
 

Issues for the week ending October 23, 2020  

 

Federal Issues 

Legislative 

 

President Signs National Suicide Hotline Bill 
Into Law 
On October 17, President Trump signed into law 
the National Suicide Hotline Designation Act, 
designating 988 as the nationwide phone number to 
connect people experiencing mental health crises to 
the National Suicide Prevention Lifeline. 
 
The Lifeline is a network of 163 crisis centers that last 
year answered more than 2.2 million calls and 100,000 
online chats. The Federal Communications 
Commission in July designated the number for this 
purpose, meaning telecommunications carriers and 
one-way Voice over Internet Protocol service providers 
must direct 988 calls to 1-800-273-TALK (8255) by 
July 16, 2022. 
 
Under the bill, the Department of Health and Human 
Services must also develop a strategy to provide 
access to competent, specialized services for high-risk 
populations such as LGBTQ+ youth, minorities, and 
individuals in rural communities. 
 
Why this matters: This pandemic has highlighted the 
need for modernized mental health and suicide 
prevention resources, and this easy-to-remember 
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Federal Issues  
Regulatory 
 

CMS to Delay Start Date for Radiation Oncology Model 
The Centers for Medicare & Medicaid Services announced it will delay the January 1 start date for its new 
radiation oncology alternative payment model. 
 
The agency will delay the model until July 2021 through upcoming rulemaking, CMS Administrator Seema 
Verma said, citing feedback from the provider community that it needs more time to prepare. 
 
In a letter last week, the American Hospital Association again urged CMS to delay the start date for the 
complex model, which will be mandatory in certain areas of the country and for which many details are still 
forthcoming. It said the model “would be difficult to implement in three months in the best of circumstances; 
it will be nearly impossible to implement in three months during a public health emergency.” 
 
Why this matters: The Center for Medicare & Medicaid Innovation (CMMI) intends to launch the Radiation 
Oncology model on January 1, 2021, when the nation will be 10 months into a global pandemic. This model 
– which includes 16 cancer types, six treatment modalities, and the four services generally part of every 
radiotherapy episode of care – would be difficult to implement in three months in the best of circumstances; 
it will be nearly impossible to implement in three months during a public health emergency. 
 
 

HHS Again Updates PRF Reporting Requirements–Restores Flexibility on “Lost Revenue” 
In response to concerns elevated by the hospital community, the U.S. Department of Health and Human 
Services (HHS) issued revised guidance increasing flexibility around how providers can apply Provider 
Relief Fund (PRF) money toward lost revenues attributable to coronavirus. 
 
Under the new guidance, after reimbursing health care-related expenses attributable to coronavirus that 
were unreimbursed by other sources, providers may use remaining PRF funds to cover any lost revenue, 
measured as a negative change in year-over-year actual revenue from patient care-related sources. 
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Recipients may apply PRF payments toward lost revenue, up to the amount of the difference between their 
2019 and 2020 actual patient care revenue. 
 
Why this matters: HHS had established a more stringent definition in September 19 guidance, providing 
that hospitals generally only would be able to apply PRF payments toward lost revenue up to the amount of 
their 2019 net patient operating income. 
 
Other elements of the updated guidance provide: 

• If funds are not expended by the end of calendar year 2020, recipients will have an additional six 
months to use remaining amounts toward expenses attributable to COVID-19, but not reimbursed by 
other sources, or to apply toward lost revenues in an amount not to exceed the difference between 
2019 and 2021 actual revenue; and 

• Flexibility in attribution of PRF payments within parent and subsidiary reporting entities. 
 
Significant advocacy efforts, spearheaded by the American Hospital Association, emphasized the urgency 
of HHS addressing this issue. U.S. Senate Majority Leader Mitch McConnell (R – KY), Minority Leader 
Chuck Schumer (D – NY), and House Minority Leader Kevin McCarthy (R – CA-23) each sent individual 
letters to HHS expressing concern. In addition, there were two letters co-signed by more than half the 
Senate sharing similar sentiments, and last week, nearly 240 members of the U.S. House of 
Representatives signed a letter urging HHS to reconsider the narrow definition of "lost revenue."  
 
 

Expanded Eligibility Phase 3 General Distribution–Applications Due November 6, 2020 
The U.S. Department of Health and Human Services (HHS) announced expanded eligibility for its 
forthcoming Provider Relief Fund Phase 3 “general distribution” to health care providers on the frontlines of 
the coronavirus pandemic.  
 
On October 1, 2020, HHS announced it would be making up to $20 billion in new Phase 3 General 
Distribution funding available.  
 
The announcement also broadened the categories of providers eligible to apply for these funds. 
Eligible applicants now include: behavioral health providers, allopathic and osteopathic physicians, dental 
providers, assisted living facilities, chiropractors, nursing service and related providers, hospice providers, 
respiratory, developmental, rehabilitative and restorative service providers, emergency medical service 
providers, hospital units, residential treatment facilities, laboratories, ambulatory health care facilities, eye 
and vision services providers, physician assistants and advanced practice nursing providers, nursing and 
custodial care facilities, podiatric medicine and surgery service providers. 
 
HHS noted that many providers who accept Medicare and Medicaid within these categories already have 
received a PRF payment, but others have not.  Phase 3 applicants have until November 6, 2020 to submit 
applications. 
 
Under this distribution, providers will receive a baseline payment of approximately 2 percent of annual 
revenue from patient care, plus an add-on payment that considers changes in operating revenues and 
expenses from patient care, including expenses incurred related to coronavirus. Instructions for applying 
are available at HHS’s Provider Relief Fund website. 
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Why this matters: HHS stated it is focusing on ensuring the safe continuity of all types of health care 
delivery despite this pandemic. As such, the Administration is committed to providing relief resources in an 
equitable manner to assist the diverse health care provider community regardless of whether they accept 
Medicare or Medicaid payments. 
 
 

Federal COVID-19 Policy Guidance and Other Developments 
HHS Reports How Initial States Plan to Use Rapid COVID-19 Tests: The Department of Health and 
Human Services released initial data on how states and territories plan to use their share of 100 million 
rapid point-of-care tests for the COVID-19 virus, which the agency began distributing last month. 
 
The initial data includes 32 states and the District of Columbia. The Food and Drug Administration in August 
authorized laboratories certified to perform moderate, high or waived complexity tests under the Clinical 
Laboratory Improvement Amendment to use the Abbot BinaxNOW antigen test to detect SARS-CoV-2 in 
nasal swabs from individuals whose health care provider suspects they have COVID-19 within seven days 
of symptom onset. 
 
FDA Approves Remdesivir to Treat Hospitalized COVID-19 Patients: The Food and Drug Administration 
approved Veklury (remdesivir) to treat COVID-19 patients age 12 and older who are hospitalized and weigh 
at least 40 kilograms (about 88 pounds). The agency said the antiviral treatment should only be 
administered in a hospital or comparable acute care setting. 
 
This approval is supported by data from multiple clinical trials that the agency has rigorously assessed and 
represents an important scientific milestone in the COVID-19 pandemic,” said FDA Commissioner Stephen 
Hahn, M.D. 
 
The antiviral drug previously was available through an emergency use authorization. FDA has revised and 
reissued the EUA to continue access to the drug for younger and smaller patients while clinical trials 
assessing its safety and effectiveness in that population continue. 
 
CDC Updates COVID-19 Definition of ‘Close Contact’: The Centers for Disease Control and 
Prevention updated how it defines “close contact” exposure to an individual infected with the COVID-19 
virus to someone within six feet of the infected individual for 15 minutes or more cumulatively over a 24-
hour period, rather than exposure within six feet for at least 15 minutes. 
 
In a study released by CDC, an employee at a correctional facility in Vermont tested positive for the COVID-
19 virus in August after multiple brief exposures to six infected individuals at the facility. “Although the initial 
assessment did not suggest that the officer had close contact exposures, detailed review of video footage 
identified that the cumulative duration of exposures exceeded 15 minutes,” the authors said. 
 
HHS Allows Pharmacy Technicians and Interns to Administer COVID-19 Vaccines and Tests: State-
authorized pharmacy interns may now administer COVID-19 vaccines and tests under the supervision of 
state-licensed pharmacists authorized or licensed by the Food and Drug Administration, and are subject to 
certain requirements, the Department of Health and Human Services said in guidance this week. 
 
The guidance also clarifies that pharmacy interns authorized under earlier guidance to administer vaccines 
to children need not be licensed or registered with the state board of pharmacy. 
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Moderna Fully Enrolls Phase 3 Trial for COVID-19 Vaccine Candidate: Moderna Inc., announced the 
completion of enrollment for its COVID-19 vaccine phase 3 trial. 
 
The drug maker said that it has confirmed 30,000 participants for an efficacy study of mRNA-1273. 
Moderna and the National Institute of Allergy and Infectious Diseases developed the candidate, which 
generated a strong immune response in older adults during its phase 1 clinical trial. 
 
Communities that have historically been under-represented in clinical research and are disproportionately 
impacted by COVID-19 have significant representation among the trial enrollees. Moderna said the study 
includes more than 11,000 participants from communities of color, representing 37% of the study population 
and similar to the diversity of the U.S. at large. This includes more than 6,000 participants who identify as 
Hispanic or Latinx, and more than 3,000 participants who identify as Black or African American. 

State Issues 

Pennsylvania 

Legislative 
 
Senate and House Finalize Bills Impacting Health Care Industry 
During the final session the week before the General Election recess, the Senate and House of 
Representatives cast a series of votes on health care bills that were pending in each chamber. Several of 
the proposals were awaiting final consideration and passage. The following bills have been sent to Gov. 
Tom Wolf for signing:  

 
House Bill 1439, Mental Health Parity Compliance Attestation 
The Senate voted 49-0 to advance House Bill 1439, which requires health insurers to file an attestation of 
the insurer's documented analyses of its efforts with the Pennsylvania Insurance Department (PID) to 
comply with the federal Mental Health Parity and Addiction Equity Act of 2008 (MHPAEA) and regulations 
relating to mental health and substance use disorder parity. In addition, insurers must annually file with the 
PID a statement attesting where the MHPAEA is not applicable to an insurance product. Attestations must 
be filed by April 30 of each year or with the form filing, whichever is earlier.  
 
Highmark worked with the PID and other insurer stakeholders to ensure that no amendments were filed to 
the bill. Although Senator Tina Tartaglione (D-Philadelphia) was slated to offer an amendment requiring 
additional reporting for drug and alcohol services, she reached an agreement to have her concerns 
addressed in the next legislative session. House Bill 1439 applies to forms for each health insurance policy 
offered, issued, or renewed by an insurer after December 31, 2021 and is effective immediately. 

 
House Bill 1696, Mental Health Parity Attestation 
Also addressing attestation is House Bill 1696, which requires insurers to annually file with the 
Pennsylvania Insurance Department (PID) a statement attesting to the insurer’s documented analyses of its 
efforts to comply with federal and state laws addressing mental health parity and substance use disorder 
treatment benefits. The Senate approved the bill 49-0. 
 
Senate Bill 1195, NAIC Life and Health Guaranty Association Model Law 
The House and Senate moved this week to approve Senate Bill 1195, which amends the Insurance 
Company Law of 1921 to comply with the National Association of Insurance Commissioners (NAIC) model 
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legislation addressing changes to the Life and Health Guaranty Association (GA) and assessments related 
to long-term care insurance.  
 
Highmark worked with the Pennsylvania Blues Plans and the Insurance Federation of Pennsylvania (IFP) to 
include language that would expand the offset provisions to permit Highmark nontaxable (state premium 
tax) entities to recoup any GA assessments. Senate Bill 1195 would take effect immediately. 
 
House Bill 2561, Optometric Practice and Licensure Act Modernization 
The Senate voted 48-0 to advance House Bill 2561, legislation that updates the Optometric Practice and 
Licensure Act. The following provisions are covered in the bill: 

• Updates the definitions for “examination and diagnosis” and “practice of optometry;”  

• Expands the definition of “examination and diagnosis” to include the use of topical and oral 
pharmaceutical agents that are approved by the State Board of Optometry; 

• Updates the definition for “practice of optometry” by: 
o Allows optometrists to administer and prescribe all drugs approved by the Board for the 

treatment of glaucoma and the use of epinephrine auto-injectors for anaphylaxis; 
o Allows optometrists to order and interpret angiography via noninvasive imaging, limited to 

optical coherence tomography; 
o Clarifies that optometrists may not perform surgery or injections and expand upon the types 

of surgery that are prohibited;  
o Allows optometrists to prescribe a 72-hour supply of codeine and hydrocodone 

combinations; and  
o Expands the types of conditions an optometrist may treat longer than six weeks without 

consultation with a licensed physician to include dry eye and allergies – in addition to 
glaucoma. 

 
House Bill 2561 would take effect in 60 days. 
 
House Bill 81, Central Service Technician and Surgical Technologist Regulation 
The Senate and House considered House Bill 81 this week. The proposal creates the Central Service 
Technician and Surgical Technologist Regulation Act, providing for the certification of surgical technologists 
and central service technicians.  
 
House Bill 81 would take effect in 60 days. 
 
Senate Bill 1164, Reporting of COVID-19 Deaths to Coroners 
This proposal, sponsored by Senator Judy Ward (R-Blair), would add language within the County Code to 
clarify that a death known or suspected to be caused by a contagious disease is to be reported by those 
having “actual knowledge of the death”, including a health care facility, to the coroner. It also would require 
the Department of Health to allow coroner access to data.  
 
Senate Bill 1164 will take effect immediately upon being signed by the Governor. 
 
 

Legislation Regulating PBM/Medicaid MCO Arrangements Clears Senate 
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Legislation that would permit the Department of Human Services (DHS) to conduct an audit of, or to review 
an entity that provides pharmacy services to a Medicaid Managed Care Organization (MCO), House Bill 
941, was approved by the Senate 47-2. The bill does the following: 

• Stipulates that the information requested as part of the audit or review shall only pertain to medical 
assistance-specific information;  

• Prohibits a contract between an MCO and a Pharmacy Benefit Manager (PBM) from containing a 
confidentiality provision, which prohibits the disclosure of information to the DHS or restricts 
communication between the MCO and DHS; and 

• Requires an MCO to submit its policies and procedures and any revisions for development of 
network pharmacy payment methodology to DHS; and prohibits a PBM or Pharmacy Services 
Administration Organization (PSAO) from: 
o Requiring the pharmacy to participate in a PBM or PSAO network as a condition of participation; 
o Dis-enrolling and re-enrolling a pharmacy without cause. Any modification of the contract terms 

shall be in writing with the pharmacy or pharmacist;  
o Charging or retaining a differential between what is billed to an MCO and what is paid to 

pharmacies; and 
o Charging a pharmacy transmission fee unless the amount is disclosed and applied at the time of 

claim adjudication. 
 

House Bill 941 awaits further consideration by the House of Representatives for concurrence on changes 
included by the Senate.   
 
 

House Endorses CRNP Independent Practice Pilot for Rural Areas 
The House voted 201-1 to pass House Bill 100, a proposal that would permit Certified Registered Nurse 
Practitioners (CRNPs) to have the authority to practice without a collaborative agreement with a physician 
under a new rural health care pilot program. The proposal amends the Professional Nursing Law to create a 
six-year pilot program that allows CRNPs to practice without a collaborative agreement in certain areas with 
a critical shortage of primary care. Critical shortage of primary care is referred to as health professional 
shortage areas (HPSAs) and designated by the U.S. Department of Health and Human Services (HHS). 
This is a voluntary program and CRNPs that want to participate will need additional certification and other 
criteria, including:  

• Hold a current license to practice in Pennsylvania;  

• Have no disciplinary action within the last five years;  

• Have at least three years of experience collaborating with a physician; and  

• Apply with the State Board of Nursing with confirmation that they meet the required amount of 
experience.  

 
CRNPs will be limited to primary care in HPSAs, must renew biannually to continue to participate in the 
program, and have a required 10 hours of additional continuing education. The State Board of Nursing will 
house and administer the program. The board will establish a five-person subcommittee to:  

• Provide program guidance to practitioners;  

• Review certification applications;  

• Collaborate with the board to approve, issue, track, and revoke certifications; and  

• Approve temporary regulations as necessary.  
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The Joint State Government Commission will conduct a study on the pilot program after five years, 
providing the results to the House and Senate oversight committees within six months. The pilot, which will 
expire after six years, has the backing of a number of stakeholders.  
 
House Bill 100 has been referred to the Senate Consumer Protection and Professional Licensure 
Committee for further consideration. 

 
 
State Issues 
 
West Virginia 
Regulatory 
 

COVID-19 Vaccine Plans Not on Agenda, West Virginia Health Officer Says 
During Governor Jim Justice’s pandemic briefing, Dr. Ayne Amjad, West Virginia’s Health Officer and head 
of the Bureau of Health said there are no plans in West Virginia to require a COVID-19 vaccine, although it 
will be strongly encouraged once a safe and effective vaccine is available. While Governor Jim Justice 
acknowledged that the pandemic will likely worsen during the fall and winter months, Amjad also said she 
was unaware of any current mandate requiring all health care workers to receive a vaccine when it is 
available. 
 
Dr. Dr. Clay Marsh, the state's COVID-19 Czar, said it was important for health officials to create an 
environment that encourages citizens to get vaccinated when a safe and effective vaccine is available. 
Doing so, he said, will protect not only them, but also all citizens of West Virginia from COVID-19. 
 
Governor Justice said 215 new cases of COVID-19 were reported Wednesday, and there are currently 
more than 5,000 active coronavirus cases with more than 15,000 recoveries. Although outbreaks continue, 
Justice did not rule out the possibility of new restrictions or closures if the pandemic were to worsen in the 
state. 
 

 
Industry Trends 
Policy / Market Trends 
 
Public Option Could Lead to Increased Taxes and Deficits 
The Partnership for America’s Health Care Future, of which the Blue Cross Blue Shield Association, 
America’s Health Insurance Plans, and the American Hospital Association are members 
- released a new study revealing that a public option could be more expensive for working families than 
originally projected.   
 
The study finds the public option could raise “taxes on middle-income families by over $2,000 a 
year,” and “increase deficits by almost $800 billion over ten years”—a deficit increase of $100 
billion compared to estimates from an earlier study conducted in January. The study explores a few other 
scenarios to finance a public option, and all increase taxes for working families. 
 

DOJ, Purdue Reach $8B Global Settlement Over Opioid Frauds  

https://secure-web.cisco.com/1PH49iOdqEUpmnPNUmvvullWg6ASJ83EVXhRnyMbSBS61TL7vlcWpvHU7BAR5ixObYqx8vn0j1JMuduX66G0TPmzIvNQEy0ireZdu5p5yP1vNWGu8o32vlpMQhLGZcp7fp7RROZdOUrj_B6CdL4pCe1Lt3N33Xc4BN0fS3fXJle8zgPx01vcfz_jWYQHq4SnSpR4vx84cGNQoqMooA4__ZZAwCUUWqCT93KycC1n8dW9H_-yNm6WnPG8LMX1VTwF-o9SokRo06ge3XQkAhaXqdxlnOEZNLTx51kEf1F8Lx1YVLBlL2MpHt_Tpx36BKZhbiJzTou37FV_1ZKG9sXQhxg/https%3A%2F%2Fadvocacy.ahip.org%2Facton%2Fct%2F4059%2Fs-1625-2010%2FBct%2Fl-01d3%2Fl-01d3%3A91%2Fct5_0%2F1%3Fsid%3DTV2%253ASO5Xlc9Xx
https://secure-web.cisco.com/1UBXcuHc4ulG-ZykM069FqmcYQWVsQxhoHjEu5xNBt9LyveSj4yXt1mWAhLCnNlIQsVn-y2bF5_Lzy8ZT2yWTEyWJbSTYUFFimJuny67Mi4oOoac1kTl8h5DOl1fQHphvdizsLbYWrg2Ng4RZkE52xKKhNZ5i5gdwgbBH-tfrgJJVSQIQ6-EdPcpciVWtfr0bdt69zb2fK7NZhIK3A0x-PikZjok2UShrPi35EHVHPetefttR9oTsHMp2GbOoELimmOruVrkZWvqAOxMyoj2V2-eS8wbCMUCilK7KVQN2sdZ-3U_F-DA_RLvOpHk-gjCi_wpN89LqDg_D8E4C9_yRSw/https%3A%2F%2Fadvocacy.ahip.org%2Facton%2Fct%2F4059%2Fs-1625-2010%2FBct%2Fl-01d3%2Fl-01d3%3A91%2Fct6_0%2F1%3Fsid%3DTV2%253ASO5Xlc9Xx
https://secure-web.cisco.com/1c76DZdkT0EhHo9cgdz81KI21ZZSSyCM44BsGWs87X2JmSErh9v_t2wAXN74Dt_gSvITcS3d-bo2IItnhzkQ4VNegmd2J8UadHpFRubPHZnZ31cZKPR7b48MzFwciRLKfPqpYM2eBZ75mDkS4hM13Az_Lu5tfw7bluZQGc199tQxbkZjSTIYiYTfUQQXYnmsPtmhnxoKYt7fyZDYkCcGgMWo5aacwSKX9RHnUoQNz1cKTwTYZWawaN8Z0KsPrFR0WWY60Ae1gfBojyiRaqVsSs29acUS3UZTF_BB0DDOaoQqCM86Je2j3fXdt8M7Z1JX_2_7W05uBLKsGiuzLXqtiWQ/https%3A%2F%2Fadvocacy.ahip.org%2Facton%2Fct%2F4059%2Fs-1625-2010%2FBct%2Fl-01d3%2Fl-01d3%3A91%2Fct7_0%2F1%3Fsid%3DTV2%253ASO5Xlc9Xx


The Department of Justice announced that it reached an extensive global resolution with Purdue Pharma 
regarding ongoing civil and criminal investigations into the OxyContin manufacturer’s marketing and role in 
the nation’s opioid epidemic. In total, the settlement will amount to more than $8 billion, including a $3.544 
billion criminal fine, $2 billion criminal forfeiture, and a $2.8 billion civil settlement pursuant to False Claims 
Act (FCA) violations. Members of the Sackler family have also agreed to $225 million in civil damages 
under the FCA. 
 
The criminal plea acknowledges the fraud perpetrated by Purdue in misleading DEA on its anti-diversion 
program and efforts to further support improper or unlawful prescribing and dispensation of opioid 
mediation. Additionally, Purdue admitted to Anti-Kickback Statute violations within its doctor speaker 
program and ongoing relationship with Practice Fusion and notifications in the electronic health records 
system.  Under the FCA charges, it is recognized that Purdue was responsible for false claims to be 
submitted to federal health care programs for their OxyContin product following the improper promotion of 
the product. The Sacklers were also found to have encouraged expansion of the OxyContin market beyond 
what was considered a legitimate medical use ultimately leading to gross overprescribing and subsequent 
misuse, abuse, diversion and death. 
 
The global resolution, which remains subject to approval by a New York bankruptcy court, would also 
oversee the transition of Purdue Pharma, following bankruptcy proceedings, from its current operations into 
a public benefit company. The new entity would be overseen by a trust and operate to benefit the American 
public and focus on safe and legitimate prescription drug distribution along with the provision of naloxone 
and medication assisted treatment (MAT) products at steep discounts or at-cost. 
 
The settlement agreement does not release any of the defendants, including the Sacklers or Purdue 
executives, of any criminal charges they may face as part of the investigation.  
 
   
 
 



 

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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