJM study found that patients who received the Moderna coronavirus vaccine showed higher 
levels of antibodies three months after vaccination than people who recovered from COVID-19 
infections.  

• HHS issued a fourth amendment to the Declaration under the Public Readiness and Emergency 
Preparedness Act (PREP Act) to increase access to critical countermeasures against COVID-19.  

• CDC issued new guidance, included in a new report, advised state and local officials to impose 
mask mandates for indoor settings as part of broader mitigation efforts to control the spread of the 
virus.  

• CDC published a new report reinforcing a combination of ten evidence-based strategies that 
individuals, families, and their communities can implement to slow the spread and control COVID-
19.  
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• Eli Lilly and UnitedHealth Group announced a partnership to study the efficacy of Lilly’s COVID-19 
monoclonal antibody treatment, bamlanivimab in high-risk individuals who have contracted the 
virus.  

 

 

State Issues 

 

Pennsylvania 

Regulatory 
 
Department of Health Publishes Notices for Medical Record Fees and Minimum Standard 
Requirements for Sexual Assault Evidence Collection 
In the December 5 Pennsylvania Bulletin, the Pennsylvania Department of Health published the following 
two Notices: 

• The minimum standard requirements for sexual assault evidence collection (effective October 1, 
2020); and 

• The guidelines and fees that a health care provider or facility may charge in response to a request 
for production of medical charts or records (effective January 1, 2021). 

 
Why this matters: Both Notices are published yearly following an annual review to develop and update 
requirements in each respective area.   

 

 
Industry Trends 
Policy / Market Trends 
 

Governors Publish Paper on State Telehealth Policy 
The National Governors Association (NGA) on Monday published a paper on “The Future of State 
Telehealth Policy”, which summarizes the types of telehealth policy flexibilities provided by states and the 
federal government during the COVID-19 pandemic. The publication also offers long-term considerations 
for governors as they decide what flexibilities should remain after the pandemic subsides. 
 
The Details:  

• In the paper, NGA listed several key considerations for governors, including policies on provider 
licensure, telehealth coverage, narrowing the digital divide, interoperability, privacy protections, and 
stakeholder engagement.  

• While the paper does highlight that several states have adopted policies around payment parity 
during the pandemic, NGA also suggests that “payment parity may receive less traction, especially 
given rising health care costs and state budget shortfalls. Instead, NGA suggests “pairing payment 
policies and incentives to move towards more value-based models may serve as a lever to support 
appropriate use of telehealth without increasing costs to the health care system.” 

 

 
 

 

https://secure-web.cisco.com/1VTWXsw2jeTO8KfvslqHnjPKxhKUpJWxt-_hiVrdQmb6Fd2UJOXVyV_goECXIG4fzekfYOWfKFEYAQkanIqy_zCmnNZopSAEEohScofwciTPcHvHE9WEcPG9ztZvQMV_prvKuk7Q_6Um2edmgFNGhIOT24t-f0pRko3GRX3ZhY4-SAr5hw_AEH5MFkKA-VPzrIpsU5ynDqBxxQkNnpQAeDflr4RlW0nJl2ICPl1S12NXaxJvXpptRq-2LDdZvRmGgDJm7DFMjP3uAusixnM1_0JozqxrM6jawTEROTTnCG0JjlXi9zWZLSrCFtPUTuu8GveaZ_AdzgwZmsHftQ5NAlA/https%3A%2F%2Finfo.ahip.org%2Facton%2Fct%2F4056%2Fs-1a94-2012%2FBct%2Fl-0068%2Fl-0068%3A3d1ec%2Fct29_0%2F1%2Fl%3Fsid%3DTV2%253ABFiiLjYaK
http://www.pacodeandbulletin.gov/Display/pabull?file=/secure/pabulletin/data/vol50/50-49/1705.html
http://www.pacodeandbulletin.gov/Display/pabull?file=/secure/pabulletin/data/vol50/50-49/1704.html
http://newsmanager.commpartners.com/linktrack.php?url=https%3A%2F%2Fwww.nga.org%2Fwp-content%2Fuploads%2F2020%2F11%2FThe-Future-of-State-Telehealth-Policy.pdf


 

Interested in reviewing a copy of a bill(s)?  Access the following web sites: 
 
Delaware State Legislation: http://legis.delaware.gov/. 
Pennsylvania Legislation:  www.legis.state.pa.us. 
West Virginia Legislation:  http://www.legis.state.wv.us/ 
For copies of congressional bills, access the Thomas website – http://thomas.loc.gov/.  
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