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COVID-19

Additional Actions Needed to Improve Accountability
and Program Effectiveness of Federal Response

What GAO Found

As the nation continues to respond to, and recover from, the COVID-19 pandemic,
increases in COVID-19 cases in July, August, and September 2021, primarily due to
the Delta variant of the virus, have hampered these efforts. From the end of July
2021 to September 23, 2021, the number of new cases reported each day generally
exceeded 100,000, according to Centers for Disease Control and Prevention (CDC)
data. This was a daily case count not seen since February 2021 (see figure).
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Meanwhile, COVID-19 vaccination efforts continue. As of September 23, 2021, about
64 percent of the U.S. population eligible for vaccination (those 12 years and older),
or almost 183 million individuals, had been fully vaccinated, according to CDC.

The government must remain vigilant and agile to address the evolving COVID-19
pandemic and its cascading impacts. Furthermore, as the administration implements
the provisions in the COVID-19 relief laws, the size and scope of these efforts—from
distributing funding to implementing new programs—demand strong accountability
and oversight. In that vein, GAO has made 209 recommendations across its body of
COVID-19 reports issued since June 2020. As of September 30, 2021, agencies had
addressed 33 of these recommendations, resulting in improvements including
increased oversight of relief payments to individuals and improved transparency of
decision-making for emergency use authorizations for vaccines and therapeutics.
Agencies partially addressed another 48 recommendations. GAO also raised four
matters for congressional consideration, three of which remain open.

In this report, GAO is making 16 new recommendations, including recommendations
related to fiscal relief funds for health care providers, recovery funds for states and
localities, worker safety and health, and assessing fraud risks to unemployment
insurance programs. GAQO’s recommendations, if swiftly and effectively implemented,
can help improve the government’s ongoing response and recovery efforts as well as
help it to prepare for future public health emergencies. GAO’s new findings and
recommendations, where applicable, are discussed below.

United States Government Accountability Office
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Relief for Health Care Providers

A total of $178 billion has been appropriated to the Provider Relief Fund (PRF) to reimburse eligible providers for health
care—related expenses or lost revenues attributable to COVID-19. As of August 31, 2021, the Department of Health and
Human Services (HHS) had allocated and disbursed about $132.5 billion of this amount and had allocated but not yet
disbursed about $21.5 billion; the remaining $24.1 billion was unallocated and undisbursed. On September 10, 2021, HHS
announced that $17 billion of the previously unallocated $24.1 billion would be allocated for a general distribution to a
broad range of providers who could document COVID-related revenue loss and expenses. HHS expected to begin
disbursing the funds in December 2021.

As of September 2021, HHS’s Health Resources and Services Administration (HRSA) had not established time frames for
implementing and completing post payment reviews for all PRF payments. In addition, the agency had not finalized
procedures for recovery of overpayments or recovered the bulk of the overpayments that it had already identified.

Without post-payment oversight to help ensure that relief payments are made only to eligible providers in correct amounts
and to identify unused payments or payments not properly used, HHS cannot fully address stated payment integrity risks
for the PRF and seek to recover overpayments, unused payments, or payments not properly used. GAO recommends
that HRSA take steps to finalize and implement post-payment oversight. Specifically, HRSA should establish time
frames for completing post-payment reviews to promptly address identified risks and identify overpayments
made from the PRF, such as payments made in incorrect amounts or payments to ineligible providers; and it
should finalize procedures and implement post-payment recovery of any PRF overpayments, unused payments,
or payments not properly used. HHS—which includes HRSA—partially agreed with these recommendations.

Coronavirus State and Local Fiscal Recovery Funds

In March 2021, the American Rescue Plan Act of 2021 (ARPA) appropriated $350 billion to the Department of the
Treasury (Treasury) to provide payments from the Coronavirus State and Local Fiscal Recovery Funds (CSLFRF). The
CSLFRF allocates funds to states, the District of Columbia, localities, tribal governments, and U.S. territories to cover a
broad range of costs stemming from the COVID-19 pandemic’s fiscal effects. According to Treasury data, it had
distributed approximately $240 billion from the CSLFRF to recipients as of August 31, 2021 (see figure).

Coronavirus State and Local Fiscal Recovery Funds Allocations and Treasury Distributions as of Aug. 31, 2021, by Recipient Type
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Note: For more details, see the Coronavirus State and Local Fiscal Recovery Funds enclosure in appendix I.
aNon-entitlement units of local government are local governments typically serving populations of less than 50,000.

As of July 2021, some of the 48 states that responded to GAQ's survey reported that they had somewhat less than or
much less than sufficient capacity to report on their use of CSLFRF allocation consistent with federal requirements (17 of
48 states), capacity to disburse the funds (13 of 48 states), and apply appropriate internal controls and respond to
inquiries about requirements (10 of 48 states). In addition, most states (44 of 48) reported that they had taken or planned
to take additional steps—such as hiring new staff or reassigning existing staff—to help them manage their CSLFRF
allocations.
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As of August 2021, Treasury was developing—but had not finalized or documented—key internal processes and control
activities to monitor recipients’ use of their CSLFRF allocations for allowable purposes and to respond to internal control
and compliance findings. According to officials, these internal processes and control activities were in the development
stage, partly because of the short time frame since ARPA’s enactment and because Treasury’s Office of Recovery
Programs, established in April 2021, continues to work to recruit and onboard key team members.

Until Treasury properly designs and documents policies and procedures to guide CSLFRF program officials and other
responsible oversight parties in the Office of Recovery Programs, there is a risk that key control activities needed to help
ensure program management fulfills its recipient monitoring and oversight responsibilities may not be established or
applied effectively and consistently. This risk may be particularly acute with respect to monitoring state and local
recipients that face capacity challenges in managing their CSLFRF allocations in accordance with federal requirements,
as some survey respondents noted. GAO recommends that Treasury design and document timely and sufficient
policies and procedures for monitoring CSLFRF recipients to provide assurance that recipients are managing
their allocations in compliance with laws, regulations, agency guidance, and award terms and conditions.
Treasury agreed with the recommendation.

Unemployment Insurance Fraud Risk Management

GAO continues to have concerns about potential fraud in the unemployment insurance (Ul) program, including concerns
about Department of Labor (DOL) efforts to assess and manage program fraud risks. During the pandemic, fraudulent and
potentially fraudulent activity has increased substantially and new types of fraud have emerged, according to DOL
officials. For example, in June 2021, DOL'’s Office of Inspector General reported that it had identified nearly $8 billion in
potentially fraudulent Ul benefits paid from March 2020 through October 2020. Improper payments have also been a long-
standing concern in the regular unemployment insurance program, suggesting that the program may be vulnerable to
fraud. While DOL continues to identify and implement strategies to address potential fraud and has some ongoing
program integrity activities, it has not comprehensively assessed fraud risks in alignment with leading practices identified
in GAO'’s Fraud Risk Framework, which by law must be incorporated in guidelines established by the Office of
Management and Budget for agencies.

DOL has not clearly assigned defined responsibilities to a dedicated entity for designing and overseeing fraud risk
management activities. Without a dedicated entity with defined responsibilities to lead antifraud initiatives, including the
process of assessing fraud risks to Ul programs, DOL may not be strategically managing Ul fraud risks. GAO
recommends that DOL designate a dedicated entity and document its responsibilities for managing the process
of assessing fraud risks to the unemployment insurance program, consistent with leading practices as provided
in GAQO’s Fraud Risk Framework. This entity should have, among other things, clearly defined and documented
responsibilities and authority for managing fraud risk assessments and for facilitating communication among
stakeholders regarding fraud-related issues. DOL neither agreed nor disagreed with this recommendation.

DOL also has not comprehensively assessed Ul fraud risks in alignment with leading practices identified in GAQO’s Fraud
Risk Framework. These leading practices call for federal managers to plan regular fraud risk assessments and determine
their fraud risk profile, among other things. Such assessments would provide reasonable assurance that DOL has
identified the most significant fraud risks for the regular Ul program that will exist after the pandemic. For example, some
fraud risks identified in the CARES Act Ul programs may continue to exist in the regular Ul program after the temporary Ul
programs expire. GAO recommends that DOL (1) identify inherent fraud risks facing the unemployment insurance
program, (2) assess the likelihood and impact of inherent fraud risks facing the program, (3) determine fraud risk
tolerance for the program, (4) examine the suitability of existing fraud controls in the program and prioritize
residual fraud risks, and (5) document the fraud risk profile for the program. DOL neither agreed nor disagreed with
these recommendations.

FEMA'’s Disaster Relief Fund and Assistance to State, Local, Tribal, and Territorial Governments

The Federal Emergency Management Agency (FEMA) has used the Disaster Relief Fund to respond to the COVID-19
pandemic—the first time the fund has been used during a nationwide public health emergency. For example, from
September 1, 2020 to August 31, 2021, FEMA obligated a total of approximately $26.8 billion through one type of disaster
assistance, Public Assistance, for emergency protective measures, such as eligible medical care, the purchase and
distribution of food, and distribution of personal protective equipment.

GAO found that FEMA inconsistently interpreted and applied its policies for expenses eligible for COVID-19 Public
Assistance within and across its 10 regions. For example, officials in one state said that FEMA at one point had deemed
the provision of personal protective equipment at correctional facilities as ineligible for reimbursement in their region but
that states in other regions had received reimbursement for the same expense. These inconsistencies were due to,
among other things, changes in policies as FEMA used the Public Assistance program for the first time to respond to a
nationwide emergency. FEMA officials stated that it was difficult to ensure consistency in policies as different states and
regions are not experiencing the same things at the same time.
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FEMA is likely to receive applications for reimbursement for a larger number of projects than it estimated earlier in 2021,
given the surge in COVID-19 cases this summer. To improve the consistency of the agency’s interpretation and
application of the COVID-19 Public Assistance policy, GAO recommends that FEMA further clarify and communicate
eligibility requirements nationwide. GAO also recommends that FEMA require the agency’s Public Assistance
employees in the regions and at its Consolidated Resource Centers to attend training on changes to COVID-19
Public Assistance policy. The Department of Homeland Security—which includes FEMA— agreed with both of these
recommendations.

Loans for Aviation and Other Eligible Businesses

Treasury has executed 35 loan agreements with certain aviation businesses and other businesses deemed critical to
maintaining national security. These loans have totaled about $22 billion of the $46 billion authorized by the CARES Act
for loans and loan guarantees to such businesses. As directed by the CARES Act, Treasury required certain loan
recipients to provide financial assets, such as warrants that give the federal government an option to buy shares of stock
at a predetermined price before a specified date, to protect taxpayer interests.

According to Treasury officials, it is likely that, if the airline industry continues to recover and borrowers do not default, the
warrants could have higher values than the predetermined price Treasury would have to pay to act on them. Treasury has
not exercised any of the warrants for stock it received from nine businesses, nor has it developed policies and procedures
for determining when to act on the warrants to benefit the taxpayer. GAO recommends that Treasury develop policies

and procedures to determine when to act on warrants obtained as part of the loan program for aviation and other
eligible businesses to benefit the taxpayers. Treasury agreed with this recommendation.

Payroll Support Assistance to Aviation Businesses

As of September 2021, Treasury had made payments totaling $59 billion of $63 billion provided for the Payroll Support
Programs to support aviation business. These payments were to be used exclusively for the continuation of wages,
salaries, and benefits.

Similar to Treasury’s requirement for loans for aviation and other eligible businesses, Treasury required certain Payroll
Support Program recipients to provide warrants, as allowed by the CARES Act. As of September 2021, 14 recipients had
provided a total of 58 million warrants.

As Treasury continues to hold these warrants for stock purchases, the warrants may increase in value as the airline
industry recovers. Treasury has not exercised any of the warrants for stock it holds in the 14 businesses, nor has it
documented policies and procedures to guide when to act on the warrants to fulfill the statutory purpose to provide
appropriate compensation to the federal government. GAO recommends that Treasury develop policies and
procedures to determine when to act on warrants obtained as part of the Payroll Support Program to provide
appropriate compensation to the federal government. Treasury agreed with this recommendation.

COVID-19 Testing

Use is increasing for antigen tests, one of two types of COVID-19 diagnostic and screening tests for which HHS’s Food
and Drug Administration has issued emergency use authorizations. These “rapid” antigen tests typically have a
turnaround time of about 30 minutes or less for results, compared with 1 to 3 days for molecular tests, the second type of
test HHS authorized. Antigen tests can be conducted at doctors’ offices or in homes or other settings; some antigen tests
can be conducted without a prescription.

Since June 2020, HHS has worked to encourage and improve the reporting of antigen testing data to local, state, and
federal health officials. However, HHS officials told GAO reporting of antigen test results is incomplete, which prevents
HHS from using antigen testing data for COVID-19 surveillance. HHS is taking additional steps aimed at improving
reporting of antigen test data. For example, officials told GAO that HHS will continue to make enhancements to data
reporting by building reporting methods into the testing process, such as for testing in schools and workplaces.

HHS is also considering surveillance approaches to supplement or enhance current surveillance efforts. For example,
HHS is exploring wastewater surveillance approaches, which provide data that can complement and confirm other forms
of surveillance for COVID-19 and an efficient pooled community sample that is particularly useful in areas where timely
COVID-19 clinical testing is underutilized or unavailable, according to HHS officials.

Worker Safety and Health

The Occupational Safety and Health Administration (OSHA) faced challenges in enforcing workplace safety and health
standards during the COVID-19 pandemic, but the agency has not assessed lessons learned or promising practices.
According to inspectors from area offices, they faced challenges related to resources and to communication and
guidance, such as a lack of timely guidance from OSHA headquarters. GAO recommends that OSHA assess—as soon
as feasible and, as appropriate, periodically thereafter—various challenges related to resources and to
communication and guidance that the agency has faced in its response to the COVID-19 pandemic and take
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related actions as warranted. The Department of Labor—which includes OSHA—patrtially agreed with this
recommendation.

Advance Child Tax Credit Payments

ARPA temporarily expanded eligibility for the child tax credit (CTC) to additional qualified individuals by eliminating a
requirement that individuals must earn a minimum amount annually to be eligible. ARPA also temporarily increased the
maximum amount of the CTC from $2,000 per qualifying child to $3,000 or $3,600, depending on the child’s age. As
required by ARPA, the Internal Revenue Service (IRS) and Treasury are responsible for issuing half of the CTC through
periodic advance payments, known as advance CTC payments.

IRS reported disbursing more than 106 million advance payments totaling over $45.5 billion as of September 25, 2021
(see figure).
Dollar Amount and Count of Advance Child Tax Credit Payments, by Month, as of Sept. 25, 2021
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IRS is conducting and planning several outreach efforts to increase the public’'s awareness of advance CTC payments.
However, IRS and Treasury have not developed a comprehensive estimate of individuals who are potentially eligible for
advance CTC payments and the agencies have not set a participation goal. Such an estimate would enable Treasury and
IRS to measure the tax credit’s participation rate, providing greater clarity regarding populations at risk of not receiving the
payments. GAO recommends that Treasury, in coordination with IRS, estimate the number of individuals,
including nonfilers, who are eligible for advance CTC payments, measure the 2021 participation rate based on
that estimate, and use that estimate to develop targeted outreach and communications efforts for the 2022 filing
season; the participation rate could include individuals who opt in and out of the advance payments. Treasury
neither agreed nor disagreed with this recommendation.

Child Nutrition

Child nutrition programs administered by the Department of Agriculture’s Food and Nutrition Service (FNS) supply cash
reimbursements to schools or other programs for meals and snacks provided to eligible children nationwide. In fiscal year
2019, before the pandemic, the four largest programs—the National School Lunch Program, School Breakfast Program,
Summer Food Service Program, and Child and Adult Care Food Program—along with other child nutrition programs,
received $23.1 billion in federal funds. During a typical year, two of these programs—the National School Lunch Program
and the School Breakfast Program—subsidize meals for nearly 30 million children in approximately 95,000 elementary
and secondary schools nationwide.

As of July 2021, FNS officials were unable to provide a plan showing how FNS intends to comprehensively analyze
lessons learned during the pandemic, such as from operational and financial challenges. Further, according to FNS
officials, while the School Meals Operations study—Ilaunched in spring 2021—is surveying school districts and state
agencies that administer the federal child nutrition programs, the study is not gathering local perspectives directly from
child care centers and day care homes or other local program sponsors that are not school districts. As a result, FNS may
miss opportunities to identify lessons learned and will lack comprehensive information to aid its future planning. GAO
recommends that the Department of Agriculture document its plan to analyze lessons learned from operating
child nutrition programs during the COVID-19 pandemic. This plan should include a description of how the
department will gather perspectives of key stakeholders, such as Child and Adult Care Food Program institutions
and nonschool Summer Food Service Program sponsors. The Department of Agriculture—which includes FNS—
agreed with this recommendation.
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Recommendations for Executive Action

Recommendations for Executive Action

We are making a total of 16 recommendations to federal agencies:

Page 1

The Administrator of the Health Resources and Services Administration should establish
time frames for completing post-payment reviews to promptly address identified risks
and identify overpayments made from the Provider Relief Fund, such as payments made
in incorrect amounts or payments to ineligible providers. See the Relief for Health Care
Providers enclosure. (Recommendation 1)

The Administrator of the Health Resources and Services Administration should

finalize procedures and implement post-payment recovery of any Provider Relief Fund
overpayments, unused payments, or payments not properly used. See the Relief for Health
Care Providers enclosure. (Recommendation 2)

The Secretary of the Treasury should design and document timely and sufficient policies
and procedures for monitoring recipients of Coronavirus State and Local Fiscal Recovery
Funds to provide assurance that recipients are managing their allocations in compliance
with laws, regulations, agency guidance, and award terms and conditions, including
ensuring that expenditures are made for allowable purposes. See the Coronavirus State
and Local Fiscal Recovery Funds enclosure. (Recommendation 3)

The Secretary of Labor should designate a dedicated entity and document its
responsibilities for managing the process of assessing fraud risks to the unemployment
insurance program, consistent with leading practices as provided in our Fraud

Risk Framework. This entity should have, among other things, clearly defined and
documented responsibilities and authority for managing fraud risk assessments and for
facilitating communication among stakeholders regarding fraud-related issues. See the
Unemployment Insurance Fraud Risk Management enclosure. (Recommendation 4)

The Secretary of Labor should identify inherent fraud risks facing the unemployment
insurance program. See the Unemployment Insurance Fraud Risk Management enclosure.
(Recommendation 5)

The Secretary of Labor should assess the likelihood and impact of inherent fraud risks
facing the unemployment insurance program. See the Unemployment Insurance Fraud
Risk Management enclosure. (Recommendation 6)

The Secretary of Labor should determine fraud risk tolerance for the unemployment
insurance program. See the Unemployment Insurance Fraud Risk Management enclosure.
(Recommendation 7)

The Secretary of Labor should examine the suitability of existing fraud controls in

the unemployment insurance program and prioritize residual fraud risks. See the
Unemployment Insurance Fraud Risk Management enclosure. (Recommendation 8)

The Secretary of Labor should document the fraud risk profile for the unemployment
insurance program. See the Unemployment Insurance Fraud Risk Management enclosure.
(Recommendation 9)

The Federal Emergency Management Agency Administrator should improve the
consistency of the agency’s interpretation and application of the COVID-19 Public
Assistance policy within and across regions by further clarifying and communicating
eligibility requirements nationwide. See the FEMA's Disaster Relief Fund and Assistance to
State, Local, Tribal, and Territorial Governments enclosure. (Recommendation 10)

GAO-22-105051



Page 2

The Federal Emergency Management Agency Administrator should require the agency’s
Public Assistance Program employees in the regions and at its Consolidated Resource
Centers to attend training on changes to COVID-19 Public Assistance policy to help
ensure it is interpreted and applied consistently nationwide. See the FEMA's Disaster
Relief Fund and Assistance to State, Local, Tribal, and Territorial Governments enclosure.
(Recommendation 11)

The Secretary of the Treasury should develop policies and procedures to determine
when to act on warrants obtained as part of the loan program for aviation and other
eligible businesses to benefit the taxpayers. See the Loans for Aviation and Other Eligible
Businesses enclosure. (Recommendation 12)

The Secretary of the Treasury should develop policies and procedures to determine when
to act on warrants obtained as part of the Payroll Support Program to provide appropriate
compensation to the federal government. See the Payroll Support Assistance to Aviation
Businesses enclosure. (Recommendation 13)

The Assistant Secretary of Labor for Occupational Safety and Health should assess—as
soon as feasible and, as appropriate, periodically thereafter—various challenges

related to resources and to communication and guidance that the Occupational Safety
and Health Administration has faced in its response to the COVID-19 pandemic and
should take related actions as warranted. See the Worker Safety and Health enclosure.
(Recommendation 14)

The Secretary of the Treasury, in coordination with the Commissioner of Internal Revenue,
should estimate the number of individuals, including nonfilers, who are eligible for
advance child tax credit payments, measure the 2021 participation rate based on that
estimate, and use that estimate to develop targeted outreach and communications efforts
for the 2022 filing season; the participation rate could include individuals who opt in and
out of the advance payments. See the Advance Child Tax Credit and Economic Impact
Payments enclosure. (Recommendation 15)

The Secretary of Agriculture should document the Department of Agriculture’s plan to
analyze lessons learned from operating child nutrition programs during the COVID-19
pandemic. This plan should include a description of how the department will gather
perspectives of key stakeholders, such as Child and Adult Care Food Program institutions
and nonschool Summer Food Service Program sponsors. See the Child Nutrition
enclosure. (Recommendation 16)
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Introduction

October 27, 2021
Congressional Committees

As the nation continues to respond to the Coronavirus Disease 2019 (COVID-19) pandemic,
response and recovery efforts have been hampered by increases in COVID-19 cases, due primarily
to the Delta variant of the virus." Although the daily number of new cases had begun to decline
earlier in the summer, the number of new cases reported each day from the end of July 2021, to
September 23, 2021, generally exceeded 100,000, according to the Centers for Disease Control
and Prevention (CDC)—a daily case count not seen since February 2021 and substantially higher
than the approximately 8,000 new cases reported per day in mid-June. As a result of the rise in
cases, CDC, state and local governments, and private businesses revised their mask guidance or
requirements.?

While vaccination efforts continue, vaccination rates across the U.S. vary. As of September
23,2021, about 64 percent of the U.S population eligible for vaccination (those 12 years and
older)—about 183 million individuals—had been fully vaccinated, according to CDC.

Hospitals reported an average of more than 9,000 individuals hospitalized daily for the 7-day
period from September 17 to September 23, 2021, a decrease from more than 12,000 individuals
hospitalized daily during a 7-day period in August 2021.3 According to CDC, at the end of August
2021, new admissions of patients with confirmed COVID-19 were at their highest levels since the
beginning of the pandemic for all age groups under 50 years old.* As of the end of September
2021, CDC reported that weekly hospitalization rates for children aged 11 and younger due to
COVID-19 were at their highest since the beginning of the pandemic, although hospitalizations
due to COVID-19 are lower in children than they are in adults. As the pandemic continues, the U.S.
and the world may continue to see fluctuating increases in new cases, making an agile federal
response to the pandemic even more important.

TAs of September 2021, the Centers for Disease Control and Prevention (CDC) listed the Delta variant as the only variant
of concern in the U.S. and accounting for close to 100 percent of COVID-19 cases nationally. CDC reports that the Delta
variant is nearly twice as contagious as the original COVID strain. The U.S. had previously characterized three other
variants (Alpha, Beta, and Gamma) as of concern but downgraded them. According to CDC, the prevalence of these
variants is less than 0.1 percent.

%Data from a sample of state and local health departments showed that, in August 2021, unvaccinated individuals
accounted for the majority of new COVID-19 cases in those states, according to CDC. No vaccine is 100 percent effective.
CDC expects that, as the number of vaccinated individuals increases, so will the number of so-called “breakthrough”
cases. The agency notes, however, that the risks of infection, hospitalization, and death are much lower in vaccinated
individuals compared to unvaccinated individuals. In addition, vaccinated individuals are less likely to experience severe
iliness if they do become infected with COVID-19 after vaccination. As of May 1, 2021, CDC shifted from providing data
on all breakthrough cases to providing data on those cases that result in hospitalization or death.

3Data on new daily hospital admissions are pulled from a snapshot of the Department of Health and Human Services
(HHS) Unified Hospital Timeseries Dataset. See CDC, “COVID Data Tracker: New Admissions of Patients with Confirmed
COVID-19, United States,” accessed September 30, 2021, https://covid.cdc.gov/covid-data-tracker/#new-hospital-
admissions.

4According to CDC, hospitals began consistently reporting admissions data August 1, 2020.
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Ongoing demand for medical supplies for the COVID-19 response, including testing materials and
personal protective equipment, has resulted in fluctuating shortages. For example, on September
2, 2021, CDC announced a temporary shortage of point-of-care and over-the-counter COVID-19
testing supplies. In addition, the federal government continues to provide personal protective
equipment—N©95 respirators, surgical masks, surgical and isolation gowns, and nitrile and other
gloves—to states, with gloves accounting for the largest number of shipments. For example,
during the 7-day period from September 18 to September 24, 2021, the federal government

and its commercial partners shipped close to 700 million units of gloves, over 44 million surgical
masks, over 13 million surgical gowns, and close to 5 million N95 respirators to all 50 states, the
District of Columbia, and Puerto Rico.

To help prevent medical supply shortages for future public health emergencies, the Department of
Health and Human Services (HHS) released its pandemic supply chain resilience strategy, as called
for in Executive Order 14001, in September 2021.> The strategy outlines the goals and objectives
for a resilient public health supply chain and the “path for implementation” of the strategy.®

Since March 2020, Congress has provided about $4.8 trillion through the CARES Act and other laws
that were enacted to fund efforts to help the nation respond to and recover from the COVID-19

pandemic (COVID-19 relief laws).”

Ongoing implementation of the provisions in the COVID-19 relief laws and the size and scope of
these efforts—from distributing funding to implementing new programs—continue to demand
strong accountability and oversight. Furthermore, the government must remain vigilant and
agile to address the evolving COVID-19 pandemic well into its second year. The current annual
hurricane and flu seasons could place further burdens on the already overtaxed health care,

medical supply, and emergency management sectors.®

The CARES Act includes a provision for us to report regularly on the federal response to the
pandemic. Specifically, the act requires us to monitor and oversee the federal government’s efforts

5A Sustainable Public Health Supply Chain, Exec. Order No. 14001, 8 4, 86 Fed. Reg. 7,219, 7220-21 (Jan. 21, 2021). The
executive order directed the Department of Defense, HHS, and the Department of Homeland Security, among others, to
develop a pandemic supply chain resilience strategy.

6Department of Health and Human Services, National Strategy for a Resilient Public Health Supply Chain (Washington, D.C.:
July 2021). We plan to report on the strategy and its implementation in a future quarterly CARES report.

’For the purposes of our review, we consider COVID-19 relief laws to include the six laws providing comprehensive
relief across federal agencies and programs. These six laws are the American Rescue Plan Act of 2021(ARPA), Pub. L.

No. 117-2, 135 Stat. 4; Consolidated Appropriations Act, 2021, Pub. L. No. 116-260, 134 Stat. 1182 (2020); Paycheck
Protection Program and Health Care Enhancement Act, Pub. L. No. 116-139, 134 Stat. 620 (2020); CARES Act, Pub. L. No.
116-136, 134 Stat. 281 (2020); Families First Coronavirus Response Act, Pub. L. No. 116-127, 134 Stat. 178 (2020); and the
Coronavirus Preparedness and Response Supplemental Appropriations Act, 2020, Pub. L. No. 116-123, 134 Stat. 146.

870 prepare for a hurricane, hospitals in a potentially affected region would typically evacuate critical patients to nearby
hospitals in unaffected areas. However, hospitals in most regions in Louisiana were already at or near capacity when
Hurricane Ida made landfall in the state on August 29, 2021. Affected hospitals were unable to evacuate patients
because most hospitals in other regions of Louisiana and surrounding states, such as Alabama and Mississippi, were
also at or near capacity because of COVID-19.
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to prepare for, respond to, and recover from the COVID-19 pandemic.® To date, we have issued
seven recurring oversight reports in response to this provision.'®

This report examines the federal government’s continued efforts to respond to and recover from
the COVID-19 pandemic. We are making 16 new recommendations to federal agencies in areas
including fiscal relief funds for health care providers, worker safety and health, assessing fraud
risks to unemployment insurance programs, and state and local recovery funds.

This report also includes 37 enclosures addressing a range of federal programs and activities
across the government concerning public health and the economy (see app. |). Figure 1 lists these
enclosures by topic area and highlights those with new recommendations.

Figure 1: Report Enclosures by Topic Area
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9pub. L. No. 116-136, § 19010, 134 Stat. at 579-81.

1%0ur recu rring oversight reports are GAO, COVID-19: Continued Attention Needed to Enhance Federal Preparedness,
Response, Service Delivery, and Program Integrity, GAO-21-551 (Washington, D.C.: July 19, 2021); COVID-19: Sustained
Federal Action Is Crucial as Pandemic Enters Its Second Year, GAO-21-387 (Washington, D.C.: Mar. 31, 2021); COVID-19:
Critical Vaccine Distribution, Supply Chain, Program Integrity, and Other Challenges Require Focused Federal Attention,
GAO-21-265 (Washington, D.C.: Jan. 28, 2021); COVID-19: Urgent Actions Needed to Better Ensure an Effective Federal
Response, GAO-21-191 (Washington, D.C.: Nov. 30, 2020); COVID-19: Federal Efforts Could Be Strengthened by Timely and
Concerted Actions, GAO-20-701 (Washington, D.C.: Sept. 21, 2020); COVID-19: Brief Update on Initial Federal Response to the
Pandemic, GAO-20-708 (Washington, D.C.: Aug. 31, 2020); and COVID-19: Opportunities to Improve Federal Response and
Recovery Efforts, GAO-20-625 (Washington, D.C.: June 25, 2020).
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In addition to the seven recurring oversight reports, we have issued over 100 targeted COVID-19-
related reports, testimonies, and science and technology spotlights in areas such as housing
protections, Medicare and Medicaid program flexibilities, and digital vaccine credentials. We also
have reviews ongoing in other areas. See appendix Il for highlights pages from our recently issued
work on COVID-19 and appendix lll for a list of our ongoing work related to COVID-19.

Across our body of COVID-19-related reports, we have made 209 recommendations to federal
agencies and have raised four matters for congressional consideration to improve the federal
government’s response efforts. As of September 30, 2021, agencies had addressed 33 of these

recommendations and partially addressed 48.""

See figure 2 for an overview of the status of our COVID-19-related recommendations by
department. For a complete list of our COVID-related products, see https://www.gao.gov/
coronavirus.

"We consider a recommendation to be addressed when the target agency has completed the implementation of the
recommendation, and we consider a recommendation to be partially addressed when the agency is in the process of
developing an action, has started but not yet completed or has partially implemented an action, or has taken steps
toward implementation.
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Figure 2: Status of Prior GAO Recommendations from COVID-19-Related Work, by Federal Department or Agency,
as of Sept. 30, 2021
Agency
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Note: For this figure, recommendations made to the Internal Revenue Service are counted toward the total of
recommendations made to the Department of the Treasury.

Given the government-wide scope of this report, we undertook a variety of methodologies to
complete our work, including examining a wide range of data sources and conducting interviews
with federal and state officials and stakeholders, such as those from four antihunger organizations
and organizations that represent landlords and lower-income households. We also examined
federal laws, agency documents, and guidance, among other things. In each enclosure, we include
a summary of the methodology specific to the work conducted.

We conducted this performance audit from March 2021 to October 2021 in accordance with
generally accepted government auditing standards. Those standards require that we plan and
perform the audit to obtain sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe the evidence obtained provides
a reasonable basis for our findings and conclusions based on our audit objectives.
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Background

Public Health and Economic Effects

The COVID-19 pandemic continues to have devastating effects on public health and the economy.
As of September 23, 2021, the U.S. had about 43 million reported cases of COVID-19, according to
CDC." As of the week ending September 25, 2021, the U.S. had about 699,000 reported deaths
attributed to COVID-19."3 In addition, the country continues to experience high unemployment.
As of September 2021, about 7.7 million individuals were unemployed, compared with nearly 5.8
million at the beginning of 2020."4

The number of newly reported COVID-19 cases began increasing at the end of July 2021, following
a decrease in daily cases since the January 2021 peak. Between September 10 and September
23,2021, new reported COVID-19 cases averaged about 138,000 per day—close to 60 percent of
the peak that occurred during January 2021."> See figure 3 for 7-day case averages. During this
same period, reported new COVID-19 cases per day, on average, increased in 14 jurisdictions, held
steady in 20 jurisdictions, and decreased in 18 jurisdictions.'®

"2Data on COVID-19 cases in the U.S. are based on aggregate case reporting to CDC and include probable and confirmed
cases as reported by states and jurisdictions. CDC COVID-19 counts are subject to change due to delays or updates in
reported data from states and territories. According to CDC, the actual number of COVID-19 cases is unknown for a
variety of reasons, including that people who have been infected may have not been tested or may have not sought
medical care. See, CDC, “COVID Data Tracker: Trends in Number of COVID-19 Cases and Deaths reported to CDC, by
State/Territory,” accessed September 30, 2021, https://covid.cdc.gov/covid-data-tracker/#trends_totalcases.

13cDbC’s National Center for Health Statistics COVID-19 death counts in the U.S. are based on provisional counts

from death certificate data, which do not distinguish between laboratory-confirmed and probable COVID-19 deaths.
Provisional counts are incomplete due to an average delay of 2 weeks (a range of 1-8 weeks or longer) for death
certificate processing. See CDC, National Center for Health Statistics, “Provisional Death Counts for Coronavirus Disease
2019 (COVID-19),” accessed October 6, 2021, https://www.cdc.gov/nchs/nvss/vsrr/covid19/index.htm.

14Bureau of Labor Statistics, “Unemployment Level (UNEMPLOY)," retrieved from FRED, Federal Reserve Bank of St.
Louis, accessed October 8, 2021, https://fred.stlouisfed.org/series/UNEMPLOY.

15¢DC COVID-19 case counts are subject to change based on any delays or updates in reported data from states
and territories. We compared the relative difference between the average of new cases between September 10 and
September 23, 2021, and the average of new cases in a 14-day window around the peak in the winter of 2021.

16The 52 states and jurisdictions include all 50 states; Washington, D.C.; and New York, N.Y. COVID-19 case counts for
New York, N.Y., are reported separately from the state of New York. We defined states as holding steady if they had less
than a 1 percent increase or decrease in average daily new cases over the time frame. The average percentage change
in daily new cases was calculated as the average of the daily rates of change of the 7-day moving average between
September 10 and September 23, 2021. CDC, “United States COVID-19 Cases and Deaths by State Over Time,” accessed
on October 4, 2021, https://data.cdc.gov/Case-Surveillance/United-States-COVID-19-Cases-and-Deaths-by-State-0/9mfg-
cb36. These COVID-19 case counts may change as new or updated data are reported by states.
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Figure 3: Reported COVID-19 Cases per Day in the U.S., Mar. 1, 2020-Sept. 23, 2021
T-day average of COVID-19 cases (in thousands)
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Source: Centers for Disease Control and Prevention (CDC). | GADO-22-105051

Note: Reported COVID-19 cases include confirmed and probable cases. Beginning April 14, 2020, states could include probable
as well as confirmed COVID-19 cases in their reports to CDC. Previously, counts included only confirmed cases. According to
CDC, the actual number of cases is unknown for a variety of reasons, including that people who have been infected may not
have been tested or may not have sought medical care. See CDC, “COVID Data Tracker: Trends in Number of COVID-19 Cases
and Deaths in the U.S. Reported to CDC, by State/Territory,” accessed September 30, 2021, https://covid.cdc.gov/covid-data-
tracker/#trends_dailytrendscases.

According to data from CDC’s National Center for Health Statistics, the number of deaths in the
U.S. has been higher during the pandemic than the expected number of deaths based on previous
years’ data. For example, from January 1, 2020, through September 4, 2021, about 687,000 more
deaths occurred from COVID-19 and other causes than would be normally expected (see fig. 4).

Figure 4: Higher-Than-Expected Weekly Mortality in the U.S., Jan. 2020 to Sept. 2021
Weekly number (in thousands)
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Source: GAO analysis of Centers for Disease Control and Prevention (CDC)/National Center for Health Statistics (NCHS) data. | GAO-22-105051

Note: The data shown represent the number of deaths from all causes reported in the U.S.in a given week through September
4, 2021, that exceeded the upper-bound threshold of expected deaths calculated by CDC’s NCHS on the basis of variation in
mortality in prior years. For further details of CDC’'s methodology for estimating this upper-bound threshold, see CDC, National
Center for Health Statistics, “Excess Deaths Associated with COVID-19,” accessed October 4, 2021, https://www.cdc.gov/nchs/
nvss/vsrr/covid19/excess_deaths.htm. The number of deaths in recent weeks should be interpreted cautiously, as this figure
relies on provisional data that are generally less complete.
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Providing the public with safe and effective vaccines to protect people from getting critically ill

with COVID-19 is crucial to mitigating the public health and economic impacts of the virus and
ending the pandemic. Two COVID-19 vaccines requiring two doses were authorized by the Food
and Drug Administration (FDA) for emergency use in December 2020 and a third vaccine, requiring
one dose, was authorized in February 2021."7 On August 23, 2021, FDA approved Pfizer’s biologics
license application for its two-dose vaccine for individuals aged 16 years and older.'®

On August 18, 2021, the administration recommended that individuals who received the two-

dose vaccines should get a third “booster” shot 8 months after the second dose, pending FDA
authorization and a recommendation from CDC’s immunization advisory committee.’ On
September 22, 2021, FDA amended the authorization for the Pfizer vaccine to allow for a booster
shot to be administered to individuals aged 65 years and older, individuals aged 18 to 64 years
who are at high risk of developing severe illness from COVID-19, and individuals aged 18 to 64
years whose frequent institutional or occupational exposure to COVID-19 puts them at high risk of
serious complications from COVID-19, including severe illness. Boosters for these individuals are to
be administered at least 6 months after completion of the first series of shots.?% In mid-October,
FDA’s vaccine advisory panel recommended boosters of the Moderna and Johnson & Johnson

vaccines.?'

As of September 23, 2021, almost 390 million doses of COVID-19 vaccine had been administered,
according to CDC. Since the vaccination peak in early April 2021, the number of doses of COVID-19
vaccine administered each day have generally declined. As of September 23, 2021, the number of
daily administered doses was less than one-fifth of those administered in the April peak (see fig.
5).

17pfizer’s two-dose COVID-19 vaccine was authorized for emergency use on December 11, 2020, and Moderna’s
two-dose COVID-19 vaccine on December 18, 2020. Janssen’s (Johnson & Johnson) one-dose COVID-19 vaccine was
authorized for emergency use on February 27, 2021.

18pfizer's two-dose COVID-19 vaccine continues to be authorized for emergency use in individuals aged 12 to 15.

19FDA had previously authorized, and CDC’s immunization advisory committee recommended, third booster shots of
Pfizer's and Moderna’s vaccines for certain immunocompromised individuals.

200n September 24, 2021, CDC issued recommendations that certain populations—individuals aged 65 years and older,
residents in long-term care settings, and individuals aged 50 to 64 years with underlying medical conditions—should
receive a booster shot of the Pfizer vaccine. CDC also noted that individuals aged 18 to 64 years with underlying medical
conditions or at increased risk for COVID-19 exposure and transmission because of their occupational or institutional
setting may receive a booster shot, based on their individual benefits and risks.

21The FDA vaccine advisory panel recommended a half-dose of the Moderna vaccine at least 6 months after completion
of the first series of shots for the booster for the same groups of individuals for which it authorized boosters of the
Pfizer vaccine. The panel did not restrict its recommendations for the Johnson & Johnson booster to specific groups

of individuals beyond those who had already received the one-dose vaccine. FDA is not required to implement the
vaccine advisory panel’s recommendations. As of October 18, 2021, FDA had not yet amended the emergency use
authorizations for either the Moderna or the Johnson & Johnson vaccine to allow for boosters.
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Figure 5: Daily Count of COVID-19 Vaccine Doses Administered in the U.S. and Reported to CDC, Dec. 14, 2020-
Sept. 23, 2021

Doses administered (in millions)
5

Dec. Jan. Feb. Mar. Apr. May June July Aug. Sept.

2020 2021
Month

== 7-day average

. Weekend
Source: Centers for Disease Control and Prevention (CDC). | GAO-22-105051

Notes: The data shown reflect COVID-19 vaccine doses administered in the U.S. as reported to CDC by state, territorial, and
local public health agencies and by federal entities since the national vaccine program began on December 14, 2020. The data
include doses administered through all vaccine partners, including jurisdictional partner clinics, retail pharmacies, long-term
care facilities, Federal Emergency Management Agency and Health Resources and Services Administration partner sites, and
federal entity facilities. See CDC, “COVID Data Tracker: COVID-19 Vaccinations in the United States,” accessed on September 30,
2021, https://covid.cdc.gov/covid-data-tracker/#vaccinations.

As of September 30, 2021, one COVID-19 vaccine had been licensed by the Food and Drug Administration for individuals

aged 16 years and older and was authorized for emergency use for individuals aged 12 to 15 years. Two additional COVID-19
vaccines were authorized for emergency use for individuals aged 18 years and older. The approved vaccine and one of the
vaccines authorized for emergency use are two-dose regimens; the other vaccine with emergency authorization requires

one dose. The number of doses administered on a given day may be affected by several factors, such as weekend days,
holidays, weather, and vaccine availability. The most recent days of reporting may be more impacted by reporting delays, and
all reported numbers may change over time as historical data are reported to CDC.

In addition to the impact on public health, the pandemic continues to present economic
challenges, particularly for the labor market, though the economy has improved in recent months.
According to data from the Department of Labor, labor market conditions improved in June,

July, August, and September 2021 but remained worse relative to the prepandemic period. For
example, although initial unemployment insurance claims generally declined through September
2021, initial claims remain high compared to the prepandemic period.

Moreover, in September 2021, the employment-to-population ratio, which measures the share of
the population employed, was 58.7 percent—a slight increase from the previous month. However,
this ratio was 2.4 percentage points lower than in the prepandemic period, indicating that labor
market conditions remain worse than in the prepandemic period (see fig. 6).%? See the Economic
Indicators enclosure in appendix | for more information.

22The employment-to-population ratio represents the number of employed people as a percentage of the civilian
noninstitutional population 16 years and older. The ratio is subject to misclassification errors with respect to consistently
identifying workers as employed and absent from work or unemployed on temporary layoff.
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Figure 6: Employment-to-Population Ratio, Jan. 2019-Sept. 2021
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Federal COVID-19 Funding and Spending

As of August 31, 2021, the most recent date for which government-wide information was available
at the time of our analysis, the federal government had obligated a total of $3.9 trillion and
expended $3.4 trillion of the $4.8 trillion in appropriated COVID-19 relief funds as reported

by federal agencies to the Department of the Treasury’s Governmentwide Treasury Account
Symbol Adjusted Trial Balance System.?3 Obligations and expenditures relative to the amounts
appropriated through COVID-19 relief laws have varied over time, as new relief laws have
appropriated additional relief funds and as the federal government has obligated and expended
those funds (see fig. 7).

23An appropriation provides legal authority for federal agencies to incur obligations and make payments out of

the U.S. Treasury for specified purposes. An obligation is a definite commitment that creates a legal liability of the

U.S. government for the payment of goods and services ordered or received, or a legal duty on the part of the U.S.
government that could mature into a legal liability by virtue of actions on the part of another party that are beyond the
control of the U.S. government. An expenditure is the actual spending of money, or an outlay. Expenditures include
some estimates, such as estimated subsidy costs for direct loans and loan guarantees. Increased spending in Medicaid
and Medicare is not accounted for in the appropriations provided by the COVID-19 relief laws. Federal agencies use the
Governmentwide Treasury Account Symbol Adjusted Trial Balance System to report proprietary financial reporting and
budgetary execution information to Treasury.
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Figure 7: Percentage of COVID-19 Relief Appropriations Obligated and Expended, July 31, 2020-Aug. 31, 2021
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Source: GAO analysis of data from the Department of the Treasury. | GAO-22-105051

Notes: The percentages shown represent the portions of appropriated funds available as of each date shown that had been
obligated and expended. An appropriation provides legal authority for federal agencies to incur obligations and make payments
out of the U.S. Treasury for specified purposes. Appropriation amounts are based on appropriation warrant information
provided by the Department of the Treasury as of July 31, 2020; September 30, 2020; November 30, 2020; January 31, 2021; May
31, 2021; June 30, 2021; July 31, 2021; and August 31, 2021, for the six COVID-19 relief laws, four of which were enacted before
July 2020. These amounts have increased over time and could increase in the future for programs with indefinite appropriations
(i.e., appropriations that, at the time of enactment, are for an unspecified amount).

An obligation is a definite commitment that creates a legal liability of the U.S. government for the payment of goods and
services ordered or received, or a legal duty on the part of the U.S. government that could mature into a legal liability by

virtue of actions on the part of another party that are beyond the control of the U.S. government. An expenditure is the actual
spending of money, or an outlay. Expenditures reflected in the percentages shown include some estimates, such as estimated
subsidy costs for direct loans and loan guarantees. Increased spending in Medicaid and Medicare is not accounted for in the
appropriations provided by the COVID-19 relief laws. Under Office of Management and Budget guidance, federal agencies were
not directed to report COVID-19 related obligations and expenditures until July 2020.

The nine major spending areas shown in table 1 represent $3.9 trillion, or 81 percent, of the total
amounts appropriated. For these nine spending areas, agencies reported obligations totaling $3.3
trillion and expenditures totaling $3.0 trillion as of August 31, 2021. Table 1 provides additional
details on appropriations, obligations, and expenditures of government-wide COVID-19 relief
funds, including the nine major spending areas as of August 31, 2021.
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Table 1: COVID-19 Relief Appropriations, Obligations, and Expenditures, as of Aug. 31, 2021

Total Total Total

appropriationsb obligations® expenditures®
Major spending area® ($ in billions) ($ in billions) ($ in billions)
Unemployment Insurance 858.6 660.3 650.2
(Department of Labor)
Economic Impact Payments 855.3 841.6 841.6
(Department of the Treasury)
Business Loan Programs 838.0 829.2 827.6°
(Small Business Administration)
Public Health and Social Services Emergency Fund 350.1 240.0 172.1
(Department of Health and Human Services)
Coronavirus State and Local Fiscal Recovery Funds 350.0 239.8 239.8
(Department of the Treasury)
Education Stabilization Fund 278.6 257.0 51.7
(Department of Education)
Coronavirus Relief Fund 150.0 149.9 149.9
(Department of the Treasury)
Disaster Relief Fund 97.0 63.8 9.9
(Department of Homeland Security)e
Supplemental Nutrition Assistance Programs 91.7 66.1 64.6
(Department of Agriculture)
Other areas’ 881.6 532.4 391.9
Total® 4,750.9 3,880.1 3,399.3

Source: GAO analysis of data from the Department of the Treasury and applicable agencies. | GAO-22-105051

#Major spending areas shown are based on federal accounts in Treasury’s Governmentwide Treasury Account Symbol Adjusted
Trial Balance System. Each spending area may include multiple programs.

bcovID-19 relief appropriations shown reflect amounts appropriated under the American Rescue Plan Act of 2021 (ARPA), Pub.
L. No. 117-2, 135 Stat. 4; Consolidated Appropriations Act, 2021, Pub. L. No. 116-260, 134 Stat. 1182 (2020); Paycheck Protection
Program and Health Care Enhancement Act, Pub. L. No. 116-139, 134 Stat. 620 (2020); CARES Act, Pub. L. No. 116-136, 134 Stat.
281 (2020); Families First Coronavirus Response Act, Pub. L. No. 116-127, 134 Stat. 178 (2020); and Coronavirus Preparedness
and Response Supplemental Appropriations Act, 2020, Pub. L. No. 116-123, 134 Stat. 146. These amounts are based on
appropriation warrant information provided by Treasury as of August 31, 2021. These amounts have increased over time

and could increase in the future for programs with indefinite appropriations, which are appropriations that, at the time of
enactment, are for an unspecified amount. The amounts shown do not include transfers of funds that federal agencies may
make between appropriation accounts or transfers of funds they may make to other agencies.

“Obligation and expenditure data shown are based on data reported by applicable agencies. An obligation is a definite
commitment that creates a legal liability of the U.S. government for the payment of goods and services ordered or received,
or a legal duty on the part of the U.S. government that could mature into a legal liability by virtue of actions on the part of
another party that are beyond the control of the U.S. government. An expenditure is the actual spending of money, or an
outlay. Expenditures shown include some estimates, such as estimated subsidy costs for direct loans and loan guarantees.
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9The Small Business Administration’s Business Loan Program account includes activity for the Paycheck Protection Program
loan guarantees and certain other loan subsidies. These expenditures relate mostly to the loan subsidy costs (i.e., the loan’s
estimated long-term costs to the U.S. government).

“Appropriations to the Disaster Relief Fund are generally not specific to individual disasters. Therefore, Treasury’s methodology
for determining COVID-19-related obligations and expenditures does not capture obligations and expenditures for the
COVID-19 response based on appropriations other than those in the COVID-19 relief laws. Further, Treasury’s methodology
includes all obligations and expenditures based on appropriations in the COVID-19 relief laws, including those for other
disasters. In its Disaster Relief Fund Monthly Report dated September 9, 2021, the Department of Homeland Security reported
COVID-19-related obligations totaling $80.0 billion and expenditures totaling $60.6 billion as of August 31, 2021.

fSeveral provisions in the Families First Coronavirus Response Act and ARPA authorized increases in Medicaid payments to
states and U.S. territories. The Congressional Budget Office estimated that federal expenditures from these provisions would be
approximately $76.9 billion through fiscal year 2030. The largest increase to federal Medicaid spending is based on a temporary
formula change rather than a specific appropriated amount. Some of the estimated costs in this total are for the Children’s
Health Insurance Program, permanent changes to Medicaid, and changes not specifically related to COVID-19. This increased
spending is not accounted for in the appropriations provided by the COVID-19 relief laws and therefore not included in this
table.

EBecause of rounding, amounts shown in columns may not sum to the totals.

The COVID-19 relief laws provided more than $1 trillion to federal agencies to provide assistance
related to the COVID-19 pandemic to states, the District of Columbia, localities, U.S. territories, and
tribes through existing and newly created programs and funds.?* Table 2 lists programs and funds
that each received $10 billion or more—exclusively or primarily for states, the District of Columbia,
localities, U.S. territories, and tribes—in at least one of the six laws. It also provides obligations and
expenditures for these programs and funds as of August 31, 2021.

24Thjs total is based on (1) an analysis of the appropriated amounts in ARPA, Divisions M and N of the Consolidated
Appropriations Act, 2021, the Paycheck Protection Program and Health Care Enhancement Act, the CARES Act, the
Families First Coronavirus Response Act, and the Coronavirus Preparedness and Response Supplemental Appropriations
Act, 2020 that are available to agencies for assistance to states, the District of Columbia, localities, U.S. territories, and
tribes, and (2) the Congressional Budget Office’s estimated outlays for Medicaid resulting from authorized increases in
payments to states and U.S. territories under those laws.
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Table 2: Appropriations, Obligations, and Expenditures for Federal Programs and Funds Receiving $10
Billion or More in COVID-19-Related Aid for States, the District of Columbia, Localities, U.S. Territories,

and Tribes, as of Aug. 31, 2021

Program fund/description

Appropriations
($ in billions)

Obligations
($ in billions)

Expenditures
($ in billions)

Coronavirus State and Local Fiscal Recovery Funds
Administered by the Department of the Treasury,
these funds provide payments to states, the District
of Columbia (D.C.), U.S. territories, tribal governments,
and localities to mitigate the fiscal effects stemming
from the COVID-19 pandemic, among other things.

350

239.8

239.8

Elementary and Secondary School Emergency
Relief Fund

Administered by the Department of Education, this
fund generally provides formula grants to states
(including D.C. and Puerto Rico) for education-
related needs to address the impact of the COVID-19
pandemic.

190.3

172.3

17.3

Coronavirus Relief Fund

Administered by Treasury, this fund provides payments
to states, D.C., localities, U.S. territories, and tribal
governments to help offset costs of their response to
the COVID-19 pandemic.

150

149.9

149.9

Disaster Relief Fund

Administered by the Federal Emergency Management
Agency, this fund provides federal disaster recovery
assistance for state, local, tribal, and territorial
governments when a major disaster occurs.

952

31.3°

19.6

Medicaid

Administered by states and U.S. territories according
to plans approved by the Centers for Medicare

& Medicaid Services, which oversees Medicaid at
the federal level. This program finances health

care for certain low-income and medically needy

individuals through federal matching of states’ and U.S.

territories’ health care expenditures. The Families First
Coronavirus Response Act and American Rescue Plan
Act of 2021 temporarily increased federal Medicaid
matching rates under specified circumstances, among
other changes.

76.9°

50.9¢

50.9¢

Transit grants

Administered by the Federal Transit Administration,
these funds are distributed through existing grant
programs to provide assistance to states, localities,
U.S. territories, and tribes to prevent, prepare for, and
respond to the COVID-19 pandemic.

69.5

37.0

22.8

Child Care and Development Fund
Administered by the Department of Health and Human
Services (HHS), this program provides funds to states,
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Program fund/description

Appropriations
($ in billions)

Obligations
($ in billions)

Expenditures
($ in billions)

D.C., territories, and tribes to subsidize the cost of
child care for low-income families. COVID relief funds
have supported assistance to health care and other
essential workers without regard to income eligibility
requirements. Additional child care stabilization
funding was provided for subgrants to eligible child
care providers to support the stability of the child care

sector during and after the COVID-19 pandemic.®

Emergency Rental Assistance

Administered by Treasury, this program provides
grants to states, D.C., U.S. territories, localities, and
tribes to provide assistance to eligible households for
rent and utility payments.

46.6

33.2

33.2

Public Health and Social Services Emergency Fund
Administered by HHS, this fund provides for

grants to states, U.S. territories, localities, and

tribal governments to support COVID-19 testing,
surveillance, and contact tracing, among other uses.

334

30.3

7.7

Airport grants

Administered by the Federal Aviation Administration,
these grants provide funds for eligible airports to
prevent, prepare for, and respond to the effects of the

COVID-19 pandemic.®

20

15.8

7.7

Highway infrastructure programs

Administered by the Federal Highway Administration,
these programs provide funds to states, D.C., U.S.
territories, and tribes for highway construction and
authorize the use of these funds for maintenance,
personnel, and other purposes to prevent, prepare for,
and respond to the COVID-19 pandemic.

10

3.9

1.5

Coronavirus Capital Projects Fund

Administered by Treasury, this fund provides payments
to states, D.C., U.S. territories, and tribal governments
for critical capital projects that directly enable work,
education, and health monitoring in response to the

COVID-19 pandemic.

10

State Small Business Credit Initiative

Administered by Treasury, this program provides funds
to states, D.C., U.S. territories, tribal governments, and
eligible localities to fund small business credit support

and investment programs.)

10

Source: GAO analysis of federal laws, data from the Congressional Budget Office, and obligations and expenditures data from Treasury and applicable agencies. | GAO-22-105051

Notes: The COVID-19 relief laws providing the appropriations shown are the American Rescue Plan Act of 2021 (ARPA), Pub.
L. No. 117-2, 135 Stat. 4 (2021), the Consolidated Appropriations Act, 2021, Pub. L. No. 116-260, div. M and N, 134 Stat. 1182
(2020), the Paycheck Protection Program and Health Care Enhancement Act, Pub. L. No. 116-139, 134 Stat. 620 (2020), the
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CARES Act, Pub. L. No. 116-136, 134 Stat. 281 (2020), and the Families First Coronavirus Response Act, Pub. L. No. 116-127, 134
Stat. 178 (2020). The Coronavirus Preparedness and Response Supplemental Appropriations Act, 2020 did not provide any
specified amounts for these programs or funds for states, D.C., localities, territories, or tribes. The amounts shown are the
cumulative amounts for each program or fund under the other five laws. Some appropriation amounts include an amount
available for administration expenses or for the relevant inspectors general. Numbers are rounded to the nearest hundred
million.

We did not independently verify obligations and expenditures amounts.

@Appropriations for the Disaster Relief Fund generally are not specific to individual disasters and may be used for various
disaster assistance programs, including the Public Assistance program, which provides assistance to state, local, territorial, and
tribal governments.

®The obligations and expenditures listed in the table are for the Public Assistance program for the COVID-19 response.

“Several provisions in the Families First Coronavirus Response Act and ARPA authorized increases in Medicaid payments to
states and U.S. territories. The Congressional Budget Office estimated that federal expenditures from these provisions would be
approximately $76.9 billion through fiscal year 2030. The largest increase to federal Medicaid spending is based on a temporary
funding formula change rather than a specific appropriated amount. Some of the estimated costs in this total are for the
Children’s Health Insurance Program, permanent changes to Medicaid, and changes not specifically related to COVID-19.

IMedicaid obligations and expenditures are as of June 30, 2021. COVID-19 related obligation and expenditure amounts
for Medicaid only reflect provisions in the Families First Coronavirus Response Act. Obligation and expenditure amounts
for COVID-19 related Medicaid provisions in the American Rescue Plan Act are not currently available from the Centers for
Medicare & Medicaid Services.

The Child Care and Development Fund is made up of two funding streams: mandatory and matching funding authorized
under section 418 of the Social Security Act, and discretionary funding authorized under the Child Care and Development Block
Grant Act of 1990, as amended. See 42 U.S.C. 88 618 and 9858m.

fExpenditures represent funding disbursed to grantees by Treasury for distribution to renters, landlords, and utility providers.
As of August 31, 2021, grantees had spent about $7.7 billion of these amounts. For additional information on grantee spending,
see the enclosure on the Emergency Rental Assistance program in appendix .

8Funds are available to eligible sponsors of airports. Nearly all of these airports are under city, state, county, or public-authority
ownership.

hObligations and expenditures for these funds are as of August 30, 2021.

iTreasury issued implementing guidance in September 2021 that provides that the application deadline for requesting
allocations of the Coronavirus Capital Projects Fund from Treasury is (1) December 27, 2021, for states, D.C., and U.S. territories;
and (2) June 1, 2022, for tribal governments.

J'States, the District of Columbia, territories, and tribal governments must initiate applications for the State Small Business Credit
Initiative program with Treasury by December 11, 2021. Eligible jurisdictions must submit completed applications by February
11, 2022.
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Executive Summary

Overview

As the nation continues to respond to the pandemic and significant increases in COVID-19 cases
from the Delta variant, this report provides key updates on the government’s pandemic response
and makes 16 new recommendations aimed at improving the accountability and program
effectiveness of the federal response.

In our prior CARES Act reports and other targeted COVID-19-related reports, we have made a

total of 209 recommendations to federal agencies.?> As of September 30, 2021, agencies had fully
addressed 33 of these recommendations, resulting in improvements including increased oversight
of relief payments to individuals and improved transparency of decision making for emergency
use authorizations for vaccines and therapeutics. Agencies have also partially addressed an
additional 48 recommendations. Fully addressing our previous recommendations as well as the
new recommendations we are making will enhance the transparency and accountability of the
federal government’s response to and recovery from the COVID-19 pandemic.

Relief for Health Care Providers

To respond to the pandemic, $178 billion has been appropriated to the Provider Relief Fund (PRF)
to reimburse eligible providers for health care-related expenses or lost revenues attributable

to COVID-19. As of August 31, 2021, HHS had allocated about $153.9 billion. Of the $153.9

billion allocated, HHS had disbursed about $132.5 billion and about $21.5 billion remained to be
disbursed. Approximately $24.1 billion of PRF funds remained unallocated and undisbursed as

of August 31, 2021. On September 10, 2021, HHS announced that $17 billion of the previously
unallocated $24.1 billion would be allocated for a general distribution to a broad range of
providers who could document COVID-related revenue loss and expenses. HHS expected to begin
disbursing these funds in December 2021.

The Health Resources and Services Administration (HRSA) has taken some oversight actions
regarding post-payment reviews of PRF payments and recovery of identified overpayments;
however, it has not established key next steps. While the agency has conducted post-payment
reviews for certain priority types of provider payments, it has not established time frames for
implementing and completing all remaining post-payment reviews or set review schedules beyond
the first quarter of calendar year 2022. In regards to recovery of identified overpayments, the
agency has yet to recover most of the overpayments that had been identified as of September
2021. HRSA officials stated they had plans for recovering overpayments, but had not finalized
procedures for doing so.

Without timely post-payment oversight that includes time frames for conducting reviews to help
ensure that relief payments are made only to eligible providers in correct amounts and to identify

25This number includes recommendations from our June 2020, September 2020, November 2020, January 2021, March
2021, and July 2021 CARES Act reports as well as other targeted COVID-19-related reports in areas such as international
humanitarian assistance and Indian Health Services response to COVID-19. For a complete list of our COVID-related
products, see https://www.gao.gov/coronavirus.
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unused payments or payments not properly used, HHS cannot fully address its stated payment
integrity risks for the PRF and seek to recover overpayments, unused payments, or payments not
properly used. Moreover, setting time frames for completion of these oversight efforts can help
the agency achieve its objectives and increase the likelihood of recovering funds.

We are recommending that the Administrator of the Health Resources and Services
Administration take several steps to finalize and implement post-payment oversight. Specifically,
the Administrator should establish time frames for completing post-payment reviews to promptly
address identified risks and identify overpayments made from the Provider Relief Fund, such

as payments made in incorrect amounts or payments to ineligible providers. The Administrator
should also finalize procedures and implement post-payment recovery of any Provider Relief Fund
overpayments, unused payments, or payments not properly used. HHS, which includes HRSA,
partially agreed with both recommendations. HRSA stated that it has a schedule for reviewing

the payment types it initially prioritized, and that reviews for the remaining types and payment
recovery efforts will occur in the future. We maintain that establishing time frames for completing
reviews and finalizing procedures and implementing recovery efforts expeditiously will help the
agency succeed in recovering overpayments.

See the Relief for Health Care Providers enclosure in appendix | for more information.

Coronavirus State and Local Fiscal Recovery Funds

In March 2021, the American Rescue Plan Act of 2021 (ARPA) appropriated $350 billion to Treasury
for the Coronavirus State and Local Fiscal Recovery Funds (CSLFRF).26 The CSLFRF allocates funds
to states, the District of Columbia, localities, tribal governments, and U.S. territories to cover a
broad range of costs stemming from the fiscal effects of the COVID-19 pandemic.?’ According to
Treasury data, it had distributed approximately $240 billion in CSLFRF funds to recipients as of
August 31, 2021.

As of July 2021, some of the 48 states that responded to a GAO survey reported that they had
somewhat less than or much less than sufficient capacity to report on use of CSLFRF allocation
consistent with federal requirements (17 of 48), to disburse the funds (13 of 48), and to apply
appropriate internal controls and respond to inquiries about requirements (10 of 48). In addition,
most states (44 of 48) reported that they had taken or planned to take additional steps—such as
hiring new staff or reassigning existing staff—to help them manage their CSLFRF allocations.

As of August 2021, Treasury was developing its key internal processes and control activities for
the timely monitoring of recipients’ use of their CSLFRF allocations for allowable purposes and for
responding, as appropriate, to internal control and compliance findings. According to Treasury
officials, the key internal processes and control activities had not been finalized or documented.
The officials noted that program development has occurred within a short time frame since the
enactment of ARPA in March 2021, and that finalizing and documenting internal processes and

26pyb. L. No. 117-2, § 9901, 135 Stat. at 223. This section of ARPA appropriated $350 billion for two funds—the
Coronavirus State Fiscal Recovery Fund and the Coronavirus Local Fiscal Recovery Fund, which we discuss as one for the
purposes of this report. These funds are codified, respectively, at 42 U.S.C. §8 802, 803.

27pyb. L. No. 117-2, § 9901, 135 Stat. at 223 (codified at 42 U.S.C. §§ 802, 803).
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control activities for this new program requires time and resources. Further, vacancies in top-

level leadership positions in the Office of Recovery Programs, which Treasury established in April
2021, have contributed to uncertainty about how the final program policies and procedures will be
implemented.

Until Treasury properly designs and documents policies and procedures to guide CSLFRF program
officials and other responsible oversight parties in the Office of Recovery Programs, there is a

risk that key control activities needed to help ensure program management fulfills its recipient
monitoring and oversight responsibilities may not be established or applied effectively and
consistently. This risk may be particularly acute with monitoring state and local recipients that face
capacity challenges in managing their CSLFRF allocations in accordance with federal requirements,
as some noted in our survey.

We are recommending that the Secretary of the Treasury design and document timely and
sufficient policies and procedures for monitoring CSLFRF recipients to provide assurance that
recipients are managing their allocations in compliance with laws, regulations, agency guidance,
and award terms and conditions, including ensuring that expenditures are made for allowable
purposes. Treasury agreed with the recommendation and stated that it is in the process of
designing, documenting, and implementing a risk-based compliance program to monitor recipient
use of CSLFRF program funds.

See the Coronavirus State and Local Fiscal Recovery Funds enclosure in appendix | for more
information.

Unemployment Insurance Fraud Risk Management

Federal and state entities continue to investigate and report on high levels of fraud, potential
fraud, and fraud risks in the unemployment insurance (Ul) programs overseen at the federal level
by the Department of Labor (DOL). For example, in June 2021, DOL’s Office of Inspector General
reported that it had identified nearly $8 billion in potentially fraudulent Ul benefits paid from
March 2020 through October 2020. In addition, from March 2020 through July 2021, 71 individuals
pleaded guilty to federal charges of defrauding Ul programs, and federal charges were pending
against 192 individuals.

In addition to a substantial increase in fraudulent and potentially fraudulent activity in Ul
programs, DOL officials stated that the types of fraud observed during the pandemic differed
from historical Ul fraud risks and schemes observed before the pandemic. While DOL continues
to identify and implement strategies to address potential unemployment insurance fraud and has
ongoing program integrity activities to identify risks, it has not comprehensively assessed fraud
risks in alignment with leading practices identified in our Fraud Risk Framework, which by law
must be incorporated into guidelines established by the Office of Management and Budget for
agencies.

First, DOL has not clearly assigned defined responsibilities to a dedicated entity for designing and
overseeing fraud risk management activities such as managing the fraud risk assessment process.
Without a dedicated entity with defined responsibilities to lead antifraud initiatives, including the
process of assessing fraud risks to Ul programs, DOL may not be strategically managing Ul fraud
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risks. For example, a dedicated antifraud entity could, among other activities, manage the fraud
risk assessment process and coordinate antifraud initiatives across an agency’s various programs
to assure that agency activities called for by the Fraud Risk Framework are conducted.

We are recommending that the Secretary of Labor designate a dedicated entity and document its
responsibilities for managing the process of assessing fraud risks to the unemployment insurance
program, consistent with leading practices as provided in our Fraud Risk Framework. This entity
should have, among other things, clearly defined and documented responsibilities and authority
for managing fraud risk assessments and for facilitating communication among stakeholders
regarding fraud-related issues. DOL neither agreed nor disagreed with this recommendation.
DOL stated that the department’s Chief Financial Officer and the Employment and Training
Administration’s Assistant Secretary are the designated senior executive officials responsible for
risk assessment and management of the Ul program. While this approach may incorporate the
roles and responsibilities of a dedicated antifraud entity, it is important that, consistent with our
Fraud Risk Framework, DOL clearly document this designation and these senior staff members’
antifraud responsibilities.

Second, DOL has not comprehensively assessed Ul fraud risks in alignment with leading practices
or documented a prioritized approach to managing fraud risks. Our Fraud Risk Framework calls
for federal managers to plan regular fraud risk assessments and determine a fraud risk profile.
Specifically, the fraud risk assessment should be tailored to the program and conducted at regular
intervals as well as when there are changes to the program or operating environment, such as for
program operations and expansions during emergencies.

Without comprehensively assessing Ul fraud risks, DOL lacks reasonable assurance that it has
identified the most significant fraud risks for the regular Ul program that will exist after the
pandemic. For example, some fraud risks identified in the CARES Act Ul programs may continue

to exist in the regular Ul program after the temporary Ul programs expire. An analysis of fraud
risks across all Ul programs would also help DOL determine whether additional fraud controls are
needed for the regular Ul program and could position DOL to deal more effectively with any future
emergency Ul programs.

We are also recommending that the Secretary of Labor (1) identify inherent fraud risks facing the
unemployment insurance program; (2) assess the likelihood and impact of inherent fraud risks
facing the program; (3) determine fraud risk tolerance for the program; (4) examine the suitability
of existing fraud controls in the program and prioritize residual fraud risks; and (5) document the
fraud risk profile for the program. DOL neither agreed nor disagreed with this recommendation.
DOL said its current process allows it to identify, evaluate, and manage risks. However, DOL also
said it will incorporate the recommended practices and approaches moving forward.

See the Unemployment Insurance Fraud Risk Management enclosure in appendix | for more
information.
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FEMA'’s Disaster Relief Fund and Assistance to State, Local,
Tribal, and Territorial Governments

The Federal Emergency Management Agency (FEMA) is using the Disaster Relief Fund to respond
to the COVID-19 pandemic, which is the first time the fund has been used during a nationwide
public health emergency.?® For example, FEMA’s Public Assistance Program helps state, local,
tribal, and territorial governments, and certain types of private nonprofit organizations respond
to and recover from major disasters or emergencies. From September 1, 2020, to August 31, 2021,
FEMA obligated a total of approximately $26.8 billion to Public Assistance projects for emergency
protective measures, such as eligible medical care, the purchase and distribution of food, and
distribution of personal protective equipment.

We found that FEMA inconsistently interpreted and applied its policies for expenses eligible

for COVID-19 Public Assistance within and across its 10 regions. For example, officials in one
state said that, at one point, FEMA had deemed the provision of personal protective equipment
at correctional facilities as ineligible for reimbursement in their region but that states in other
regions had received reimbursement for the same expense.

We identified four key areas that contributed to the inconsistent interpretation and application of
COVID-19 policies for Public Assistance based on our discussions with FEMA headquarters officials
and state emergency managers. These four areas are (1) changes in policy that were interpreted
and applied differently by FEMA personnel as FEMA used the Public Assistance Program for the
first time to respond to a nationwide emergency; (2) delegation of authority to FEMA regions for
making final application eligibility determinations; (3) lack of required training on COVID-19 policies
for staff handling Public Assistance applications; and (4) variation in the experience level of staff
making eligibility determinations for applications. FEMA officials stated that it has been difficult to
ensure consistency in policies as different states and regions are not experiencing the same things
at the same time.

FEMA officials have acknowledged that in spite of efforts to ensure consistency in interpretation
and application of its Public Assistance COVID-19 policy, inconsistent interpretation and
application of its policy continue to occur within and across regions. Given the current rise in the
COVID-19 Delta variant across the nation, FEMA is likely to receive applications for reimbursement
for a larger number of projects than it estimated earlier in 2021.

We are recommending that the Federal Emergency Management Agency Administrator improve
the consistency of the agency’s interpretation and application of the COVID-19 Public Assistance
policy within and across regions by further clarifying and communicating eligibility requirements
nationwide.

28The Disaster Relief Fund receives an annual appropriation and has routinely received supplemental appropriations.

In March 2020, the CARES Act appropriated $45 billion for the Disaster Relief Fund. Pub. L. No. 116-136, div. B, tit. VI, 134
Stat. at 543. The Consolidated Appropriations Act, 2021, appropriated $17 billion to the Disaster Relief Fund for major
disasters and an additional $2 billion to provide assistance for COVID-19-related funeral expenses. Pub. L. No. 116-260,
div. F, tit. lll, div. M, tit. 1,134 Stat. at 1462, 1910. In March 2021, ARPA appropriated $50 billion to the Disaster Relief
Fund. Pub. L. No. 117-2, § 4005, 135 Stat. at 79.
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We are also recommending that the Federal Emergency Management Agency Administrator
require the agency’s Public Assistance program employees in the regions and at its Consolidated
Resource Centers to attend training on changes to COVID-19 Public Assistance policy to help
ensure it is interpreted and applied consistently nationwide.

The Department of Homeland Security agreed with both recommendations and outlined actions
it has taken to improve the consistency of its interpretation and application of COVID-19 Public
Assistance policy and to train employees in the regions and at its Consolidated Resource Centers.

See the FEMA's Disaster Relief Fund and Assistance to State, Local, Tribal, and Territorial
Governments enclosure in appendix | for more information.

Loans for Aviation and Other Eligible Businesses

Treasury has executed 35 loan agreements with certain aviation businesses and other businesses
deemed critical to maintaining national security (national security businesses).2? These loans
have totaled about $22 billion of the $46 billion authorized by the CARES Act for loans and loan
guarantees. Of these 35 loans, as of October 1, 2021, 10 loans had been fully repaid and the total
value of outstanding loans was about $1.1 billion.

As directed by the CARES Act, Treasury required certain loan recipients to provide financial assets,
such as warrants—an option to buy shares of stock at a predetermined price before a specified
date—which give the federal government the ability to protect taxpayer interests. In addition,

the CARES Act provided that for the primary benefit of taxpayers Treasury may sell, exercise, or
surrender financial instruments it obtained. Treasury received warrants from nine businesses
equal to 10 percent of the total loan amount drawn. Treasury has not exercised any of the
warrants for stock it holds in these nine businesses.

According to Treasury officials, it is likely that—if the airline industry continues to recover and
borrowers do not default—the warrants could have higher values than the predetermined price
Treasury would have to pay to act on them. For example, based on the stock price at market close
on October 1, 2021, its warrants from one borrower would be valued at 159 percent above the
initial value at which Treasury received them. However, Treasury has not developed policies and
procedures to guide when to act on the warrants to benefit the taxpayer.

We are recommending that the Secretary of the Treasury develop policies and procedures to
determine when to act on warrants obtained as part of the loan program for aviation and other
eligible businesses to benefit the taxpayers. Treasury agreed with our recommendation and said it
is in the process of creating a policy that will allow it to evaluate when and how to act to dispose of
the warrants obtained as part of the loan program.

See the Loans for Aviation and Other Eligible Business enclosure in appendix | for more
information.

29CARES Act, Pub. L. No. 116-136, § 4003, 134 Stat. at 470 (codified at 15 U.S.C. § 9042).

Page 24 GAO-22-105051



Payroll Support Assistance to Aviation Businesses

As of September 2021, Treasury had made $59 billion in payments out of $63 billion provided to
the Payroll Support Program to support aviation business.3% These payments, made to air carriers
and aviation contractors, were to be used exclusively for the continuation of wages, salaries, and
benefits.

Similar to Treasury’s loan program for aviation and other businesses described above, the CARES
Act allowed the department to receive financial instruments from these businesses to provide
appropriate compensation to the federal government for providing the financial assistance, and
Treasury required 14 recipients to provide warrants. These 14 recipients provided a total of 58
million warrants.

As Treasury continues to hold these warrants for stock purchases—and as the airline industry
recovers—these warrants may increase in value. Treasury has not exercised any of the warrants
for stock it holds in the 14 businesses, nor has the agency documented policies and procedures
to guide when to act on the warrants to provide appropriate compensation to the federal
government.

We are recommending that the Secretary of the Treasury develop policies and procedures to
determine when to act on warrants obtained as part of the Payroll Support Program to provide
appropriate compensation to the federal government. Treasury agreed with our recommendation
and said it is in the process of creating a policy that will allow it to evaluate when and how to act to
dispose of the warrants obtained as part of the Payroll Support Program.

See the Payroll Support Assistance to Aviation Businesses enclosure in appendix | for more
information.

COVID-19 Testing

Antigen tests are one of two types of COVID-19 diagnostic and screening tests for which FDA

has issued emergency use authorizations. These “rapid” tests typically have a turnaround time

of about 30 minutes or less for results. Antigen tests can be conducted in doctors’ offices,
pharmacies, and other health care settings, as well as in homes or other non-health care settings;
some antigen tests can be conducted without a prescription. The second type of COVID-19 tests,
molecular tests—which are considered the “gold standard” for diagnostic testing—typically have
a 1-3 day turnaround period, mainly due to the time needed to send a sample to the laboratory,
according to FDA officials.

301n March 2020, the CARES Act established the Payroll Support Program, which included up to $32 billion in financial
assistance for passenger air carriers, cargo air carriers, and aviation contractors. CARES Act, Pub. L. No. 116-136, § 4112,
134 Stat. at 498 (codified at 15 U.S.C. § 9072). The Consolidated Appropriations Act, 2021 established a Payroll Support
Program Extension in December 2020, and ARPA created a new round of the program in March 2021. These second two
rounds of the program provided up to $16 billion and up to $15 billion, respectively, in financial assistance for passenger
air carriers and aviation contractors. Pub. L. No. 116-260, div. N, tit. IV, 8 402, 134 Stat. at 2052-61. Pub. L. No. 117-2, 8
7301, 135 Stat. at 104-07.
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The use of antigen testing is increasing. According to HHS data, the number of reported antigen
tests per month increased from about 50,000 in June 2020 to nearly 12 million in August 2021. As
a percentage of total tests reported, antigen tests increased from less than 1 percent in June 2020
to over 20 percent of all tests reported in July and August 2021. In addition, on September 9, 2021,
the administration announced the “Path Out of the Pandemic” plan, which should further increase
the use of antigen tests for COVID-19.

Since June 2020, HHS and its component agencies and testing-related working groups have
worked to encourage and improve the reporting of antigen testing data to local, state, and
federal health officials. However, HHS officials told us that limited reporting of antigen test results
prevents HHS from using antigen testing data for COVID-19 surveillance.

HHS is taking additional steps aimed at improving reporting of antigen test data and exploring
additional approaches for effective COVID-19 surveillance. For example, officials told us that

HHS will continue to work with test manufacturers and make enhancements to data reporting

by building reporting methods into the testing process and emphasizing reporting from specific
settings, such as schools. HHS is also considering surveillance approaches to supplement or
enhance current surveillance efforts. For example, HHS is exploring wastewater surveillance
approaches, which provide data that can complement and confirm other forms of surveillance
for COVID-19, and an efficient pooled community sample that is particularly useful in areas where
timely COVID-19 clinical testing is underutilized or unavailable, according to HHS officials.

See the COVID-19 Testing enclosure in appendix | for more information.

Worker Safety and Health

The Occupational Safety and Health Administration (OSHA) is responsible for setting and enforcing
workplace safety and health standards for the private sector in 29 states, the District of Columbia,
and four territories. The other 21 states and Puerto Rico set and enforce their own workplace
safety and health standards for private sector and state and local government employers under
state plans approved by OSHA.

During the first 15 months of the pandemic, OSHA primarily relied on existing workplace safety
and health standards and voluntary employer guidance for its enforcement. However, until June
2021, OSHA standards did not contain provisions specifically targeted at the COVID-19 hazard. As a
result, OSHA inspectors faced challenges in applying OSHA requirements to COVID-19 cases.

OSHA took steps to help protect employees in high-risk industries from the hazard of COVID-19 by
initiating a 1-year COVID-19 National Emphasis Program in March 2021 and issuing an emergency
temporary standard in June 2021.3" Although the emergency temporary standard covers only
employers in the health care industry, in its other policies, OSHA has acknowledged the potential

31 In January 2021, President Biden signed an executive order that, among other things, directed OSHA to initiate the
COVID-19 National Emphasis Program and directed the Secretary of Labor to consider whether a COVID-19 emergency
temporary standard was necessary. This standard went into effect on June 21, 2021, with employer compliance with
certain provisions required by July 6, 2021, and others by July 21, 2021. It applies to workplaces where employees
provide health care services or health care support services, with some exclusions.
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for high risk of workplace COVID-19 exposure in industries beyond health care. The agency
is engaged in rulemaking on two standards: the June 2021 COVID-19 health-care emergency
temporary standard and a separate infectious disease standard.

OSHA area offices faced challenges in enforcing workplace safety and health standards during
the COVID-19 pandemic, but the agency has not assessed lessons learned or promising practices.
According to inspectors from area offices, resource challenges included managing a high volume
of incoming reports and working in a telework environment. Communication and guidance
challenges for inspectors included a lack of timely guidance from OSHA headquarters and
difficulty finding and using the most up-to-date guidance.

We are recommending that the Assistant Secretary of Labor for Occupational Safety and Health
assess—as soon as feasible and, as appropriate, periodically thereafter—various challenges
related to resources and to communication and guidance that the Occupational Safety and Health
Administration has faced in its response to the COVID-19 pandemic and take related actions as
warranted.

DOL partially agreed with our recommendation. DOL stated that it agrees that it is important to
assess lessons learned and best practices for OSHA’s operational response to COVID-19. However,
DOL officials said they believe that while the pandemic is ongoing, the agency’s resources are best
used to help employers and workers mitigate exposures to COVID-19. Because it is unclear when
the COVID-19 pandemic will end, we maintain that assessing—as soon as feasible—the challenges
that OSHA faced in responding to the pandemic, and taking related actions, would enable the
agency to improve its enforcement efforts during this pandemic and help it prepare for operations
during any future pandemic.

See the Worker Safety and Health enclosure in appendix | for more information.

Advance Child Tax Credit Payments

ARPA made several temporary changes to the child tax credit (CTC). First, it temporarily expanded
eligibility to additional qualified individuals by eliminating the earned income requirement to
receive the CTC.3? Second, it temporarily increased the maximum amount of the CTC from $2,000
per qualifying child to $3,000 or $3,600, depending on the child’s age.?3 As required by ARPA, the
Internal Revenue Service (IRS) and Treasury are responsible for issuing half of the CTC through
periodic advance payments (advance CTC).3* IRS reported that as of September 25, 2021, it had
disbursed more than 106 million advance payments totaling over $45.5 billion.

IRS is conducting several outreach efforts to increase the public’'s awareness of advance CTC
payments. For example, IRS continues to coordinate with community organizations to raise
awareness of the advance CTC payments. IRS is also planning to include advance CTC messaging

32pyb. L. No. 117-2, § 9611(a), 135 Stat. at 144145,

33pub. L. No. 117-2, § 9611(a), 135 Stat. at 145. In 2017, the maximum CTC amount was temporarily raised from $1,000
to $2,000 for tax years 2018 through 2025. 26 U.S.C. § 24(h)(2).

34pub. L. No. 117-2, § 9611(b)(1), 135 Stat. at 145-148,

Page 27 GAO-22-105051



for the 2022 tax filing season in its annual Get Ready campaign, which IRS officials said typically
begins in November.

However, IRS and Treasury have not developed a comprehensive estimate of individuals who
are potentially eligible for advance CTC payments and have not set a participation goal. An
eligibility estimate and participation rate, including individuals who have opted in and out of the
advance CTC payments, would provide greater clarity about which populations may be at risk
of not receiving the payments. These populations would benefit from targeted outreach and
communications to learn more about the payments and how to claim the advance CTC during
the 2022 filing season. Moreover, this information could inform IRS’s administration of other
refundable tax credits as well as any future changes to the CTC that Congress is considering.

We are recommending that the Secretary of the Treasury, in coordination with the Commissioner
of Internal Revenue, estimate the number of individuals, including nonfilers, who are eligible for
advance child tax credit payments, measure the 2021 participation rate based on that estimate,
and use that estimate to develop targeted outreach and communications efforts for the 2022
filing season; the participation rate could include individuals who opt in and out of the advance
payments. Treasury neither agreed nor disagreed with this recommendation. Treasury stated that
it supports the goal of the recommendation but has not estimated the eligible population for the
advance CTC. Treasury also stated that it and IRS continue to undertake advance CTC outreach,
education, and media campaign efforts. We maintain that without a comprehensive estimate of
eligibility and a participation rate, which includes more nonfilers, Treasury and IRS are missing

an opportunity to assess the effectiveness of their outreach efforts in reaching nonfilers who are
more likely experiencing poverty or hardship and may be more in need of the CTC payments.

See the Advance Child Tax Credit and Economic Impact Payments enclosure in appendix | for more
information.

Child Nutrition

Child nutrition programs administered by the Department of Agriculture’s (USDA) Food and
Nutrition Service (FNS) supply cash reimbursements to schools or other programs for meals and
snacks provided to eligible children nationwide. In fiscal year 2019, before the pandemic, the

four largest programs—the National School Lunch Program, School Breakfast Program, Summer
Food Service Program, and Child and Adult Care Food Program—along with other child nutrition
programs, received $23.1 billion in federal funds. During a typical year, two of these programs, the
National School Lunch Program and the School Breakfast Program, subsidize meals for nearly 30
million children in approximately 95,000 elementary and secondary schools nationwide.

Various COVID-19 relief laws have provided funding or authority to USDA to support child nutrition
programs during the pandemic. For example, the Families First Coronavirus Response Act granted
FNS authority to issue nationwide waivers in certain programs.3° These waivers are intended to
support access to nutritious meals, reduce the administrative burden associated with eligibility
determinations, and minimize potential exposure to COVID-19.

35pub. L. No. 116-127, § 2202(a), 134 Stat. at 185.
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Agencies can leverage lessons learned from an event to inform future efforts and limit the chance
of recurring challenges. According to FNS officials, FNS is primarily using the existing FNS School
Meals Operations study to gather information about lessons learned during the pandemic for
child nutrition programs. The study, launched in spring 2021, will collect administrative and survey
data on each of the four child nutrition programs from state agencies and will collect survey data
from school district nutrition programs. However, as of July 2021, FNS was unable to provide

us with a plan showing how FNS intends to comprehensively analyze lessons learned from the
pandemic for child nutrition programs, such as from operational and financial challenges.

Although FNS is collecting some information on these topics from states and school districts,
without documenting its plan for analyzing lessons learned from the pandemic, FNS may miss
opportunities to comprehensively identify lessons learned. Further, according to FNS officials,
while the School Meals Operations study will survey state agencies that administer the federal
child nutrition programs, the study will not gather local perspectives directly from child care
centers and day care homes or from other local program sponsors that are not school districts.
Without gathering perspectives from a full range of meal program operators—rather than only
from state agencies and school districts—FNS will lack comprehensive information to aid its future
planning.

We are recommending that the Secretary of Agriculture document the department’s plan to
analyze lessons learned from operating child nutrition programs during the COVID-19 pandemic.
This plan should include a description of how the department will gather perspectives of key
stakeholders, such as Child and Adult Care Food Program institutions and nonschool Summer
Food Service Program sponsors. The Department of Agriculture generally agreed with this
recommendation.

See the Child Nutrition enclosure in appendix | for more information.
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Conclusions

The federal government’s efforts to respond to and recover from COVID-19 continue. The

spread of the Delta variant in the U.S. this summer—and the subsequent rise in cases and
hospitalizations—illustrates the challenges to the nation’s response and recovery efforts and the
work that remains. We are pleased that agencies have fully addressed 33 and partially addressed
48 of our 209 recommendations. Fully implementing our recommendations, including the new

recommendations we are making in this report, can help improve the federal response and
recovery efforts.
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Closing

We are sending copies of this report to the appropriate congressional committees, the Office of
Management and Budget, and other relevant agencies. In addition, the report is available at no
charge on the GAO website at https://www.gao.gov.

If you or your staff have any questions about this report, please contact me at (202) 512-5500

or dodarog@gao.gov. Questions can also be directed to Orice Williams Brown, Chief Operating
Officer, at (202) 512-5600; Jessica Farb, Managing Director, Health Care, at (202) 512-7114 or
farbj@gao.gov; or A. Nicole Clowers, Managing Director, Congressional Relations, at (202) 512-4400
or clowersa@gao.gov. Contact points for our Offices of Congressional Relations and Public Affairs
may be found on the last page of this report.

U Do

Gene L. Dodaro

Comptroller General of the United States
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Appendixes and Enclosures

Appendix I: Enclosures

Economic Indicators

Based on data available in early October 2021, the national economy has continued to

recover from the COVID-19 pandemic, and areas of the economy we are monitoring saw some
improvement in recent months. Indicators for labor markets, household finances, and small
business credit conditions improved in June and July 2021, with notable gains in leisure and
hospitality and state and local government employment, while the labor market recovery slowed

in August 2021 and state and local government employment fell in September 2021 (see table).3®

36 previous work, we identified a number of economic indicators to facilitate ongoing and consistent monitoring of
areas of the economy supported by the federal pandemic response, namely labor markets, household finances, small
business credit and financial conditions, corporate credit market conditions, and state and local government finances. To
the extent that federal pandemic responses are effective, we would expect to see improvements in outcomes related to
these indicators. However, while trends in these indicators may be suggestive of the effect of provisions of the COVID-19
relief laws over time, those trends will not on their own provide definitive evidence of effectiveness. Beginning with

this report, we have removed economic indicators related to corporate and municipal bond markets because of the
significant and consistent recovery in these markets. Going forward, we intend to focus our reporting on labor markets,
household finances, and small business credit and financial conditions.
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Indicators for Areas of the Economy Supported by the Federal COVID-19 Pandemic Response, June-Sept. 2021,

Cumulative Changes since Feb. 2020
Underlined, red text indicates a deterioration from the previous month, or since February 2020

. Cumulative
Indicator August September change since

2021 2021 February 2020

Employment-to-
population ratio® 58.0 58.4 58.5 58.7 24

Changes in leisure and
hospitality employment® +397,000 +408,000 +38,000 +74,000 -1.594.000

Changes in state and
local government +161,000 +268,000 +31,000 -123.000 -874.000

employment®

Consumer Credit
Default Composite
0.39 -0.63
Index rate (not 0.41 0.40 NA
seasonally adjusted)®

Federal Housing

Adm|n|strat|on serious 9.61 9.17 8.64 N/A +5.54
delinquency rate (not I
seasonally adjusted)®

Small business credit

card delinquency index 37.71 39.72 39.30 N/A +1.94
(not seasonally

adjusted)®

N/A = not available

Source: GAO analysis of data from Department of Labor, S&P/Experian, Federal Housing Administration, and Dun &
Bradstreet. | GAO-22-105051

“The employment-to-population ratio represents the number of employed people as a percentage of the civilian
noninstitutional population 16 years and over. The ratio is subject to a misclassification error with respect to identifying workers
as employed and absent from work who are likely unemployed on temporary layoff.

PState and local government and leisure and hospitality employment data from August and September 2021 are preliminary.

“Higher levels in the Consumer Credit Default Composite Index rate indicate more defaults on consumer loans, including auto
loans, bank cards, and mortgages. The Consumer Credit Default Composite Index could be subject to seasonal variation but is
not seasonally adjusted.

dSeriously delinquent loans are 3 months or more past due or in foreclosure, based on mortgages insured by the Federal
Housing Administration (FHA). Increases in serious delinquency rates on FHA loans could, to some extent, reflect borrowers
taking advantage of mortgage forbearance provisions of the CARES Act, but may also indicate financial challenges facing the
minority and low- to moderate-income households that disproportionately take out mortgages insured by FHA.

€Lower levels of the small business credit card delinquency index indicate more delayed payments on credit. The small business
credit card delinquency index is published under license and with permission from Dun & Bradstreet, and no commercial use

can be made of these data.

Gross domestic product (GDP) grew at a 6.7 percent annual rate in the second quarter of 2021,
and for the first time now exceeds its prepandemic level from the fourth quarter of 2019. The
recovery from the pandemic has also been associated with a notable increase in inflation which,
should it persist, could cause financial challenges that would be felt most acutely by low-income
households. The strength of the economic recovery will continue to depend on the success of
public health measures against the COVID-19 pandemic.

Key trends in economic indicators. Federal debt held by the public rose to $22.3 trillion in
September 2021 from $22.0 trillion in March 2021, after falling slightly as a share of GDP, from 99.8
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percent in the first quarter of 2021 to 98.3 percent of GDP in the second quarter 2021. Interest
rates on 3-month Treasury securities were relatively stable, rising to 0.04 percent in September
2021 from 0.02 percent in May 2021. Interest rates on 10-year Treasury securities, in contrast, fell
from 1.62 percent to 1.37 percent over the same period. The long-term fiscal challenges facing the
U.S. have been exacerbated by the pandemic and will require attention as the economy continues
to recover and public health goals are attained, as we reported in March 2021.

Based on monthly and weekly data from the Department of Labor, the labor market showed
improvement in June, July, August, and September 2021 but remained worse relative to the
prepandemic period. Although weekly initial unemployment insurance claims generally declined
through September 2021, initial claims remain high compared to the prepandemic period (see
the Unemployment Insurance Programs enclosure in app. I). The employment-to-population ratio
in September 2021 was 58.7 percent, which was 0.2 percentage points higher than the previous
month but 2.4 percentage points lower than the prepandemic period (see figure).

Employment-to-Population Ratio, Jan. 2019-Sept. 2021
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Changes in employment across sectors continue to reflect the differential impact of the pandemic
on various sectors of the economy. For example, some industries that experienced strong gains
in employment in the first half of 2021, including leisure and hospitality, experienced slower job
growth in August and September 2021 as the Delta variant drove a resurgence in cases in the U.S.
Employment in the leisure and hospitality sector is still 9.4 percent lower than it was in February
2020. State and local government employment decreased in September 2021 following months
of increases, and employment in these sectors remains 4.3 percent lower than the prepandemic
period.

Serious delinquency rates—Iloans that are 90 or more days past due or in foreclosure—for single-
family mortgage loans insured by the Federal Housing Administration (FHA) decreased from
March through August 2021, to 8.64 percent of loans, but still remained much higher than rates
prior to the pandemic (see figure). FHA loans disproportionately serve minority and low- to
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moderate-income borrowers, and therefore falling delinquencies may indicate some improvement
in the finances of those households in recent months, as well as fewer borrowers relying on
mortgage forbearance provisions of the CARES Act.?’ Trends in rent payments among low-

income households suggest that these households remain under financial stress as well (see the
Emergency Rental Assistance enclosure in app. I).

Serious Delinquency Rates on Single-Family Residential Mortgages, Jan. 2019-Aug. 2021
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Note: Seriously delinquent single-family loans are 3 months or more past due or in the foreclosure process. We excluded
February 2021 data from the figure because the delinquency rates for February 2021 are likely understated due to late
reporting by a large servicer, according to FHA.

Key trends in inflation. Inflation has increased notably in recent months, while measures of
underlying inflation pressure and longer-term inflation expectations have been more stable.

Inflation is the increase in the price of goods and services over time, and is typically measured as
the percentage change in those prices over a set period, often 1 year.3® As the prices of goods and
services rise, inflation decreases the purchasing power of consumers. That is, inflation decreases
the value of currency or other highly liquid assets, like checking accounts; as the prices of goods

37\ fiscal year 2020, 34.2 percent of all FHA purchase and refinance borrowers were minorities, 50.4 percent of

FHA forward mortgage borrowers were of low- to moderate-income, and 83.1 percent of home purchasers under

the FHA forward mortgage insurance program were first-time homebuyers. See Department of Housing and Urban
Development, FHA Annual Management Report Fiscal Year 2020. The CARES Act provided temporary protections for
millions of households against foreclosure and eviction, as well as temporary forbearance, suspending mortgage
payments for up to 360 days. In addition, FHA allows mortgage servicers to initiate new forbearance through September
30, 2021, and it allows borrowers who requested an initial forbearance on or before June 30, 2020, to request up to 6
months of forbearance extensions. Moreover, on July 23, 2021, FHA introduced additional COVID-19 recovery options
to help borrowers transitioning out of forbearance to permanent sustainable payments. For example, FHA will require
mortgage servicers to offer a no-cost option to eligible homeowners and enhance servicers’ ability to provide all eligible
borrowers that cannot resume their monthly mortgage with a 25 percent monthly principal and interest reduction.

38ror example, an inflation rate of 2 percent would mean that the prices of goods and services, on average, increased 2
percent over the last year.
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and services rise, each dollar will buy less. Some level of inflation on average can help promote
stable economic conditions, but persistently high levels of inflation can cause financial challenges
that are experienced more acutely by certain households. The Federal Reserve System’s Federal
Open Market Committee (FOMC) aims for inflation of 2 percent on average over time, and aims to
achieve rates of inflation that are above 2 percent for some time after periods in which inflation is
persistently below 2 percent.3®

Higher levels of inflation over short periods—described as transitory—are not unusual and are
less cause for concern. The prices of goods and services regularly shift in response to economic
changes, and any impact on household finances is more limited because prices increase more
rapidly for only a short period of time. In addition, transitory inflation during an economic
expansion can also be associated with improving labor market opportunities, including for
some low-income and minority workers who could find more stable employment during a long
economic expansion.

In contrast, high levels of inflation that persist for long periods are more cause for concern, and
can reduce the pace of economic growth.*% Higher inflation that persists for a longer period can
also influence consumers’ and businesses’ expectation of future inflation, which can influence
their current behavior. For example, consumers and businesses may make large purchases
sooner, increasing current demand and making it more likely that those expectations of future
inflation are realized.*!

We identified a number of indicators of inflation to facilitate ongoing and consistent monitoring
of the inflation experience of consumers to help assess the extent to which higher inflation may
be transitory or persistent. We included both the Personal Consumption Expenditures (PCE)
price index and the Consumer Price Index (CPI) as broad measures of the prices consumers pay
for goods and services.*? We also included the median and trimmed mean CPIs, which are less
volatile because they omit both small and large price changes and may provide clearer signals of
underlying inflation.*3

39See the FOMC’s 2020 Statement on Longer-Run Goals and Monetary Policy Strategy.

40High inflation could, for example, reduce the efficiency of financial services, thereby reducing investment and
economic growth. For related empirical work, see Tolga Omay and Elif Oznur Kan, “Re-examining the Threshold Effects
in the Inflation-Growth Nexus with Cross-Sectionally Dependent Non-linear Panel: Evidence from Six Industrialized
Economies,” Economic Modelling, vol. 27 (2010): pp. 996-1005, or S. Kremer, A. Bick, and D. Nautz, “Inflation and Growth:
New Evidence from a Dynamic Panel Threshold Analysis,” Empirical Economics, vol. 44 (2013): pp. 861-878.

41 Regarding consumers, see Lena Drager and Giang Nghiem, “Are Consumers' Spending Decisions in Line With an

Euler Equation?” The Review of Economics and Statistics, vol. 103, no. 3 (2021): pp. 1-17. Regarding firms, see Olivier
Coibion, Yuriy Gorodnichenko, and Tiziano Ropele, "Inflation Expectations and Firm Decisions: New Causal Evidence," The
Quarterly Journal of Economics (2020): pp. 165-219.

42The major difference between the two indexes is that they measure different baskets of goods and services. The CPI
includes out-of-pocket expenditures on goods and services purchased but excludes other expenditures that are not paid
for directly, like medical care paid for by employer-provided insurance, Medicare, and Medicaid. However, these indirect
expenditures are included in the PCE. The Federal Reserve System’s FOMC states its longer-run inflation goal in terms of
PCE inflation.

43The median CPI is the 1-month inflation rate of the component whose expenditure weight is in the 50th percentile
of price changes. The trimmed mean CPI is a weighted average of 1-month inflation rates of components whose
expenditure weights fall below the 92nd percentile and above the 8th percentile of price changes.
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We include two different time periods for each of these inflation measures: the percentage change
over the last 12 months and the percentage change from the previous month. Measuring inflation
over the last 12 months provides a longer and potentially less volatile perspective on inflation,
while the percentage change from the previous month is more useful for assessing whether recent

price pressures are waning or intensifying.44

Finally, we included two measures of expected future inflation, as inflation expectations can
influence current economic behavior and indicate whether recent inflation experiences are
changing views about future inflation (see table).

Indicators of Inflation, Feb.-Aug. 2021, and Average Inflation Rates, 2000-2019

Underlined, red text indicates a higher rate of inflation than the previous month while black text indicates a lower rate of inflation than the previous month

Inflation Average

indicators, February August growth rate,
2021 2000-2019

Personal Consumption

Expenditures (PCE)* 1.63 2.45 359 398 4.03 417 4.26 1.86
Price Index
Percentage
change over Consumer Price Index
past 12 (CPI}H 1.68 2.62 4,16 4.99 539 5.37 5.26 217
months
(year-over-
year change) yegian cpic 2,07 2.01 2.10 2.11 2.21 2.28 2.42 2.40
inmedmean CPI¢ 2.04 212 244 2.82 290 Z.89 317 213
PCE 0.27 0.57 0.57 0.53 0.53 0.4 0.40 0.15
Percentage
change over CP! 0.35 0.62 0.77 0.64 0.90 0.47 0.27 0.18
previous
month
(month-over-
month  Median CPI 0.23 0.15 0.24 0.26 0.24 0.30 0.34 0.20
change)
16 percent
lrimpmed-mean CPI 0.24 0.24 0.37 0.39 0.47 0.43 0.41 9:18
10-year expected CPI
- rssidol g 1.84 199 2.00 199 195 187 1.86 247
Expectations securities (TIPS)®
of future
inflation
Professional CPI
forecast, 2022.2023' 2.12 219 247 2.23 231 2.42 2.53 247

Source: GAO analysis of data from Bureau of Economic Analysis, Depariment of Labor, Federal Reserve Bank of Cleveland, and Board of Govemnors of the Federal Reserve System, and
Bloomberg. | GAQ-22-105051

Note: Underlined, red text indicates a higher rate of inflation than the previous month while black text indicates a lower rate
of inflation than the previous month but with prices still rising overall. Deflation, or falling prices, would be indicated with a
negative sign.

PCE is based on the PCE price index, which reflects changes in the prices of goods and services purchased by or on behalf of
consumers in the U.S. The Federal Open Market Committee states its longer-run inflation goal in terms of PCE inflation and

44Twelve month measures are subject to “base effects,” where the level of prices during the first month has a significant
influence on measured inflation over the year that might obscure more recent changes in trends.

Page 39 GAO-22-105051



typically aims for inflation of 2 percent on average over time, including by aiming to achieve inflation rates above 2 percent for
some time after periods in which inflation is persistently below 2 percent.

bCPI is based on data from the Consumer Price Index for all urban consumers (CPI-U).

“Median CPI is based on the 1-month inflation rate of the component whose expenditure weight is in the 50th percentile of
price changes. By omitting outliers (small and large price changes) and focusing on the interior of the distribution of price
changes, the median CPI may provide a better signal of the underlying inflation trend than the all-items CPI.

“The 16 percent trimmed-mean CPI is based on a weighted average of 1-month inflation rates of components whose
expenditure weights fall below the 92nd percentile and above the 8th percentile of price changes. By omitting outliers (small
and large price changes) and focusing on the interior of the distribution of price changes, the 16 percent trimmed-mean CPI
may provide a better signal of the underlying inflation trend than the all-items CPI.

®The 10-year expected inflation rate comes from a model that decomposes the TIPS to nominal Treasury spread into three
components: inflation expectations, the inflation risk premium, and a third component that may capture the TIPS liquidity
premium or other factors that influence the relative demand for TIPS. See S. D'Amico, D. H. Kim, and M. Wei, "Tips from TIPS:
The Informational Content of Treasury Inflation-Protected Security Prices," Journal of Financial and Quantitative Analysis, vol.
53, no. 1 (2018): pp. 395-436.

fProfessional forecast of inflation is an average forecast of expected CPI inflation in 2022-2023 (annualized) from forecasts
collected by Bloomberg. Absent data for January 2021, we have used black text for February 2021 data based on the data for
10-year expected CPI inflation from TIPS.

Based on data available in early October 2021 covering price trends from February through
August 2021, inflation has generally increased over the past several months. Indicators of inflation
increased substantially relative to a year ago. While inflation remains higher than averages in
recent decades, indicators of more recent price pressures (measured relative to the previous
month) have recently been moderating somewhat (see figure). The median and trimmed mean
CPI measures, as well as professional forecasts and investor expectations of future inflation,

are generally below the broader inflation measures, although there has been some meaningful
increase in expectations covering the next two years. As we note above, the FOMC aims to achieve
rates of inflation that are above 2 percent for some time after periods in which inflation has been
persistently below 2 percent, as it was leading up to and during the early months of the pandemic.

Percentage Change in Inflation Indicators over the Previous Month, Jan. 2019-Aug. 2021
Percentage change from previous month
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The effects of inflation on different populations. Different populations can experience

higher or lower levels of inflation than the national average (e.g., the Consumer Price Index for
All Urban Consumers, known as CPI-U, which is the broadest and most comprehensive CPI).

A number of studies examining distributional consequences of inflation have found that low-
income households and the elderly in particular have historically experienced higher levels

of inflation than other groups.*® Regarding low-income households, these studies found that
inflation experienced in recent years by the lowest income quartile was notably higher than
inflation experienced by the highest income quartile.*® This trend has also been evident during
recessions. For example, one study found that during the first several months of the COVID-19
pandemic, although inflation was low as demand for many goods and services fell, those in the
lowest income quintile experienced higher inflation than others.4” One potential explanation for
these differences is that low-income populations spend a higher share of their income on specific
goods and services with prices that have increased at a faster rate. For example, during COVID-19
the price of food purchased for consumption at home increased faster than other purchases, and
those with the lowest incomes typically spent a higher share of their income in this category.

The elderly have also tended to experience higher rates of inflation than the national average.
The Bureau of Labor Statistics produces an experimental inflation index based on a set of goods
and services that reflects the spending patterns of elderly consumers (individuals 62 years or
older), the CPI-E. Since 2011, annual growth in the CPI-E has been roughly 0.1 percentage point
higher than the CPI-U. The rate of increase in the CPI-E has generally been higher than the CPI-U,
primarily because the elderly generally spend a higher share of their income on health care and
shelter, and, historically, health care and shelter prices have risen at a faster rate than most other
goods and services.

How households experience a given level of inflation depends in large part on their sources of
income and their assets.

* Labor income. As inflation rises, some workers are able to bargain for higher wages, and as a
result, the effects of inflation on their purchasing power could be—at least partially—offset
by higher wages. However, wages may fail to keep up with inflation, and if they do, it may take
years for wages to adjust.*8

45For example, see Xavier Jaravel, "Inflation Inequality: Measurement, Causes, and Policy Implications," Annual Review
of Economics, vol. 13 (2021), and Joshua Klick and Anya Stockburger, “Experimental CPI for Lower and Higher Income
Households” (Bureau of Labor Statistics working paper 537, 2021).

46For example, see Xavier Jaravel, "The Unequal Gains from Product Innovations: Evidence from the U.S. Retail Sector,"
The Quarterly Journal of Economics (2019): pp. 715-783, and David Argente and Munseob Lee, "Cost of Living Inequality
during the Great Recession," Journal of the European Economic Association, vol. 19, no. 2 (2021): 913-952.

47 Alberto Cavallo, “Inflation with Covid Consumption Baskets” (NBER working paper 27352, 2020).

48 Congressional Research Service report found that over the period from 1979 to 2019, real wages rose for
higher-wage workers but rose at lower rates or fell for middle- and lower-wage workers. A number of factors could
explain these wage trends, including the strength and structure of labor unions and employment practices that
affect workers’ ability to bargain over compensation. For example, a movement toward greater use of contractors
and subcontractors in some industries may have reduced the bargaining power of lower-paid workers in service
occupations and put downward pressure on their wages. See Congressional Research Service, Real Wage Trends,
1979 to 2019, R45090 (Washington, D.C.: Dec. 28, 2020). In addition, minimum-wage earners may see declines in
real wages to the extent that the minimum wage is not increased or increases do not keep pace with inflation. The
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» Asset holdings. During periods of high inflation, the value of currency depreciates more rapidly,
while other sources of wealth, such as investments in the stock market or real estate, will
typically increase in value to reflect higher rates of inflation, and therefore would mitigate or
hedge against the impact of inflation on household savings. Households with a higher share
of their savings in currency or in low-interest savings vehicles would have fewer opportunities
to hedge against inflation. Because low-income households typically have a larger share of
their financial assets in cash or transaction accounts, higher levels of inflation would be more
likely to negatively affect these households. At higher levels of inflation, individuals may reduce
holdings of convenient, liquid assets to better hedge against inflation.

» Government benefits and indexation. The impact of government transfers and large social
programs on the distributional effects of inflation varies depending on the extent to which
programs are adjusted (or indexed) for inflation. Public benefits typically make up a larger
share of household income for low-income households and retirees who rely predominantly
on Social Security retirement benefits or other government pensions. Therefore, if public
benefits are indexed to inflation, low-income households and some retirees will be shielded
from some of the effects of inflation. In the U.S., most large government transfer programs are
adjusted for inflation and, as such, families who receive a considerable share of their income
from public benefits are likely to be shielded somewhat from the effects of inflation. However,
adjustments to public benefits are typically made annually, so during times of high inflation,
low-income households and other program beneficiaries would continue to feel some effects
of inflation in between periodic adjustments.

Methodology

To identify indicators for monitoring areas of the economy supported by the federal response to
the COVID-19 pandemic, in particular by the six COVID-19 relief laws, we reviewed a number of
sources. Specifically, we used prior GAO work, data from federal statistical agencies, information
from the Board of Governors of the Federal Reserve System (Federal Reserve) and relevant federal
agencies responsible for the pandemic response and oversight of the health care system, data
available on the Bloomberg Terminal, and input from internal GAO experts. We reviewed the most
recent data from these sources as of August and September 2021, depending on availability.

To identify indicators for monitoring inflation, we reviewed data from federal statistical agencies,
academic and other research literature, information from the Federal Reserve, the Federal Open
Market Committee, written responses to our questions provided by the Bureau of Labor Statistics
and the Federal Reserve, data available on the Bloomberg Terminal, and input from internal

GAO experts. We also reviewed selected academic research and government reports to better
understand the distributional effects of inflation and how higher levels of inflation could affect
certain households in different ways.

We assessed the reliability of the economic indicators we used through a number of steps,
including reviewing relevant documentation, reviewing prior GAO work, and interviewing data
providers. Collectively, we determined the indicators were sufficiently reliable to provide a general

federal minimum wage, for example, was not increased from 2009 through 2021, falling in real value for more than
a decade.
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sense of (1) how the areas of the economy supported by the federal pandemic response were
performing and (2) trends in the inflation experience of consumers.

Agency Comments

We provided the Department of Housing and Urban Development (HUD), the Department of
Labor (DOL), the Department of the Treasury (Treasury), the Federal Reserve, and the Office of
Management and Budget (OMB) with a draft of this enclosure. Treasury and the Federal Reserve

provided technical comments, which we incorporated as appropriate. HUD, DOL, and OMB did not
provide comments on this enclosure.

GAO’s Ongoing Work

We plan to monitor and report on changes in economic indicators, including developments in
inflation, in future quarterly reports.

Related GAO Product

The Nation’s Fiscal Health: After Pandemic Recovery, Focus Needed on Achieving Long-Term Fiscal
Sustainability. GAO-21-275SP. Washington, D.C.: March 23, 2021.

Contact information: Lawrance L. Evans, Jr., (202) 512-8678, evansl@gao.gov
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COVID-19 Testing

Antigen testing, also known as “rapid testing,” is on the rise. Limited reporting of test results has
thus far prevented the Department of Health and Human Services from using antigen testing data
to monitor COVID-19. The Department is taking further steps aimed at improving reporting and
exploring additional approaches for effective COVID-19 surveillance.

Entities involved: The Department of Health and Human Services, including the Assistant
Secretary for Preparedness and Response, the Centers for Disease Control and Prevention,

the Food and Drug Administration, and COVID-19 testing-related working groups (Testing and
Diagnostics Working Group and Data Strategy and Execution Workgroup) under the Department.

Background

Following a downward trajectory in reported COVID-19 cases nationally from about mid-April to
mid-June, the Delta variant is driving a resurgence in cases in the U.S. This resurgence highlights
the continued importance of diagnostic and screening testing, including antigen testing, in the
COVID-19 response.*?

COVID-19 testing types. Antigen tests are one of two types of COVID-19 diagnostic and
screening tests for which the Food and Drug Administration (FDA) has issued emergency use
authorizations:>°

* Molecular tests are considered the “gold standard” for detecting an active SARS-CoV-2 infection,
the coronavirus that causes COVID-19, but may require specialized laboratory equipment and
often have a 1-3 day test turnaround time, mainly due to the time needed to send a sample to
the laboratory, according to FDA officials.

* Antigen tests (sometimes known as “rapid tests”) have a faster turnaround time than molecular
tests in most cases—about 30 minutes or less. Most antigen tests may be conducted at point-
of-care or at-home settings.>’ Some point-of-care settings are health-care related—such
as doctors’ offices, pharmacies, and nursing homes, while others are not related to health
care, such as workplaces. There are two types of tests that are authorized for use at home:
those requiring a prescription and those not requiring a prescription, also known as over-the-
counter tests.

495ee Centers for Disease Control and Prevention (CDC) guidance, Testing Strategies for SARS-CoV-2 (Atlanta, Ga.: updated
August 13, 2021). According to the guidance, diagnostic testing is intended to identify current infection in anyone with
symptoms consistent with COVID-19, or is to be used for testing vaccinated and unvaccinated people who were exposed
to someone with a confirmed or suspected case of COVID-19. Screening testing is intended to identify infection in
unvaccinated persons who are asymptomatic and have no known or suspected exposure. Some, but not all, antigen and
molecular tests can be used for screening.

50Generally, medical devices must be cleared or approved by the FDA to be marketed in the U.S.; however, the Secretary
of Health and Human Services may declare that circumstances, prescribed by statute, exist justifying the authorization of
temporary emergency use of unapproved medical products, including devices. See 21 U.S.C. 8 360bbb-3.

>1Some molecular tests may be conducted at point-of-care settings. According to FDA officials, these tests have
turnaround times closer to that of point-of-care antigen tests because they do not have to be shipped to a
laboratory for analysis.
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According to FDA, antigen tests generally perform better in detecting active infections when
there are high concentrations of virus found in upper respiratory specimens. Further, the
probability of detecting an active infection is enhanced when testing is repeated more than
once over a few days (referred to as “serial testing”). However, antigen tests generally have a
lower sensitivity—or ability to correctly identify people with COVID-19—than molecular tests.
As a result, the Centers for Disease Control and Prevention (CDC) recommends confirming
some negative antigen tests for people with symptoms with molecular tests.

In general, antigen testing for COVID-19 provides two public health benefits:

1. It helps reduce disease spread because antigen tests typically have a faster turnaround time
and therefore individuals can more quickly identify whether they are infected and then self-
isolate and take other precautions, accordingly; and

2. It can help inform public health disease surveillance and response efforts to the extent that
test results are reported to public health authorities.>?

The Department of Health and Human Services (HHS) has emphasized the importance of data
from reported tests, including antigen tests, for public health disease surveillance purposes. The
department noted that access to clear and accurate testing data is essential to the public and

community leaders as they use data to make response and reopening decisions.>3

HHS entities and stakeholders involved in testing and data reporting. Test result data are
reported to HHS through jurisdictional health authorities. In general, laboratories and point-of-
care settings (such as doctors’ offices) report test results to local, state, territorial, and tribal public
health authorities. These jurisdictional health authorities then report the data to CDC and HHS.

FDA plays a role in testing by issuing emergency use authorizations or approvals of test products.
In addition, housed within HHS are two testing-related working groups (referred to as HHS working
groups in this enclosure). The first is the Testing and Diagnostics Working Group, whose purpose

is to accelerate and support U.S. testing capacity. This working group is under the Office of the
Assistant Secretary for Preparedness and Response (ASPR), while members come from CDC, FDA
and other HHS and non-HHS agencies and departments.>* The second is the Data Strategy and
Execution Workgroup, which is a multidisciplinary U.S. Government interagency team that was

52pyplic health disease surveillance is the ongoing, systematic collection, analysis, and interpretation of health-
related data essential to planning, implementation, and evaluation of public health practice. Response efforts
include activities such as contact tracing to identify persons potentially exposed to the infected individual. In
collaboration with state, local, territorial, academic, commercial, and other partners, the Centers for Disease
Control and Prevention is using multiple disease surveillance systems to monitor COVID-19 that draw upon a
combination of data sources and systems, including laboratory data (i.e., testing data), case and death reporting,
variant surveillance, and other sources.

335ee Department of Health and Human Services guidance: COVID-19 Pandemic Response, Laboratory Data Reporting:
CARES Act Section 18115. June 4, 2020 (Updated January 8, 2021).

>4Members of the Testing and Diagnostics Working Group come from agencies within HHS, including ASPR, CDC, FDA,
the National Institutes of Health, and the Centers for Medicare and Medicaid Services. Members outside HHS include the
Department of Defense.
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created in June 2020 under direction of the White House COVID-19 Task Force. ASPR and CDC
serve as co-leads of the Data Strategy and Execution Workgroup.>®

Overview of Key Issues

Antigen testing is on the rise. Over the course of the pandemic, the number of authorized
antigen tests has increased. FDA authorized the first antigen tests for use at point-of-care settings
in May 2020 and the first antigen tests for at-home testing in December 2020. As of October

14, 2021, FDA has issued 36 emergency use authorizations for antigen tests, including tests

authorized for use in laboratory, point-of-care, and at-home settings (see table below). >°

>>Members of the Data Strategy and Evaluation Workgroup come from agencies within HHS, including CDC, ASPR, FDA,
the Centers for Medicare and Medicaid Services, and Indian Health Service. Members outside HHS include the United
States Digital Service, Federal Emergency Management Agency, Department of Education, Department of Defense, and
Department of State.

26| aboratories refers to those certified under the Clinical Laboratory Improvement Amendments of 1988, 42 U.S.C.
§263a, that meet requirements to perform high and moderate complexity tests.
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Number of FDA Emergency Use Authorizations for COVID-19 Antigen Tests by Setting, as of October 14, 2021

Authorized settings Number of tests
Laboratory only 6
Laboratory and point of care 19

Laboratory, point of care, and at home with a
prescription 3

Laboratory, point of care, and at home without a
prescription (over-the-counter) 8

Total 36

Source: GAO analysis of Food and Drug Administration (FDA) information. | GAO-22-105051

HHS working group officials told us that antigen testing has comprised a larger share of testing
over time, which will likely continue to increase. Our analysis of CDC’s monthly counts of reported
testing data also suggests that antigen testing has increased as a whole and as a percent of

total tests reported (antigen and molecular). According to the CDC data, the number of reported
antigen tests per month increased from about 50,000 in June 2020 to nearly 12 million in August
2021, and as a percentage of total tests, reported antigen tests increased from less than 1 percent

in June 2020 to more than 20 percent of all tests reported in July and August 2021.>7

In addition, on September 9, 2021, the Administration announced the “Path out of the Pandemic”
plan, which is expected to further increase the availability of antigen tests for COVID-19.>8
According to the plan, the Administration will exercise authorities in the Defense Production Act to
support sustained manufacturing capacity and will spend nearly $2 billion to procure 280 million
antigen tests, including rapid point-of-care and over-the-counter COVID-19 tests. As part of the
plan, the Administration announced that certain major retailers will sell over-the-counter tests

at cost, resulting in discounts of up to 35 percent. The administration also plans to make antigen
tests free for Medicaid beneficiaries and provide 25 million tests to 1,400 community health
centers and hundreds of food banks.

HHS entities have taken actions in an effort to improve reporting of antigen test results. In
June 2020, HHS issued guidance prescribing reporting requirements for laboratories and point-

of-care settings conducting COVID-19 testing, which includes antigen tests.>® However, federal

>/The testing database is housed and maintained by CDC. Data may not include results from all testing sites within a
jurisdiction, such as all point-of-care testing sites, according to CDC.

58The White House, Path out of the Pandemic: President Biden’s COVID-19 Action Plan (Washington, D.C.: September 9,
2021), https://www.whitehouse.gov/covidplan/, accessed September 16, 2021.

59Starting in March 2020, all laboratories and point-of-care settings that perform or analyze COVID-19 diagnostic tests
must report the results to public health authorities. CARES Act, Pub. L. No. 116-136, div. B, tit. VIII § 18115, 134 Stat.
281, 574 (3-27-2020). For the duration of the COVID-19 emergency declaration, every laboratory that performs or
analyzes a test that is intended to detect SARS-Cov-2 or to diagnose a possible case of COVID-19 is required to report
the results to HHS “in such form and manner, and at such timing and frequency as the Secretary may prescribe”. In
addition, the Secretary may make prescriptions under this section by guidance without regard to formal rulemaking
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reporting requirements do not pertain to individuals using at-home over-the-counter antigen
tests. See figure below for information on reporting requirements by setting.

Public Health Reporting Requirements or Guidance by Antigen Test Authorized Settings

@ hora‘lory

settings
Tests authorized
for laboratories
certified under
ihe Sokal ® At-home
Improvement settings
Amendments of
1988 (CLIA), 42
U.S.C. §263a,
that meet @ Point-of-care
requirements to settings
perform high or
moderate Tests authorized Prescription @ Over-the-counter
complexity tests. for health-care settings
and non-health- Tests authorized
care settings for at-home Tests authorized
operating under settings with a for at-home
aCLIA prescription from settings without a
Certificate of a health care prescription from
Waiver, provider. a health care
provider.
No
CDC recommends
that individuals report
test results to their
health care provider
or, if they do not have
a health care provider,
to the relevant public
health authorities.

Source: GAO analysis of Food and Drug Administration (FDA) and Centers for Disease Control and Prevention (CDC) information. | GAO-22-105051

Note: All antigen tests are authorized for laboratory settings, and some are also authorized for point-of-care and at-home
settings.

Since HHS published guidance in June 2020, the department and CDC have tried to improve
the reporting of testing data—including antigen testing data—to local, state, and federal health
officials, including by taking the following actions:

The department has updated its guidance to clarify test reporting requirements, including those
for antigen testing, for laboratories and point-of-care settings. In January 2021, HHS updated its
guidance on reporting requirements in an effort to further facilitate complete and comprehensive

procedures, including which laboratories must submit reports. See, e.g. Department of Health and Human Services,
COVID-19 Pandemic Response, Laboratory Data Reporting: CARES Act Section 18115 (Jun. 4, 2020; updated January 8, 2021).
Points of care that wish to perform COVID-19 testing themselves, including non-health-care entities, must have a Clinical
Laboratories Improvement Amendments Certificate of Waiver from the Centers for Medicare & Medicaid Services before
performing COVID-19 testing and are required to report all test results.
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laboratory testing data reporting.®® For example, the January 2021 guidance clarified the various
methods for submitting test results. This guidance applies to antigen testing conducted in
laboratory and point-of-care settings—including non-health-care settings such as workplaces and
schools.

CDC issued guidance to encourage reporting of antigen test results from individuals and non-health-care
settings. Although federal reporting requirements do not pertain to individuals using at-home over-
the-counter antigen tests, CDC issued guidance for over-the-counter antigen testing in April 2021,
intended in part, to encourage reporting. The guidance noted that users should report test results
to their health care providers or to local or state health departments if they do not have a health

care provider.®’

CDC also issued guidance to employers about the importance of reporting antigen test results. It
noted that employers operating a testing program as a point-of-care setting are required to report
results to public health officials in accordance with the CARES Act. It also encouraged employers
who collect test results from employees who self-test using over-the-counter tests to report these
test results as well—stating that “sharing results with local public health authorities supports

contact tracing efforts to slow the spread of COVID-19.762

FDA and HHS working groups collaborated with test manufacturers to encourage and facilitate user
reporting of results. FDA does not have the authority to require individuals to report over-the-
counter test results. However, FDA officials told us they worked with manufacturers during the
emergency use authorization application process, as well as during town halls they hosted with
manufacturers, to identify approaches that encourage and facilitate such reporting by individuals.
For example, one approach is a smart phone application that communicates tests results to the
user and automatically transmits results to public health officials. In addition, HHS working group
officials told us they have held collaborative discussions with test manufacturers to identify ways
to ensure high-quality diagnostic data are captured from antigen tests used both in at-home and
in point-of-care settings, such as schools.

Limited antigen test reporting prevents HHS and CDC from using these data for COVID-19
surveillance. HHS working group and CDC officials told us that limited antigen test reporting to
jurisdictional health departments and from jurisdictions to CDC, prevents them from using these
data for COVID-19 surveillance. Instead, these officials told us that they use antigen test data to
track trends in tests distributed, test supply availability, and limited programmatic metrics.

HHS working group and CDC officials noted that the number of reported antigen test results

is much lower than the expected number of administered tests. CDC officials also told us they
do not presently have an approach to capture the number of antigen tests administered. This
total number is needed to calculate the proportion of antigen tests in a given population that are
positive for infection (also known as, the test positivity rate)—a key public health indicator for

60Department of Health and Human Services, COVID-19 Pandemic Response, Laboratory Data Reporting: CARES Act Section
18115 (Jun. 4, 2020; updated January 8, 2021).

61Centers for Disease Control and Prevention, Self-Testing, (May 14, 2021; updated August 2, 2021).

62Centers for Disease Control and Prevention, Antigen Testing in Non-Healthcare Settings: A Tool to Prevent the Spread of
COVID-19, (May 4, 2021).
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surveillance of COVID-19, as we reported in January 2021. As a result, test positivity rates have
generally included only molecular tests.®? As antigen test availability increases, especially over-the-
counter tests, test positivity rates based only on molecular tests, or based on limited antigen test
data, could be less useful as indicators of trends in COVID-19 spread.

At the state and local levels, representatives from four national stakeholder organizations told us
that the limited reporting of antigen test data can hinder the use of these data for surveillance.®
For example, representatives from one organization told us that some local health department
officials are limited in their ability to use antigen testing data to understand the spread of
COVID-19 in their communities, including helping to identify local outbreaks, perform contact
tracing, and identify individuals where sequencing may need to be performed to monitor the
spread of variants.®>

HHS and CDC are taking steps aimed at improving reporting and exploring additional
approaches for effective COVID-19 surveillance. HHS working group and CDC officials told

us they are considering approaches to further improve antigen test data reporting, as they

believe these data could be valuable for surveillance if reporting were more complete. For
example, these approaches include continuing to work with test manufacturers and making
enhancements to data reporting by building reporting methods into the testing process, such

as for testing processes used in schools and workplaces. More complete data and reporting

from such approaches could provide an earlier indication and fuller picture of where community
transmission is occurring, especially among individuals who are asymptomatic or experiencing less
severe symptoms, according to officials.

Representatives from one stakeholder group told us that targeted antigen testing in specific areas
can have a role in surveillance. Additionally, representatives from another stakeholder group

told us that not every antigen test result is expected or needs to be reported in order to use the
data for surveillance purposes. Stakeholder groups also commented on the reporting challenge
specific to over-the-counter test results, stating that there is likely no realistic way to mandate that
individuals report the results from these types of tests.

HHS working group and CDC officials stated that while they are trying to improve reporting of
antigen testing data, they are also considering surveillance approaches to supplement or enhance
current surveillance efforts. For example, CDC is exploring wastewater surveillance approaches.
According to CDC officials, wastewater surveillance provides data that can complement and
confirm other forms of clinical case-based surveillance for COVID-19, and it can provide an
efficient pooled community sample that is particularly useful in areas where timely COVID-19
clinical testing is underutilized or unavailable.

63Molecular tests are more reliably reported than are antigen tests, as the former are mainly conducted through health
care providers and laboratories.

64These organizations collectively represent local, state, and territorial public health agencies and laboratories, and state
epidemiologists.
65states vary in whether they report information about antigen test results on their COVID-19 public websites or

dashboards—a monitoring tool the public can access and that states and territories have been using throughout the
pandemic.
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If antigen testing continues to expand as expected, especially with the increasing availability of
over-the-counter tests, the ongoing limited reporting of antigen test results could reduce the
ability of public health officials to more comprehensively monitor and effectively respond to
COVID-19. These issues highlight the importance of HHS working group and CDC efforts aimed at
improving reporting and exploring additional approaches for effective surveillance.

Methodology

To understand federal efforts to collect antigen test data and the role these data play in
monitoring COVID-19, we reviewed relevant CDC, FDA, and HHS documentation, such as HHS

and CDC guidance related to the reporting of antigen test results. We reviewed publicly available
information from FDA’s website on its emergency use authorizations for COVID-19 antigen

tests, including the conditions of the authorizations, as well as to determine the number of tests
authorized and the authorized settings for these tests. In addition, we collected written responses
to questions we submitted to CDC, FDA, and HHS working groups.

To gather perspectives from public health stakeholder groups involved in testing and surveillance,
we interviewed representatives from four national organizations that collectively represent

local, state, and territorial public health agencies and laboratories, and state epidemiologists:

the Association of State and Territorial Health Officials, the Council of State and Territorial
Epidemiologists, the National Association of County and City Health Officials, and the Association
of Public Health Laboratories.

To describe public reporting of antigen test data, we assessed general trends in the numbers of
monthly reported antigen tests relative to molecular tests as reported to HHS. We assessed the
reliability of the monthly testing data by reviewing HHS and CDC information about the data and
limitations. We determined that the data were sufficiently reliable for the purpose of assessing
high level, general trends in antigen test data.

Agency Comments
We provided a draft of this enclosure to HHS and the Office of Management and Budget for review

and comment. HHS provided technical comments, which we incorporated as appropriate. The
Office of Management and Budget did not provide comments on this enclosure.

GAOQ’s Ongoing Work

We are continuing to review federal efforts related to COVID-19 testing and surveillance. Our
ongoing work will further explore the evolving testing landscape and related data collection,

as well as surveillance approaches CDC is using, or plans to use, to monitor COVID-19 in the

continued response and into recovery.
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GAOQ’s Prior Recommendations

The table below presents our recommendations on testing from prior bimonthly and quarterly
CARES Act reports.
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Prior GAO Recommendations Related to COVID-19 Testing

Recommendation Status
The Director of the Centers for Disease Control and Prevention Open—not addressed. As of September 2021, we
should work with appropriate stakeholders—including public are awaiting updates from the agency.

health and private laboratories—to develop a plan to enhance
laboratory surge testing capacity. This plan should include
timelines, define agency and stakeholder roles and responsibilities,
and address any identified gaps from preparedness exercises (July
2021 report).

The Director of the Centers for Disease Control and Prevention Open—not addressed. As of September 2021, we
should assess the agency's needs for goods and services for are awaiting updates from the agency.

the manufacturing and deployment of diagnostic test kits in

public health emergencies. This assessment should evaluate

how establishing contracts in advance of an emergency could

help the Centers for Disease Control and Prevention quickly and

cost-effectively acquire these capabilities when responding to

future public health emergencies, including those caused by novel

pathogens, and should incorporate lessons learned from the

COVID-19 emergency (July 2021 report).

The Secretary of Health and Human Services (HHS) should develop Open—not addressed. HHS partially agreed

and make publicly available a comprehensive national COVID-19  with our recommendation. In January 2021, HHS

testing strategy that incorporates all six characteristics of an agreed that the department should take steps to

effective national strategy. Such a strategy could build upon more directly incorporate some of the elements

existing strategy documents that HHS has produced for the public of an effective national strategy, but expressed

and Congress to allow for a more coordinated pandemic testing  concern that producing such a strategy at this

approach (January 2021 report). time could be overly burdensome on the federal,
state, and local entities that are responding to the
pandemic, and that a plan would be outdated by
the time it was finalized or potentially rendered
obsolete by the rate of technological advancement.
In May 2021, HHS told us that the White House and
HHS plan to execute a National Testing Strategy
that will act upon the administration's testing
goals. According to HHS, a finalized document is
forthcoming that includes specific actions as well
as timelines to achieve these goals. HHS said the
National Testing Strategy will speak to the country's
short-term COVID-19 needs as well as the long-
term needs associated with the country's broader
biopreparedness. We will continue to monitor the
implementation of this recommendation. As of
September 2021, we are awaiting updates from the
agency.

To improve the federal government’s response to COVID-19and  Open—not addressed. HHS partially agreed

preparedness for future pandemics, the Secretary of Health with our recommendation. As of July 2021, HHS
and Human Services should immediately establish an expert stated that it plans to consider ways to establish
committee or use an existing one to systematically review and more permanent work groups to incorporate
inform the alignment of ongoing data collection and reporting best practices for ongoing interagency data

standards for key health indicators. This committee should include needs and to scale up as necessary during future
a broad representation of knowledgeable health care professionals public health emergencies. HHS also stated that
from the public and private sectors, academia, and nonprofits the Data Strategy and Execution Workgroup,
(January 2021 report). established as part of the HHS COVID-19 response,
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Recommendation

Status

has helped address the need for a federal
interagency coordination process to align ongoing
COVID-19 data collection and reporting efforts.
We maintain that immediately establishing

an expert committee—not limited to federal
agency officials—that includes knowledgeable
health care professionals from the public and
private sectors, academia, and nonprofits is an
important and worthwhile effort to help improve
the federal government's response to COVID-19
and its preparedness for future pandemics. As of
September 2021, we are awaiting updates from the
agency.

The Secretary of Health and Human Services should ensure that
the Director of the Centers for Disease Control and Prevention
(CDC) clearly discloses the scientific rationale for any change to
testing guidelines at the time the change is made (November 2020
report).

Open—partially addressed. HHS agreed with our
recommendation and has begun to implement it.
For example, on February 16, 2021, CDC issued
Interim Guidance on Testing Healthcare Personnel
that stated asymptomatic health care personnel
who have recovered from COVID-19 may not need
to undergo repeat testing or quarantine in the

case of another exposure within 3 months of their
initial diagnosis. To support this guidance, CDC's
website provided links to studies that explained the
scientific rationale. Additionally, CDC told us that

it continues to consult with scientific stakeholders
when issuing or updating guidance documents,
and outlined a series of steps the agency plans to
take to strengthen its testing guidance. However,
as of September 2021, CDC had not fully addressed
the recommendation. We will monitor the
implementation of this recommendation to ensure
that these efforts continue.

Source: GAO. | GAO-22-105051

Contact information: SaraAnn Moessbauer, 202-512-4943, MoessbauerS@gao.gov, and Mary
Denigan-Macauley, 202-512-8552, DeniganMacauleyM@gao.gov
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FDA Oversight of COVID-19 Vaccine Manufacturing Quality

The Food and Drug Administration took a variety of steps to help ensure the manufacturing
quality of the COVID-19 vaccines authorized for emergency use.

Entity involved: Food and Drug Administration, within the Department of Health and Human
Services

Background

The Food and Drug Administration’s (FDA) oversight of manufacturing establishments is a critical
tool in how the agency helps ensure the manufacturing quality of vaccines, including those used to
prevent COVID-19.

FDA generally licenses vaccines for marketing in the U.S. through approval of a biologics license
application (BLA). BLAs contain data intended to support the application, including data from
non-clinical studies and clinical studies on the safety and effectiveness of the product, as well as
manufacturing data and information. According to FDA, as part of each BLA review, it assesses
manufacturing processes, establishments involved in manufacturing, and the quality and
consistency of the product.

FDA also inspects the establishments involved in manufacturing vaccines as part of the BLA
review process or after the product is licensed for the U.S. market. These inspections are official
examinations of establishments to determine compliance with the law and applicable regulations.
Inspections may result in written observations provided to each manufacturer and an inspection
classification, which is an assessment of the seriousness of the observations from the inspection.
According to FDA, pre-license and pre-approval inspections are needed in about 20 percent of
instances, usually in cases in which an establishment has a history of compliance issues or when

FDA has not previously inspected the establishment.6®

Under certain circumstances, such as the COVID-19 pandemic, FDA may temporarily allow the
use of an unlicensed product through an emergency use authorization (EUA), provided certain
statutory criteria are met.%’ For example, FDA may issue an EUA if it is reasonable to believe that
the product may be effective and the known and potential benefits of the product outweigh

the known and potential risks. FDA guidance indicates that companies requesting EUAs should
provide information about manufacturing processes and controls for establishments involved in
manufacturing. FDA may conduct inspections of manufacturing establishments prior to issuing
an EUA, but the statutory criteria for EUAs do not require FDA to conduct such inspections prior
to issuance. FDA guidance for COVID-19 vaccines states that any vaccine company that initially

66Depending on the circumstances, a sponsor may be required to seek and obtain FDA approval of certain changes to
an existing BLA to ensure the safety and effectiveness of the biologic has not been adversely affected. This may include
changes to the product, production process, quality controls, equipment, facilities, or responsible personnel. See 21
C.F.R.§601.12(2020).

675ee 21 U.S.C. § 360bbb-3. In November 2020, GAO reported on FDA’s use of EUAs for COVID-19 therapeutics and
recommended that the agency identify ways to uniformly disclose to the public the information from its scientific review
of safety and effectiveness data when issuing EUAs for COVID-19 therapeutics and vaccines. FDA has since implemented
this recommendation.
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receives an EUA is expected to conduct further research and work towards submission of a BLA as
soon as possible.

Overview of Key Issues

To help ensure manufacturing quality for the COVID-19 vaccines authorized for emergency
use, FDA reviewed documentation and conducted on-site reviews. As of August 2021, FDA
had authorized three COVID-19 vaccines (Pfizer, Moderna, and Janssen) for emergency use, and
one of these vaccines (Pfizer) had also been licensed.?® To assess each of the 18 establishments
that manufactured these COVID-19 vaccines, FDA took a variety of steps, including reviewing
documentation provided by the vaccine companies for their EUA requests and reviewing prior
inspections reports.®?

Documentation from EUA requests. According to FDA, the agency reviewed documentation and
data that each of the COVID-19 vaccine companies included in their EUA requests about the
establishments used in manufacturing the vaccines. Examples of key manufacturing information
that FDA reviewed included:

* Quality systems and controls, the adequacy of the building design and equipment, and the
container storage and closure conditions to ensure the sterility of the product in the final
container.

» Cross-contamination controls to ensure they are suitable to mitigate risk of cross
contamination.

* The adequacy of multiple product manufacturing areas used to manufacture the vaccine,
including cleaning and changeover procedures.

68

These three vaccine companies participated in the HHS-DOD COVID-19 Countermeasures Acceleration Group, formerly
known as Operation Warp Speed. This partnership was formed in 2020 to accelerate the availability of a vaccine to
prevent COVID-19 by awarding federal contracts and other transaction agreements to six vaccine companies for
different types of activities, including clinical development and manufacturing activities or the purchase of COVID-19
vaccine doses. AstraZeneca, Novavax, and Sanofi/GSK also participated in the partnership’s efforts. In February 2021,
GAO reported on the status of the partnership’s accelerated vaccine development efforts as well as participating vaccine
companies’ technology readiness levels.

Pfizer's COVID-19 vaccine was first authorized for emergency use on December 11, 2020 for those 16 years of age

and older. Moderna’s vaccine was first authorized on December 18, 2020, and Janssen’s vaccine was first authorized

for emergency use on February 27, 2021, both for those 18 years of age and older. FDA subsequently amended the
EUAs for the Pfizer and Moderna vaccines to expand their use, such as for different age groups or patients with certain
conditions. On August 23, 2021, Pfizer’'s COVID-19 vaccine was licensed for individuals 16 years of age and older. Pfizer’s
vaccine continues to be available under an EUA for individuals 12 to 15 years of age. Pfizer developed its COVID-19
vaccine in collaboration with BioNTech. Janssen Pharmaceutical Companies are a part of Johnson & Johnson.

69These 18 establishments were identified by the vaccine companies as manufacturing the COVID-19 vaccines for the
U.S. market as of June 2021. Of the 18 establishments, 11 were located in the U.S. and seven in Europe. These include
establishments to manufacture the drug substance—bulk amounts of the unformulated active substance, and for fill-
finish—the transfer of the vaccine into sterile containers.
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» The qualification of critical equipment for manufacturing the drug substance and drug
product.’®

Documentation of prior FDA inspections. For the purpose of the EUA review process, FDA was

not required to and did not conduct inspections specifically examining COVID-19 vaccine
manufacturing for any of the establishments prior to authorizing the three vaccines for emergency
use.”’ However, FDA did review the establishments’ inspection histories.

Our review found that 14 of the 18 establishments that manufacture COVID-19 vaccines had
been previously inspected at least once by FDA from October 2011 through the date the initial
EUA request for the COVID-19 vaccine was submitted to the agency.”? This amounted to 90 total

inspections. For all but one of these 14 establishments, FDA’s most recent inspection was within
the last 4 years. (See figure.)

70FDA also reviewed information on the manufacturing process qualification of the drug substance, certificates of
analyses, and comparability assessments for batches of drug substance, among other things.

"The statutory criteria for EUAs do not require FDA to have conducted an inspection prior to issuance. See 21 U.S.C. §
360bbb-3.

72Establishments may manufacture both drugs and biologics, and thus be eligible to receive both drug and biologic
inspections from FDA. We included both biologic and drug manufacturing inspections in our analysis.

Page 57 GAO-22-105051



Establishments Manufacturing the COVID-19 Vaccines, by the Date of the Most Recent Historical FDA Inspection
Prior to Initial Emergency Use Authorization (EUA) Request and Manufacturing Type

Pfizer Moderna Janssen
EUA requested: November 20, 2020 EUA requested: November 30, 2020 EUA requested: February 4, 2021
EUA issued: December 11, 2020 EUA issued: December 18, 2020 EUA issued: February 27, 2021

August 20, 2019 D November 3, 2020 [ April 20, 2020

August 9, 2019 Mot inspected October 30, 2018

September 2, 2020° E QOctober 11, 2018

May 3, 2019

Not inspected May 23, 2018 Not inspected

September 21, 2018 September 2, 2020"

October 25, 2013 June 20, 2018

Movember 16, 2017 G September 20, 2019

Not inspected

Establishment
manufacturing @ Starting materials Drug substance Fill-finish
type

Source: GAD Analysis of Food and Drug Administration (FDA) data. | GAO-22-105051

Notes: Each icon or group of icons is an establishment identified by the vaccine companies as manufacturing the COVID-19
vaccines for the U.S. market as of June 30, 2021. We excluded establishments that were not being used in the manufacturing
process as of June 2021, as well as those used for packaging, storage, and laboratory work.

Data are for biologic establishment inspections and drug establishment inspections conducted from October 2011 through
the date on which each vaccine company initially requested an EUA. FDA subsequently amended the EUAs for the Pfizer and
Moderna vaccines to expand their use, such as for different age groups or patients with certain conditions.

Drug substance refers to the bulk amounts of the unformulated active substance and fill-finish refers to the transfer of the
vaccine into sterile containers. Lipid nanoparticles are added to the drug substance to stabilize the mRNA.

Lipid nanoparticles

“This establishment manufactures both the Moderna and Janssen vaccines.

FDA classifies inspections based on the seriousness of the deficiencies identified during the
inspections. FDA classified the 90 prior inspections of these establishments, which were conducted
prior to the initial EUA requests, as follows:

* In 22 of 90 inspections, FDA found no objectionable conditions or practices or the conditions
found did not justify further regulatory action (known as no action indicated).

* In 64 of 90 inspections, FDA found objectionable conditions or practices that were not deemed
serious deficiencies and did not recommend any administrative or regulatory actions (known
as voluntary action indicated).
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* Intwo of the 90 inspections, FDA found serious deficiencies requiring regulatory and/or
administrative actions (known as official action indicated).”3
. One of the establishments was inspected in 2013. FDA reinspected this establishment
later in 2013 and did not find serious deficiencies during that inspection or during
subsequent inspections in 2014, 2015, and 2018.

. The second establishment was inspected in 2020. FDA later reinspected this
establishment in 2021 and identified serious deficiencies.”* In response, the
establishment submitted a corrective action plan and worked with FDA to correct the
deficiencies.

Other information sources. As needed, in addition to reviewing EUA requests and past inspection
documentation, FDA also used a variety of other information sources including on-site reviews,
record requests, reports from foreign regulators, and inspections to further collect information
about and assess the establishments manufacturing the COVID-19 vaccines. FDA utilized some of
these sources prior to issuing the initial EUAs, as well as after.

* On-site reviews. FDA conducted on-site reviews—investigations or site visits—for some of
the establishments manufacturing the COVID-19 vaccines. During the COVID-19 pandemic,
FDA conducted EUA investigations to assess the current operational status of establishments
manufacturing the COVID-19 vaccines and provide feedback on manufacturing earlier in the
process. Site visits are a longstanding tool used by FDA to learn and observe establishment
operations to improve understanding and open a dialogue between industry and the agency.
Investigations and site visits, unlike inspections, do not lead to written observations or

inspection classifications.”>

As of August 2021, FDA conducted five investigations and three site visits to assess
manufacturing quality for the COVID-19 vaccines at three establishments. For example,
FDA conducted a site visit prior to issuing an EUA at one establishment that had not been
inspected by FDA within the past 9 years.

* Record requests. FDA may request that establishments send records and other information
in advance of or in lieu of certain types of inspections.’® Such records include those that FDA
commonly reviews during an on-site inspection, such as reports on product quality, lists of
all products manufactured at a facility, and summaries of any discrepancies identified during
manufacturing and testing and any corresponding investigations. FDA uses record requests to
inform inspection planning or decisions to adjust the intervals in between inspections, or as

73As of May 2021, FDA had not finalized the classification for one inspection, and one inspection was classified as
administrative closure, which indicates that a final classification had not been indicated at the time of the original
inspection and FDA has no regulatory concern about the establishment’s compliance status.

74This establishment manufactured both a COVID-19 vaccine authorized for emergency use and a COVID-19
vaccine that has not yet been authorized in the U.S.

75EDA officials said that if serious deficiencies are identified during an investigation, the agency could change the
review to an inspection.

765ee 21 U.S.C. § 374(a)(4).
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substitutes for certain pre-license or pre-approval inspections as determined by the agency.”’
For the authorized COVID-19 vaccines, FDA requested records for three establishments prior
to conducting inspections, as of August 2021.

» Foreign regulator reports. FDA also received reports from foreign regulators about COVID-19
vaccine manufacturing for all seven of the establishments that were located in foreign
countries as of August 2021. Two of these establishments had not been inspected by FDA in
almost 10 years, while another had not been inspected since 2013.

* Inspections. While FDA did not conduct any new inspections of these establishments prior to
issuing the initial EUAs, FDA conducted several inspections after. Specifically, FDA subsequently
inspected six establishments manufacturing the COVID-19 vaccines from April through July
2021. Three of the six inspections were for establishments manufacturing Pfizer’s COVID-19
vaccine, including one in Europe, and occurred after the company began submitting its BLA for
review.

One of these six inspections was for a Janssen contractor establishment (Emergent) in April
2021. This establishment had previously been inspected in April 2020 and FDA indicated

that it found serious deficiencies. The April 2021 inspection occurred following a report of
contamination with the drug substance for another COVID-19 vaccine not currently authorized
in the U.S. (AstraZeneca).”® This inspection identified multiple serious deficiencies related to
manufacturing quality control systems, building design, equipment, and personnel training.
Following the April 2021 inspection, manufacturing of new batches of the drug substance for
the Janssen vaccine at the establishment and distribution of existing batches were halted.
Manufacturing of the AstraZeneca vaccine was also removed. Emergent subsequently
submitted a corrective action plan and worked with FDA to correct the deficiencies. In July
2021, FDA informed Emergent that it did not object to resuming manufacturing of the Janssen
COVID-19 vaccine at the Emergent establishment, according to FDA officials.

FDA examined the manufacturing quality of the three other COVID-19 vaccines that

have not been authorized or licensed. As of August 2021, three other vaccine companies
(AstraZeneca, Novavax, and Sanofi/GSK) that also participated in the HHS-DOD COVID-19
Countermeasures Acceleration Group (previously known as Operation Warp Speed) had not
requested EUAs or submitted BLAs.”? FDA officials told us that they have been examining
manufacturing quality for the establishments manufacturing these vaccines as part of the clinical
trial process.

77EDA will only substitute the review of records and other information for pre-license or pre-approval inspections in
certain cases. For example, FDA may choose to do this if the establishment has an acceptable inspection history for
related manufacturing operations. Establishment records alone cannot be used as a substitute for FDA surveillance
inspections.

78Emergent is one of three of HHS’ Biomedical Advanced Research and Development Authority’s Centers for

Innovation in Advanced Development and Manufacturing that are intended to develop and manufacture medical
countermeasures for the federal government.

79ps of June 15, 2021, AstraZeneca and Novavax had both announced findings from phase 3 clinical trials for their
COVID-19 vaccine candidates, while Sanofi/GSK announced on May 27, 2021, that it had started enroliment in a global
phase 3 clinical trial for its vaccine candidate.
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FDA used information from past FDA inspections and supplemented with information from on-site
reviews and inspections as needed for the 13 establishments manufacturing these vaccines.8°

Inspection history. In examining the establishments’ FDA inspection histories, we found that from
October 2011 through May 2021, FDA had previously inspected 11 of the 13 establishments
manufacturing these COVID-19 vaccines.?! This resulted in a total of 73 inspections. All of the
inspected establishments were inspected in the last 3 years. (See figure.)

Establishments Manufacturing the COVID-19 Vaccines Not Authorized or Licensed, by Date of Their Most Recent
FDA Inspections and Manufacturing Type, as of May 2021

AstraZeneca Novavax SanofilGSK

G April 20, 2021
G March 20, 2020
ﬁ August 8, 2019

March 1, 2019 September 4, 2020

Not inspected® May 31, 2019

November 5, 2019 Not inspected®

March 19, 2019 October 26, 2018

Not inspected
March 5, 2021

April 15, 2019

Establishment
manufacturing Drug substance @ Adjuvant Fill-finish
type

Source: GAO Analysis of Food and Drug Administration (FDA) data. | GAO-22-105051

Notes: Each icon or group of icons is an establishment identified by the vaccine companies as manufacturing the COVID-19
vaccines for the U.S. market as of June 30, 2021. We excluded establishments that were not currently being used in the
manufacturing process as of June 2021, as well as those used for packaging, storage, and laboratory work. Data are for biologic
establishment inspections conducted from October 2011 through May 26, 2021, and for drug establishment inspections
conducted October 2011 through April 29, 2021.

As of August 2021, AstraZeneca, Novavax, and Sanofi/GSK had not requested emergency use authorizations or submitted
biologics license applications for their COVID-19 vaccines. FDA officials told us that they have been examining manufacturing
quality for the establishments manufacturing these vaccines as part of the clinical trial process.

Drug substance refers to the bulk amounts of the unformulated active substance and fill-finish refers to the transfer of the
vaccine into sterile containers. An adjuvant is an ingredient used in some vaccines that helps create a stronger immune
response in people receiving the vaccine.

3This establishment manufactures both the Novavax and Sanofi/GSK vaccines.

80

These 13 establishments were identified by the vaccine companies as manufacturing the COVID-19 vaccines for the
U.S. market as of June 2021. Of the 13 establishments, 11 were located in the U.S. and two in Europe. These include
establishments to manufacture the drug substance and fill-finish.

FDA also requested records from four of the 13 establishments, but these records were unrelated to the COVID-19
vaccines.

81These prior inspections may have been related to either the manufacture of a drug or biologic product.
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FDA classified these 73 inspections as follows

* In 16 of 73 inspections, FDA classified the inspection as no action indicated.

* In 49 of the 73 inspections, FDA classified the inspection as voluntary action indicated.

* In 3 of the 73 inspections, FDA classified the inspections as official action indicated.?
. One of these inspections was conducted in 2013. FDA later reinspected this
establishment twice in 2014, and again in 2015, 2016, 2017, 2018, 2019, and 2021 and
did not identify serious deficiencies.

. The second was conducted in 2019. FDA later reinspected this establishment in 2020
and did not identify any serious deficiencies.

. The third inspection was conducted in 2020. FDA later reinspected this establishment

in 2021 and identified serious deficiencies.®3 In response, manufacturing of the
COVID-19 vaccine at this establishment was removed.

Onsite reviews. As of August 2021, FDA had conducted seven EUA investigations and two site

visits at six establishments manufacturing these vaccines. For example, FDA conducted an EUA
investigation related to a COVID-19 vaccine in March 2021 for an establishment that had not been
inspected by FDA in almost 10 years. This establishment is a contract manufacturer for Texas
A&M University, which serves as one of three of the HHS Biomedical Advanced Research and
Development Authority’s Centers for Innovation in Advanced Development and Manufacturing
intended to develop and manufacture medical countermeasures for the federal government.

Inspections. FDA also reported that it conducted inspections specifically for the COVID-19 vaccines
at two establishments in April and July 2021.

Methodology

To conduct this work, we obtained information from the six COVID-19 vaccine companies
participating in the HHS-DOD COVID-19 Countermeasures Acceleration Group on the
establishments involved in manufacturing their vaccines for the U.S. market as of June 2021.

We used this information in our examination of FDA’s inspections from the agency’s Field
Accomplishments and Compliance Tracking System. Specifically, we reviewed FDA data on vaccine
and other biologic inspections from October 1, 2011 through May 26, 2021 and data on drug
inspections from October 1, 2011 through April 29, 2021. We examined data from October 1,
2011, to provide a wide enough range to capture inspection activities over time. We also reviewed
agency guidance and documents, as well as interviews and written responses from FDA officials
related to the agency’s vaccine oversight activities during the COVID-19 pandemic.

82EDA’s final classifications were not yet available for 5 of the 73 inspections.

83This establishment manufactured both a COVID-19 vaccine authorized for emergency use and a COVID-19
vaccine that has not yet been authorized in the U.S.
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To assess the reliability of the data, we conducted electronic data testing for missing data and
outliers, reviewed relevant documentation, and obtained information from knowledgeable agency
officials. We found the data sufficiently reliable for our purposes.

Agency Comments
We provided the Department of Health and Human Services (HHS) and the Office of Management

and Budget (OMB) with a draft of this enclosure. HHS provided technical comments, which we
incorporated as appropriate. OMB did not provide comments on this enclosure.

GAO’s Ongoing Work
We will continue to report on the federal efforts surrounding the development, manufacturing,

and distribution of the COVID-19 vaccines, including the use of the HHS-DOD COVID-19
Countermeasures Acceleration Group (formerly known as Operation Warp Speed).

Related GAO Products

Operation Warp Speed: Accelerated COVID-19 Vaccine Development Status and Efforts to Address
Manufacturing Challenges. GAO-21-319. Washington, D.C.: February 11, 2021.

COVID-19: Federal Efforts Accelerate Vaccine and Therapeutic Development, but More Transparency
Needed on Emergency Use Authorizations. GAO-21-207. Washington, D.C.: November 17, 2020.

Contact information: Mary Denigan-Macauley, 202-512-7114, deniganmacauleym@gao.gov
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FDA Inspections of Biologic Manufacturing during the
COVID-19 Pandemic

The Food and Drug Administration significantly reduced inspections of biologic manufacturing
establishments due to the COVID-19 pandemic but identified alternative tools it could use to help
oversee manufacturing quality during this emergency.

Entity involved: Food and Drug Administration, within the Department of Health and Human
Services

Background

The Food and Drug Administration’s (FDA) inspections of manufacturing establishments are a
critical tool in how the agency oversees the manufacturing quality of biologics used to prevent,
treat, and cure diseases and medical conditions, such as cancers and infectious diseases.

Biologics are a diverse category of products that include vaccines and allergenics, blood and
blood components, and cells, certain human tissues, and gene therapy products.®* Biologics
are generally derived from living material, such as the human body or a microorganism, and
are generally more complex than other, chemically synthesized drugs. Biologics tend to be heat
sensitive and susceptible to microbial contamination, making the manufacturing process for
biologics typically more complex than it is for other drugs.

Unlike chemically synthesized drugs, biologics marketed in the U.S. are mostly manufactured
domestically, according to FDA. However, there is variation by product type. For example, blood
and blood components are overwhelmingly manufactured at establishments located in the U.S.
while vaccine and allergenic manufacturing establishments are mostly located both in Europe and
the U.S.

Most biologics are regulated by FDA’s Center for Biologics Evaluation and Research.8> FDA
generally licenses biologics, such as vaccines, for marketing in the U.S. through approval of

a biologics license application (BLA). BLAs contain data intended to support the application,
including data from non-clinical studies and clinical studies on the safety and effectiveness of the
product, as well as manufacturing data and information. According to FDA, as part of each BLA
review, it assesses manufacturing processes, establishments involved in manufacturing, and the
quality and consistency of the biologic.

FDA inspects the establishments involved in manufacturing biologics as part of the BLA review
process or after the product is licensed for the U.S. market. These inspections are official
examinations of establishments to determine compliance with the law and applicable regulations.
Inspections may result in written observations provided to each manufacturer and an inspection

845ee 42 U.S.C. § 262(i)(1). Biologics are subject to licensure under the Public Health Service Act, and they are also
considered drugs under the Federal Food, Drug, and Cosmetic Act. Allergenics include patch tests to diagnose the
causes of allergies as well as extracts to diagnose and treat allergies.

85This report focuses on biologics regulated by the Center for Biologics Evaluation and Research. FDA’s Center for Drug
Evaluation and Research also regulates some drugs that may be considered biologics, such as monoclonal antibodies.
The two centers collaborate in regulating and overseeing biologics.
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classification, which is an assessment of the seriousness of the observations from the inspection.
FDA conducts several types of inspections:

* Pre-license and pre-approval inspections. FDA may conduct pre-license and pre-approval
inspections in response to new BLAs or manufacturing changes to existing BLAs.8¢ According
to FDA, pre-license and pre-approval inspections are needed in about 20 percent of instances,
usually when an establishment has a history of compliance issues or if FDA has not previously
inspected the establishment.

» Surveillance inspections. FDA conducts surveillance inspections after a product is
marketed to determine an establishment’s ongoing compliance with current good
manufacturing practice (CGMP) regulations.8” FDA uses a risk-based approach to select
biologic establishments for surveillance inspections.® According to FDA, the agency typically
aims to inspect the highest risk establishments every 2 years and inspect the remaining
establishments every 2 to 4 years.

* For-cause inspections. FDA conducts for-cause inspections after a product is marketed to
investigate specific issues or follow up on a previous regulatory action, such as when serious
deficiencies were identified during a prior inspection.

Overview of Key Issues

FDA inspections of biologic manufacturers had generally been declining since 2012

and mostly stopped during the COVID-19 pandemic. Prior to the COVID-19 pandemic, FDA
inspections of biologic manufacturing establishments had declined slightly since 2012—from

a high of 1,922 in fiscal year 2013 to 1,668 in fiscal year 2019 (see figure below). Surveillance
inspections make up the majority of biologic inspections and particularly decreased in 2019. FDA
officials attributed this decrease in inspections in fiscal year 2019 to a lapse in appropriations and

to vacancies among the staff who conduct inspections.??

86Depending on the circumstances, a sponsor may be required to seek and obtain FDA approval of certain changes
to an existing BLA to ensure the safety and effectiveness of the biologic has not been adversely affected. This

may include changes to the product, production process, quality controls, equipment, facilities, or responsible
personnel. See 21 C.F.R. § 601.12 (2020).

87¢GMmP regulations contain minimum requirements for the methods, facilities, and controls used in
manufacturing, processing, and packing of a product. See 21 C.F.R. Parts 210 and 211 (2020).

885ee 21 U.S.C. § 360(h)(3). Historically, FDA regulations required the agency to conduct surveillance inspections of
biologic establishments at least once every 2 years. See 21 C.F.R. § 600.21 (2018). FDA issued a final rule to remove
this requirement, which became effective in May 2019. See 84 Fed. Reg. 12,505 (Apr. 2, 2019).

89EDA activities for fiscal year 2019 were funded under a continuing resolution through December 21, 2018. See Pub. L.
No. 115-298, 132 Stat. 4382 (2018). FDA funding lapsed until the enactment of another continuing resolution on January
25,2019. See Pub. L. No. 116-5, 133 Stat. 10 (2019). In March 2021, we also reported on vacancies among staff who
conduct foreign drug inspections.

Page 65 GAO-22-105051



FDA Biologic Inspections by Year and Type of Inspection, Fiscal Years 2012-2021
Total number of inspections
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I:l Surveillance inspections
:I For-Cause inspections

Source: GAD analysis of Food and Drug Administration (FDA) data. | GAO-22-105051

Notes: FDA conducts pre-approval and pre-license inspections for new biologic license applications or manufacturing changes
to existing licenses. FDA conducts surveillance inspections after a product is marketed to ensure ongoing compliance with
current good manufacturing practice regulations. For-cause inspections are conducted after a product is marketed to
investigate specific issues or follow up on a previous regulatory action, such as when serious deficiencies were identified during
a prior inspection.

Fiscal year 2021 data are as of May 26, 2021.

Similar to what we reported in March 2021 for FDA’s drug inspections, due to the pandemic,
beginning on March 17, 2020, FDA paused most biologic inspections and transitioned to focus
solely on those deemed mission-critical, a designation which it determines on a case-by-

case basis. During the COVID-19 pandemic, FDA gave higher priority to establishments that
manufactured products related to the COVID-19 response or products used to treat serious
diseases or medical conditions for which there is no substitute. Mission-critical inspections may
include both domestic and foreign establishments.

In addition to mission-critical inspections, beginning in July 2020, FDA reported that it resumed
certain other high priority domestic surveillance and for-cause inspections, such as following
up on serious deficiencies identified in previous inspections, in areas where it is safe to do so.
Citing concern for the safety of its employees, these prioritized domestic inspections have all
been preannounced; whereas, prior to the pandemic, FDA generally did not announce domestic

surveillance inspections.?? As of August 2021, FDA officials said the agency had not set a date for

90In March 2021, we reported that prior to the COVID-19 pandemic, almost all domestic drug inspections were
unannounced, whereas foreign inspections were generally preannounced. As we previously reported, FDA’s practice of
generally preannouncing inspections up to 12 weeks in advance may have given establishments the opportunity to fix
problems before the investigator arrives.
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when it planned to resume unannounced domestic inspections. FDA’s inspection priorities during
the COVID-19 pandemic are generally the same for all medical products, including drugs, which we
reported on in March 2021.

As a result of the pause and limited restart, inspections further declined significantly in fiscal years
2020 and 2021. In the year following the decision to pause inspections, from April 2020 through
March 2021, FDA conducted 58 biologic inspections, compared to more than 1,500 inspections
conducted during the same period in the year prior to the pause in inspections (see figure below).
These 58 biologic inspections were all of domestic establishments.

Number of FDA Biologic Inspections by Month, Fiscal Years 2019-2021

Total number of inspections conducted
200

150

March 17, 2020
FDA paused most
inspections and only
conducted mission-
critical inspections

100

July 2020
FDA resumed
limited domestic
inspections

50

0
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O April 2019 — March 2020: Prior to the COVID-19 pandemic, FDA conducted over 1,500 biologic inspections.
(O April 2020 — March 2021: During the year following the start of the pandemic, FDA conducted 58 inspections.

Source: GAO analysis of Food and Drug Administration (FDA) data. | GAD-22-105051

Note: Fiscal year 2021 data are as of May 26, 2021.

Due to limited in-person inspections, FDA identified alternative tools it could use to help
oversee the quality of biologic manufacturing establishments during the pandemic. These

alternative tools include:??

Records requests. FDA may request that establishments send records in advance of or in lieu of
certain types of inspections.? Such records include those that FDA commonly reviews during

an on-site inspection, such as reports on product quality, lists of all drugs manufactured at a
facility, and summaries of any discrepancies identified during manufacturing and testing and

any corresponding investigations. FDA uses record requests to inform inspection planning or
decisions to adjust the intervals in between inspections, or as substitutes for certain pre-approval

91These alternative inspection tools are generally the same as those used for drug inspections. In the case of drug
inspections, FDA also has mutual recognition agreements with European regulators, which allow inspections conducted
by these regulators to substitute for FDA inspections. These mutual recognition agreements currently only apply to
drugs and certain biologics regulated by the Center for Biologics Evaluation and Research (e.g., allergenics). FDA is
considering expanding these agreements to include vaccines in fiscal year 2022.

925ee 21 U.S.C. § 374(a)(4).
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inspections as determined by the agency.? FDA reported issuing record requests to 179 biologic
establishments in fiscal year 2020 and 601 biologic establishments in fiscal year 2021 (as of May
2021). Prior to the pandemic, FDA did not use record requests as an alternative inspection tool for
those biologics regulated by the Center for Biologics Evaluation and Research, according to FDA
responses.

Investigations and site visits. During the COVID-19 pandemic, FDA conducted emergency use
authorization (EUA) investigations to assess the current operational status of establishments
manufacturing the COVID-19 vaccines and to provide feedback on manufacturing earlier in the
process. Site visits are a longstanding tool used by FDA to learn and observe establishment
operations for the purpose of improving understanding and opening a dialogue between industry
and the agency. Unlike inspections, investigations and site visits do not lead to an inspection
classification.?* FDA utilized these tools for several of the establishments manufacturing the
COVID-19 vaccines. For more information about the steps FDA used to help ensure manufacturing
quality for the COVID-19 vaccines, see the FDA Oversight of COVID-19 Vaccine Manufacturing
Quality enclosure.

Remote interactive evaluations. These evaluations include remote live-streaming video of
operations, teleconferences, or screen sharing. In April 2021, FDA issued guidance noting

that remote interactive evaluations, in which establishments have to agree to participate,

do not constitute inspections. Instead, FDA would use these evaluations to determine the

scope, depth, and timing of potential future inspections. At the conclusion of such a remote
interactive evaluation, FDA provides establishments with written observations, as it would for an
inspection. However, unlike what happens following an inspection, FDA does not issue inspection
classifications for remote interactive evaluations.

Prior to the pandemic, FDA did not use remote interactive evaluations and, as of August 2021,
FDA officials said the agency had not yet conducted any remote interactive evaluations of biologic
establishments. Agency officials said that was because the agency is reviewing internal processes
to help ensure implementation of remote interactive evaluations adequately provides the
information needed to assess manufacturing quality.

Representatives of almost all biologic manufacturing associations we spoke to generally supported
FDA’s use of alternative inspection tools both during the COVID-19 pandemic and in the future,
but noted some challenges with the use of these tools. For example, representatives from three
associations noted a lack of communication from FDA following record requests. According to

FDA, the agency plans to revise its record request procedures in fiscal year 2022 to increase
communication with manufacturers.

Representatives from three associations also noted a lack of clarity on whether the agency could
use these alternative tools as substitutes for in-person inspections, such as to resolve findings

9BEpA will only substitute the review of records and other information for pre-approval inspections in certain cases. For
example, FDA may choose to do this if the establishment has an acceptable inspection history for related manufacturing
operations. Establishment records alone cannot be used as a substitute for FDA surveillance inspections.

94EDA officials said that if serious deficiencies are identified during an investigation, the agency could change the review
to an inspection.
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from prior FDA inspections. FDA’s guidance does not state whether these alternative inspection
tools may be used to resolve prior inspection findings. However, in a May 2021 FDA presentation
to industry officials, the agency stated that they could be used in this way. FDA officials later told
us that alternative inspection tools are not intended to replace inspections to resolve inspection
findings and are reluctant to use these tools in lieu of an inspection.

FDA may face challenges resuming routine surveillance inspections of vaccine and
allergenic manufacturing establishments, but said vaccine inspections are a priority.
While inspections of vaccine and allergenic establishments represent a small number of total
biologic inspections each year—2 percent in fiscal year 2019 (the last fiscal year prior to the
pandemic)—inspections of these establishments are largely in foreign countries, such as the
United Kingdom, Germany, and France. In contrast, inspections of other biologic product types,
which comprise 98 percent of total biologic inspections, are mostly domestic (see figure below).

Number of FDA Inspections and Percentage of Foreign and Domestic Inspections by Biologic Product Type, Fiscal
Year 2019

Percentage of inspections conducted in 2019

Vaccines and allergenics
2% (41)

Percentage by inspection type

2%(19) _1%(®)
Tissue and
gene therapy
34% (575)
Blood and Tissue and Vaccines and
blood products  gene therapy allergenics

Domestic inspections
Foreign inspections

Source: GAO analysis of Food and Drug Administration (FDA) data. | GAO-22-105051

Note: Inspections may be double counted as they may be categorized as more than one biologic type.

In July 2021, FDA announced it resumed routine domestic surveillance inspections, thereby putting
the agency in a position to begin to return to its prepandemic inspection rates for blood and blood
components and tissue and gene therapy products manufacturing establishments. However, in
August 2021, FDA officials stated that the agency was uncertain whether the ongoing pandemic
will impose additional disruptions to the domestic inspection operations in the future.

In addition, FDA officials said the agency does not have a time frame for resuming routine
foreign inspections, as of August 2021, which may affect its ability to conduct routine surveillance
inspections for vaccine and allergenics manufacturing establishments. Officials said that the
additional challenges with resuming foreign inspections, including travel restrictions and the
length of time needed for trip planning, make it difficult to estimate when foreign surveillance
inspections will resume.

According to FDA officials, vaccine inspections are a high priority for the agency. They said FDA
is continuously examining which establishments to prioritize for surveillance inspections as
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determined by the agency’s risk-based approach. FDA officials said they are shifting resources to
address the highest inspection priorities, including vaccine oversight. Further, if FDA determines
that a foreign manufacturing establishment becomes a high enough risk—for instance, the
establishment has not been inspected in the typical period of time—then the agency may
designate that inspection as mission critical and conduct an inspection, according to FDA officials.

Methodology

To conduct this work, we reviewed FDA data on biologic inspections from October 1, 2011 through
May 26, 2021 (the most recent data available), from the agency’s Field Accomplishments and
Compliance Tracking System. We examined this time frame to provide a wide enough range to
capture inspection activities over time. We also reviewed agency guidance and documents, as well
as interviews and written responses from FDA officials related to the agency’s biologic oversight
activities during the COVID-19 pandemic.

To assess the reliability of the inspection data, we conducted electronic data testing for
missing data and outliers, reviewed relevant documentation, and obtained information from
knowledgeable agency officials. We found the data sufficiently reliable for our purposes.

Additionally, we interviewed AABB (formerly known as the American Association of Blood Banks),
Alliance for Regenerative Medicine, Association for Accessible Medicines, Biotechnology Innovation
Organization, Pharmaceutical Research and Manufacturers of America, Pharma & Biopharma
Outsourcing Association, and Plasma Protein Therapeutics Association, which represent blood
centers and manufacturers of tissue and cell products, generic drugs and biosimilars, drugs and
biologics, brand-name drugs and biologics, contract manufacturers, and plasma manufacturers,
respectively, on the effects of the temporary postponement of inspections and FDA’s use of
alternative tools.

Agency Comments
We provided the Department of Health and Human Services (HHS) and the Office of Management

and Budget (OMB) with a draft of this enclosure. HHS provided technical comments, which we
incorporated as appropriate. OMB did not provide comments on this enclosure.

GAOQ’s Ongoing Work

As FDA’s inspections of manufacturing establishments remain a critical tool to oversee the
manufacturing quality of biologics and other drugs, even during the pandemic, we will continue to
monitor FDA’s inspection program.
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Related GAO Product

Drug Safety: FDA’s Future Inspection Plans Need to Address Issues Presented by COVID-19 Backlog.
GAO-21-409T. Washington, D.C.: March 4, 2021.

Contact information: Mary Denigan-Macauley, 202-512-7114, deniganmacauleym@gao.gov
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Health Insurance Loss

Estimates of employer-sponsored insurance suggest more than 3.1 million non-elderly adults lost
their insurance during the COVID-19 pandemic; some losing this insurance were able to obtain an
alternative source of coverage, though complete data are not yet available.

Entity involved: The Centers for Medicare & Medicaid Services, within the Department of Health
and Human Services

Background

Many Americans receive health insurance through their employer, which is known as employer-
sponsored insurance (ESI).?> COVID-19 and the associated economic downturn likely caused
disruptions in ESI for millions of Americans, although estimates of the magnitude of ESI loss vary.
For those who lost ESI, there were a number of health coverage alternatives available, including
the following options:

» coverage through a federal or state health insurance exchange established under the
Patient Protection and Affordable Care Act. Through federal and state health insurance
exchanges, individuals can compare and select among plans that meet certain federal

standards offered by participating private insurers.%®

* Medicaid. Medicaid is a joint federal-state health financing program for certain low-income
and medically needy individuals.

* benefits under the Consolidated Omnibus Budget Reconciliation Act of 1985 (COBRA)
and COBRA-like provisions for state and local employees. COBRA provides certain
individuals who lose their employer-sponsored health coverage with temporary access to
continue it for limited periods of time under certain circumstances.

» short-term, limited duration insurance. Short-term, limited duration insurance is a type of
health insurance coverage that was primarily designed to fill temporary gaps in coverage and
is generally exempt from federal health insurance requirements.

» other sources of financial support for medical expenses. Other forms of financial
support for medical expenses include health care sharing ministries, which are faith-based
organizations that share resources for medical needs among their members but do not have
to comply with federal health insurance requirements.

Congress included several provisions in COVID-19 relief laws to support access to health coverage,
including for those who have lost ESI. For example, the American Rescue Plan Act of 2021
temporarily increases and expands eligibility for tax subsidies for individuals enrolled in coverage
through a health insurance exchange.

95According to data from the U.S. Census Bureau’s Current Population Survey Annual Social and Economic Supplement
fielded in 2019, 55.4 percent of the civilian, noninstitutionalized population surveyed had ESI at the time of interview.

%As of September 2021, 36 states used a federally facilitated exchange and 14 states and the District of Columbia
operated their own state-based exchanges.

Page 72 GAO-22-105051



Overview of Key Issues

ESl loss during the COVID-19-associated economic downturn. Though estimates vary widely,
studies suggest millions likely lost their ESI during the COVID-19-associated economic downturn.
Estimates of ESI loss range from 3.1 to 3.3 million non-elderly adults, or between 12 and 14.6
million workers and their dependents, depending on the methods used to develop the estimate
and the time period and population studied (see table below).%”

97We conducted a literature search to identify studies of ESI loss during the COVID-19 pandemic. The table contains a
selection of these studies and does not include all studies of ESI loss identified.
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Selected Studies of Employer-Sponsored Insurance (ESI) Loss during the COVID-19-Associated Economic

Downturn

Source and date

published (month Time period

and year) Title studied ESI loss estimate®  Methods

Urban Institute ACA Offers Protection  March/Aprilto 3.1 million non-elderly The authors used a nationally
and Robert Wood as the COVID-19 September 2020 adults lost ESI representative Internet-based

Johnson Foundation  Pandemic Erodes
(November 2020) Employer Health
Insurance Coverage

survey designed to assess
how the COVID-19 pandemic
is affecting nonelderly adults
and their families to examine
the number of adults who lost
ESI between March/April and

September 2020.
Employee Benefit How Many Americans The start of 7.7 million workers ~ The authors merged health
Research Institute and Have Lost Jobs with the COVID-19 and 6.9 million insurance coverage data
the Commonwealth  Employer Health pandemic dependents, or 14.6  with data on unemployment
Fund (October 2020) Coverage During the ~ (approximately  million people total, benefit recipients to estimate
Pandemic? February 2020) lost ESI the number of jobs with ESI
to June 2020 coverage that were lost as well
as the number of dependents of
these workers who potentially
lost coverage.
Congressional Federal Subsidies All of calendar 3.9 million people The authors used CBO’s health

Budget Office (CBO) for Health Insurance  year 2020
(September 2020) Coverage for People
Under 65: 2020 to 2030

under 65 would lose
a job with ESIin the
year 2020 (projection)

insurance simulation model. The
model includes the most recent
administrative and survey data
on enrollment and premiums;
recently enacted legislation,
judicial decisions, or changes

in regulations; and CBO’s most
recent macroeconomic forecast.

Urban Institute As the COVID-19 April/May to mid-
and Robert Wood Recession Extended  July 2020
Johnson Foundation  Into the Summer of
(September 2020) 2020, More Than 3

Million Adults Lost

Employer-Sponsored

Health Insurance

Coverage and 2 Million

Became Uninsured

3.3 million non-elderly The authors used the U.S.

adults lost ESI

Census Bureau’s Household
Pulse Survey to assess how
health coverage changed among
adults ages 18 to 64 between
April/May and mid-July 2020.

The Economic Policy  Health Insurance and  February to July
Institute (August the COVID-19 Shock 2020
2020)

6.2 million workers
and 12 million people
lost ESI

The authors merged data on

net employment changes from
the Bureau of Labor Statistics
with estimates of ESI coverage
by industry from the U.S. Census
Bureau to generate estimates of
access to ESI, based on industry
employment changes.
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Source and date

published (month Time period
and year) Title studied ESI loss estimate®  Methods
Urban Institute and  Changes in Health April 2020 to 10.1 million people  The authors used their health

December 2020 would lose ESI
(projection)

Robert Wood Johnson Insurance Coverage

Foundation (July Due to the COVID-19

2020) Recession: Preliminary
Estimates Using
Microsimulation

insurance microsimulation
model, which incorporated
data on employment losses

by industry and other
characteristics published by the

U.S. Department of Labor to
project loss of ESI following loss
of employment in the last three
quarters of 2020, from April
through December 2020.

Source: GAO summary of selected studies. | GAO-22-105051

Note: We reviewed a number of studies that provided a numerical estimate of ESI loss during the COVID-19-associated time
period and selected to report several here that represent a range of data sources and methods for developing an ESI loss
estimate, including surveys and simulation models.

These studies vary in population studied. “Non-elderly adults” refers to adults age 18 through 64; “workers” refers to employed
people who receive ESI through their job; “dependents” refers to those who receive ESI through another person, such as a
spouse or parent.

The Congressional Budget Office estimated that 14.3 million people would lose their jobs in 2020,
but not all job losses would result in a loss of ESI.

ESI loss was likely less than originally expected:

* Many people who lost their jobs during the COVID-19 pandemic had never been enrolled in ESI
through their jobs. The highest COVID-19-related job loss has been seen in small companies
and lower-wage industries less likely to offer health insurance, such as retail and food service.

* Many individuals were able to retain their ESI while furloughed as the pandemic continued
through 2020. According to a Bureau of Labor Statistics survey, 42 percent of establishments
surveyed paid a portion of health insurance premiums for some or all furloughed employees

while they were not working in calendar year 2020.%8

* Some job loss and any associated ESI loss may have been temporary. According to a Bureau of
Labor Statistics survey, of the 13.5 million who reported not working in June 2020, 10.6 million

(or 79 percent) expected to be recalled to work at some point.??

It is not yet clear how the COVID-19 pandemic has more recently affected ESI in 2021. A September
2021 study used data from U.S. Census Bureau surveys to estimate that nearly 3 million people
lost ESIin 2020. However, based on its review of health care administrative data, the study

98see U.S. Department of Labor, Bureau of Labor Statistics, Business Response Survey to the Coronavirus Pandemic,
(Washington, D.C.: Dec. 7, 2020).

99See U.S. Department of Labor, Bureau of Labor Statistics, The Employment Situation—Jjune 2020, (Washington, D.C.:
July 2, 2020).
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estimated that many of the people who lost ESI and became uninsured during the spring and
summer of 2020 may have eventually found an alternative source of coverage, particularly
Medicaid, later in 2020 or in early 2021.100

Another recent study, a Commonwealth Fund survey fielded March through June 2021, found

that 6 percent of working-age adults reported that they lost ESI because of a job loss during the
COVID-19-associated time period; of those, 67 percent of those who reported losing ESI reported
gaining other coverage.'®" Of those who lost ESI and gained other coverage, 20 percent reported
they became insured through another ESI plan, 20 percent reported that they elected COBRA, 16
percent reported they gained Medicaid coverage, and 9 percent reported they gained coverage
through an exchange plan.'%? Additional and updated estimates of the effect of the COVID-19-
associated economic downturn on ESI may become available as new data from household surveys
are released in late 2021 and 2022.

Health coverage alternatives for those losing ESI during the pandemic. Some of those losing
ESI during the COVID-19 pandemic were able to obtain coverage through a health insurance
exchange or Medicaid. Enrollment in other options, such as COBRA, may have also increased, but
comprehensive data are not available.

Exchange coverage. Enroliment in exchange coverage increased during the COVID-19 pandemic,
both during annual open enroliment periods available to all consumers and special enrollment

periods available under certain circumstances."%3

Plan selections during open enroliment in federal and state exchanges was at its highest level
since 2017 during the 2021 open enrollment period, which occurred during the COVID-19
pandemic. (See figure.) The Centers for Medicare & Medicaid Services (CMS) data show that there
were about 600,000 (about 5.2 percent) more plan selections during the 2021 open enrollment
period than during the 2020 open enrollment period, which occurred before the COVID-19
pandemic.

100 . Kate Bundorf, Sumedha Gupta, Christine Kim, Trends in US Health Insurance Coverage During the COVID-19 Pandemic
(September 2021).

101 sara R. Collins, Gabriella N. Aboulafia, and Munira Z. Gunja, As the Pandemic Eases, What is the State of Health Care
Coverage and Affordability in the U.S.? Findings from the Commonwealth Fund Health Care Coverage and Covid-19 Survey,
March-june 2021, (July 2021).

102 The remaining respondents reported gaining coverage through Medicare or an unspecified source.

103Open enrollment periods for the federally-facilitated exchanges are generally held between November 1 and
December 15 the year prior to the coverage year. State-based exchanges may use different dates.
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Plan Selections during Open Enrollment Periods in Federal and State-Based Exchanges, 2017-2021
Enrollment in millions
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Source: Centers for Medicare and Medicaid Services. | GAO-22-105051

Note: Open enrollment periods for the federally facilitated exchanges are generally held between November 1 and December
15 the year prior to the coverage year. State-based exchanges may use different dates.

Special enrollment through the federally facilitated exchange was also higher in 2020, during the
COVID-19 pandemic, than in any prior year data were collected.'%* Generally, special enrollment
periods allow an individual to apply for health coverage after experiencing a qualifying event, such
as losing minimum essential health coverage or getting married.

Compared to 2019, more than 300,000 (about 23 percent) more consumers obtained coverage
through a special enroliment period in 2020.'% Most of this increase resulted from consumers
who qualified for the special enrollment period because of a loss of health insurance. Specifically,
in 2020, there was a 293,563 (43 percent) increase in enrollments using a special enrollment
period with loss of health coverage as the qualifying event compared to a 25,136 (3.7 percent)
increase in enrollments among those using a special enroliment period who qualified for another
reason. (See figure.)

104Only data from the federally facilitated exchange are available for coverage years 2017 through 2020.

105 From April 2020 to July 2020, CMS paused certain requirements for consumers to submit documents verifying
their eligibility for a special enroliment period. Officials told us this was intended to reduce consumer burden and ease
enrollment in the exchanges during the COVID-19 pandemic.
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Federal Exchange Special Enroliment by Qualifying Event, 2017-2020
Enroliment in millions
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Source: GAO analysis of Centers for Medicare and Medicaid Services' data. | GAO-22-105051

Note: Generally, a special enrollment period is a period during which an individual who experiences certain qualifying events,
such as losing of health coverage or having a child, may enroll in exchange coverage outside of the annual open enrollment
period.

Furthermore, on January 28, 2021, the administration announced a new special enrollment period
for the federally facilitated exchange in response to the COVID-19 public health emergency, which
was available from February 15, 2021, through August 15, 2021. This special enroliment period
was open to all individuals and no qualifying event was required to obtain coverage.'% According
to CMS, the new federal special enrollment period in response to COVID-19 was accompanied by
an outreach campaign to raise awareness among the uninsured about it and about the availability
of financial assistance to pay for premiums for those who qualified.

CMS reported that 2.1 million people obtained coverage through the federal exchange during

this special enroliment period, exceeding total special enrollment in each prior coverage year.'%’
Reasons for this increase in enrollment may include the availability of the 2021 special enrollment
period open to all consumers and its associated outreach campaign, and provisions supporting
exchange coverage in COVID-19 relief laws. For example, the American Rescue Plan Act of 2021
expanded eligibility for exchange subsidies to those making above 400 percent of the poverty level

1081 of the states that operated their own exchanges also opened similar special enrollment periods in response to
COVID-19, though timeframes varied.

107 cms reported that an additional 738,000 consumers obtained state-based exchange coverage through the end of
each state’s respective reporting period. Several states have extended their special enrollment periods beyond August
15, 2021. For these states, the number of new plan selections through the special enroliment period reflects data
reported as of August 31, 2021.

Page 78 GAO-22-105051



and also increased subsidies for those making between 100 and 400 percent of the poverty level
for 2021 and 2022.

Medicaid. Medicaid enrollment increased 8.7 million, or 13.5 percent, between January 2020 and
December 2020, according to data available from CMS. 198 (See figure below)

Medicaid Enrollment from January to December 2020
Total enroliment in millions
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Source: Centers for Medicare and Medicaid Services. | GAO-22-105051

Note: Enrollment counts presented in this figure generally represent the total unduplicated number of individuals enrolled in
comprehensive benefits as of the last day of the reporting period.

Part of the increase in Medicaid enroliment in 2020 may be due to more applications for Medicaid
coverage as well as requirements in the Families First Coronavirus Response Act. The federal
government matches states’ spending for Medicaid services according to a statutory formula
known as the Federal Medical Assistance Percentage (FMAP). The Families First Coronavirus
Response Act provided a temporary 6.2 percentage point increase in the Medicaid FMAP funding
states receive if they meet certain conditions, including providing continuous coverage to Medicaid
beneficiaries who were enrolled in Medicaid on or after March 18, 2020, regardless of any changes
in circumstances or redeterminations at scheduled renewals that otherwise would result in

termination, through the end of the month in which the public health emergency ends.'®®

COBRA. There are no comprehensive data for the time period associated with COVID-19 on the
take-up of COBRA. Generally, the employee must elect COBRA coverage within a 60-day election

108states and territories administer their Medicaid programs within broad federal rules and according to state plans
approved by CMS. States are responsible for determining applicants’ eligibility for Medicaid, including redetermining
eligibility at regular intervals and disenrolling individuals who are no longer eligible. In assessing eligibility for Medicaid,
states must determine whether applicants meet eligibility criteria, such as financial and citizenship requirements.

109%¢ates may terminate coverage for individuals who request a voluntary termination of eligibility, or who are no longer
considered to be residents of the state.
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period and must pay the full premium plus an administrative fee, which may be prohibitively
expensive. In May 2020, the administration effectively extended the election period within which
individuals must elect COBRA until 60 days after the end of the COVID-19 public health emergency.
Additionally, for certain qualifying individuals, the American Rescue Plan Act of 2021 included a
100 percent subsidy for COBRA premiums from April through September 2021.

Short-term, limited duration insurance. There are limited data available for the time period
associated with COVID-19 on sales of short-term, limited duration insurance plans sold to
individuals. While it is prohibited in several states and in some states no insurers choose to offer it,
most states had issuers offering short-term, limited duration insurance during 2020.

Other sources of financial support for medical expenses. While other sources of financial support for
medical expenses may be available, such as health sharing ministries, there are no comprehensive
federal data on general use of these arrangements during the time period associated with
COVID-19, or on their use by those who lost ESI.

Methodology

For this work, we conducted a literature search to identify studies of ESI loss during the time
period associated with COVID-19. We reviewed a number of studies that provided a numerical
estimate of ESI loss during the COVID-19-associated time period and selected to report several
that represent a range of data sources and methods for developing an ESI loss estimate, including
surveys and simulation models. We reviewed CMS data and reports on enrollment in exchanges
from 2017 to 2021 and on enroliment in Medicaid from January 2020 to December 2020. We
assessed the reliability of these data using manual checks and discussions with CMS officials

and determined they were sufficiently reliable for our purposes. We also reviewed reports about
other sources of health coverage, such as COBRA, from government agencies and research
organizations for descriptive information about health coverage options.

Agency Comments
We provided the Department of Health and Human Services (HHS) and the Office of Management

and Budget (OMB) with a draft of this enclosure. HHS provided technical comments, which we
incorporated as appropriate. OMB did not provide us with comments on this enclosure.

GAOQ’s Ongoing Work

GAO will continue to assess the effect of the COVID-19-associated economic downturn on ESI and
examine health coverage options.

Contact information: John Dicken, (202) 512-7114, dickenj@gao.gov
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HHS COVID-19 Funding

The Department of Health and Human Services was appropriated approximately $484 billion

in COVID-19 relief funds. The Department reported that it had obligated about $351 billion and
expended about $196 billion of this amount—about 72 percent and 40 percent, respectively—as of
August 31, 2021.

Entity involved: The Department of Health and Human Services.

Background

The Department of Health and Human Services (HHS) received approximately $484 billion in
COVID-19 relief appropriations from six COVID-19 relief laws enacted as of August 31, 2021. HHS
COVID-19 relief funds may be used for a range of purposes, such as assistance to health care or
child care providers, testing, therapeutic, or vaccine-related activities, or procurement of critical
supplies. Many HHS COVID-19 relief funds are available for a multiyear period or are available until
expended.

Overview of Key Issues
As of August 31, 2021, of the approximately $484 billion in COVID-19 relief funds appropriated,

HHS reported that it had obligated about $351 billion and expended about $196 billion—about 72
percent and 40 percent, respectively (see figure below).

HHS-Reported COVID-19 Relief Appropriations, Obligations, and Expenditures from COVID-19 Relief Laws, as of
August 31, 2021

HHS COVID-19 relief appropriations (dollars in billions)

500
Additional $160 billion in —»
HHS COVID-12 relief
appropriations enacted

400 on March 11, 2021
for a total of
$251 billion Additional $73 billion in $454 billion
in HHS COVID-19 relief HHS COVID-19 relief appropriations —»
300 appropriations enacted enacted on December 27, 2020
as of April 24, 2020 for a total of $324 billion*

200

100

May 31 June 30 July 31 Aug.31 Sept.30 Oct. 31 Nov.30 Dec.31 Jan.31 Feb.28 Mar.31 Apr.30 May31 June30 July31 Aug.31
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|:] Appropriations
‘:l Obligations
“ Expenditures

Source: Department of Health and Human Services (HHS) data. | GAO-22-105051

#These amounts reflect appropriations provided in Divisions M and N of the Consolidated Appropriations Act, 2021 that are
specifically designated for COVID-19 relief.
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The table below shows HHS appropriations, obligations, and expenditures by COVID-19 relief law
that HHS reported as of August 31, 2021.
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HHS-Reported COVID-19 Relief Appropriations, Obligations, and Expenditures, by Relief Law, as of August 31,
2021

Obligations Expenditures

Date of Appropriations ($ in millions (%  ($ in millions (%
Legislation enactment ($ in millions) obligated)) expended))
Coronavirus Preparedness March 6, 2020 6,497 5,785 (89) 3,655 (56)
and Response Supplemental
Appropriations Act, 2020
(Pub. L. No. 116-123)
Families First Coronavirus Response March 18, 2020 1,314 1,307 (99) 1,261 (96)
Act
(Pub. L. No. 116-127)
CARES Act March 27, 2020 142,833 136,091 (95) 119,656 (84)
(Pub. L. No. 116-136)°
Paycheck Protection Program and April 24, 2020 100,000 58,387 (58) 50,721 (51)
Health Care Enhancement Act
(Pub. L. No. 116-139)
Consolidated Appropriations Act, December 27, 73,175 57,970 (79) 11,943 (16)
2021 2020
(Pub. L. No. 116-260)°
American Rescue Plan Act of 2021 March 11, 2021 160,494 91,210 (57) 8,796 (5)
(Pub. L. No. 117-2)
Total 484,313 350,750 (72) 196,032 (40)

Source: Department of Health and Human Services (HHS) data. | GAO-22-105051

Note: The Department of Health and Human Services (HHS) reported that, of its total appropriations for COVID-19 relief, the
agency transferred $289 million to the Department of Homeland Security that is not included in the reported obligations or
expenditures, and that $300 million in appropriations are not available until HHS has taken certain actions.

@HHS reported that it transferred $289 million from CARES Act appropriations to the Department of Homeland Security and this
amount is not included in HHS’s reported obligations or expenditures.

®This amount reflects appropriations provided in Divisions M and N of the Consolidated Appropriations Act, 2021 that are
specifically designated for COVID-19 relief. An additional $638 million in COVID-19 relief funds were appropriated under
Division H to the Administration for Children and Families, an agency within HHS, to prevent, prepare for, and respond to the
coronavirus, for necessary expenses for grants to carry out a low-income household drinking water and wastewater emergency
assistance program. However, these funds were not included in the HHS-reported data on HHS COVID-19 relief appropriations,
obligations, and expenditures, as HHS noted that the funds were not considered COVID-19 relief funding for USAspending.gov
reporting purposes.

The table below shows allocations, obligations and expenditures of COVID-19 relief appropriations
made to HHS under the six relief laws by HHS agency or fund as of August 31, 2021.
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HHS-Reported Allocations, Obligations, and Expenditures of COVID-19 Relief Funding, by Agency or Key Fund, as

of August 31, 2021

Agency or key fund Allocations  Obligations  Expenditures
($ millions)  ($ millions) ($ millions)

Administration for Children and Families 65,054.0 64,253.2 10,094.8
Administration for Community Living 3,200.0 2,990.6 1,031.5
Agency for Toxic Substances and Disease Registry 12.5 12.5 9.5
Centers for Disease Control and Prevention 27,770.0 18,692.3 4,332.7
Centers for Medicare & Medicaid Services® 935.0 138.0 80.3
Enhanced Use of Defense Production Act 10,000.0 2,043.2 33.0
Food and Drug Administration 718.0 145.2 50.1
Health Resources and Services Administration 11,729.8 9,014.3 2,595.3
Indian Health Service 7,980.0 4,425.9 4,208.1
National Institutes of Health 3,977.4 2,259.7 1,230.0
Office of Inspector General 17.0 4.7 3.9
Public Health and Social Services Emergency Fund (PHSSEF)b 344,684.7 240,005.1 172,124.6
Office of the Assistant Secretary for Health 7,206.0 5011.7 3,888.0
Office of the Assistant Secretary for Preparedness and Response* 28,013.1 14,375.5 83589
Biomedical Advanced Research and Development Authority” 38246.8 30,694.0 13,335.9
Provider Relief Fund® ¢ 178,000.0 135,652.2 132,469.9
Other PHSSEF® 93,218.8 54,271.7 14,071.9
Substance Abuse and Mental Health Services Administration 8,235.0 6,764.9 238.1
Grand Total 484,313.4 350,749.6 196,031.9

Source: Department of Health and Human Services (HHS) data. | GAO-22-105051

Note: For the purpose of this table, the term allocation includes both direct appropriations and transfers between HHS
agencies. For example, according to HHS, the agency transferred $860 million to the Administration for Children and

Families’ Unaccompanied Children Program from National Institutes of Health appropriations provided in the Consolidated
Appropriations Act, 2021, Pub. L. No. 116-260, 134 Stat. 1182, 1913 (2020), citing the Secretary’s authorities under that act.
HHS reported that of its total appropriation for COVID-19 relief, the agency transferred $289 million to the Department of
Homeland Security that is not included in the reported obligations or expenditures, and that $300 million in appropriations are
not available until HHS takes certain actions. With respect to the Consolidated Appropriations Act, 2021, the amounts reflect
appropriations specifically designated for COVID-19 in Divisions M and N of the act.

#These amounts do not reflect Medicaid and Medicare expenditures that resulted from statutory changes to these programs

under the COVID-19 relief laws.
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PPHSSEF is an account through which funding is provided to certain HHS offices, such as the Office of the Assistant Secretary
for Preparedness and Response. Amounts have been appropriated to this fund for the COVID-19 response to support certain
HHS agencies and response activities. Amounts appropriated to the PHSSEF and transferred to agencies within HHS listed in the
table are included in the allocation amounts for the specified receiving agencies. For example, the National Institutes of Health
(NIH) received about $1.8 billion in transfers from the PHSSEF and this amount is included in the NIH allocation listed above,
and not in the PHSSEF total.

“The italicized amounts are subtotals of the PHSSEF and are already reflected in amounts listed for the PHSSEF.

“The Provider Relief Fund reimburses eligible health care providers for health care-related expenses or lost revenues that are
attributable to COVID-19. Provider Relief Fund expenditures also may be referred to as disbursements.

HHS reported allocations, obligations, and expenditures of appropriations from the six COVID-19
relief laws for a variety of COVID-19 response activity categories (see table). When response
activities had spending related to multiple categories, they were only assigned to one. For
example, certain funds for testing and vaccine distribution were included in the response activity
category for support to states, localities, territories, and tribal organizations rather than in the
testing or vaccine activity categories. HHS officials noted that allocations for COVID-19 response
activities are determined by appropriations made by Congress in combination with approved
spend plan decisions. The timing of obligations and expenditures of allocations for response
activities can vary due to a variety of factors, including the timing of the appropriations, and the
planned uses of funds. For example, some research programs are planned in phases, which
affects the timing of the release of the funds.
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HHS-Reported Allocations, Obligations, and Expenditures by Selected COVID-19 Response Activity, as of August

31, 2021

COVID-19 response
activity

Allocations
($ in millions)
Description

Obligations Expenditures

($ in millions)

($in
millions)

Provider Relief Fund?

Includes reimbursements to eligible health care 178,000.0
providers for health care-related expenses or lost
revenues that are attributable to COVID-19.

135,652.2

132,469.9

Testing

Includes procurement and distribution of testing 61,416.3
supplies, community-based testing programs,

testing in high-risk and underserved populations

and Indian Health Services’ programs, screening

in schools, Centers for Disease Control and

Prevention (CDC) testing-related activities such as

technical assistance, and other activities.

27,678.2

9,359.5

Child Care and
Development Fund®

Includes funding for states and other 52,465.0
governments for child care subsidies for eligible

families and quality improvement activities, sub-

grants to child care providers to stabilize the

child care market, and payments for child care

assistance.

52,441.5

6,985.2

Vaccines

Includes Biomedical Advanced Research and 40,039.9
Development Authority (BARDA) funding for

vaccine development and procurement; National

Institutes of Health (NIH) research activities; and

CDC vaccine distribution, administration, and

technical assistance related activities.

31,857.1

9,462.7

Support to state,
local, territorial, and
tribal organizations’
preparedness

Includes funding for states and other 40,084.3
governments to support testing, contact tracing,

and surveillance; vaccine distribution; and other

activities.

39,467.6

9,679.9

Strategic National
Stockpile

Includes funds for acquiring, storing, and 13,919.9
maintaining ventilators, testing supplies, and

personal protective equipment (PPE) and

increasing manufacturing capacity for certain

PPE.

10,439.7

6,987.3

Drugs and therapeutics

Includes BARDA funding for development and 11,459.2
procurement of therapeutics and NIH research
activities.

7,068.8

4,861.4

Health centers

Includes support for COVID-19-related activities, 9,620.0
such as testing, at health centers, which provide

health care services to individuals regardless of

their ability to pay.

8,533.7

2,358.2

Rural Provider
Payments
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Allocations  Obligations Expenditures
COVID-19 response ($ in millions) ($ in millions) ($in
activity Description millions)

in approximately the fourth week of November
2021, according to HHS officials.

Mental health and Includes substance abuse prevention and 8,315.0 6,777.7 238.1
substance use-related treatment, community-based mental health

services services, and other activities.

Diagnostics research  Includes BARDA diagnostic development 3,382.1 1,828.1 953.7
and development programs and NIH projects, such as the Rapid

Acceleration of Diagnostics Initiative.

Head Start Includes grants to local programs for high- 2,000.0 1,966.9 603.3
quality learning experiences and to respond to
other immediate and ongoing consequences of

COVID-19.
Testing for uninsured® Includes reimbursements to eligible providers 2,000.0 1,998.3 1,973.2
for COVID-19 testing for individuals who are
uninsured.
Global disease Includes support to governments and other 1,550.0 609.4 195.7
detection and organizations to rapidly diagnose cases and to

emergency response  ensure readiness to implement vaccines and
therapeutics.

Telehealth Includes efforts to support safety-net health care 301.7 152.0 128.9
providers transitioning to telehealth, telehealth
access—especially for vulnerable maternal
and child health populations—and a telehealth

website.
Other response Includes additional activities such as activities 51,260.0 24,278.4 9,774.9
activities? cgnducted by the Administrgtjqn for Community

Living, certain CDC-wide activities and program

support, and activities conducted by the Food

and Drug Administration.
Total 484,313.4 350,749.6 196,031.9

Source: Department of Health and Human Services (HHS) data, written HHS responses, and GAO analysis of HHS spend plans. | GAO-22-105051

Notes: The selected response activities represent examples of certain targeted activities that fall within particular HHS agencies,
such as funding for health centers or Head Start, as well as broader categories of response activities that may span HHS
agencies, such as testing-, vaccine-, and therapeutics-related response activities.

HHS reported allocations, obligations, and expenditures for these activities based on the primary programmatic recipient
organization of the funds, although some activities apply to multiple categories. For example, certain funds in the “support to
state, local, territorial, and tribal organizations for preparedness” category were provided for testing but are not reflected in the
“testing” category. However, HHS also noted that testing-related funding awarded to states or localities that was appropriated
under the American Rescue Plan Act of 2021 (ARPA) was included in the “testing” category. HHS officials explained that the
activity names align with how funds were appropriated under different COVID-19 relief laws.

According to HHS officials, the allocations reported for the key activities above are based on amounts appropriated for these
activities in the COVID-19 relief laws, HHS transfers of funds, and approved spend plan decisions made by HHS in coordination
with the Office of Management and Budget. According to HHS, the agency used about $1.7 billion in appropriations provided
under ARPA, including $1.2 billion appropriated for COVID-19 testing, contact tracing, and mitigation activities, for the
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Administration for Children and Families’ Unaccompanied Children Program, citing the Secretary’s authorities under the Public
Health Service Act and the Consolidated Appropriations Act, 2021. See Pub. L. No. 116-260, div. H, tit. Il, 8 204, 134 Stat. 1182,
1589 (2020); 42 U.S.C. 238j(a). With respect to the Consolidated Appropriations Act, 2021, the amounts reflect appropriations
specifically designated for COVID-19 in Divisions M and N of the act. HHS reported that, of its total appropriation for COVID-19
relief, the agency transferred $289 million to the Department of Homeland Security that is not included in the reported
obligations or expenditures.

@For additional information about Provider Relief Fund allocations and disbursements, see the Relief for Health Care Providers
enclosure.

®The Child Care and Development Fund is made up of two funding streams: mandatory and matching funding authorized
under section 418 of the Social Security Act, and discretionary funding authorized under the Child Care and Development Block
Grant Act of 1990, as amended. See 42 U.S.C. 88 618 and 9858m.

“According to HHS officials, HHS has allocated an additional $4.8 billion to the testing for the uninsured program from section
2401 of ARPA, which HHS included in the “testing” response activity category.

dAccording to HHS officials, the agency transferred $860 million from NIH appropriations for research and clinical trials related
to long-term studies of COVID-19 and $850 million from the Public Health and Social Services Emergency Fund, Strategic
National Stockpile, to the Administration for Children and Families’ Unaccompanied Children Program citing authority provided
in section 304 of the Consolidated Appropriations Act, 2021 for both transfers. See Pub. L. No. 116-260, div. M, tit. lll, § 304, 134
Stat. at 1913, 1916, 1923 (2020).

Methodology

We requested, and HHS provided, data on appropriations, allocations, obligations, and
expenditures of COVID-19 relief funds by HHS agency and by selected response activity, as

of August 31, 2021. We also reviewed appropriation warrant information provided by the
Department of the Treasury as of August 31, 2021. To assess the reliability of the data reported
by HHS, we reviewed HHS documentation; Department of the Treasury appropriation warrant
information; and other available information on HHS’s use of COVID-19 relief funds. We did not
independently validate the data provided by HHS. We determined that the HHS-reported data
were sufficiently reliable for the purposes of our reporting objective. We also reviewed the six
COVID-19 relief laws to assist the response to COVID-19.

Agency Comments
We provided HHS and the Office of Management and Budget (OMB) with a draft of this enclosure.

HHS provided technical comments, which we incorporated as appropriate. OMB did not provide
comments on this enclosure.

GAO’s Ongoing Work

We will continue to examine HHS’s use of COVID-19 relief appropriations contained in COVID-19
relief laws.

GAOQ’s Prior Recommendation

The table below presents our recommendation related to HHS COVID-19 funding from a prior
quarterly CARES Act report.
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Prior GAO Recommendation Related to Department of Health and Human Services (HHS) COVID-19
Funding

Recommendation Status

To communicate information about and facilitate oversight Open—not addressed. HHS partially concurred
of the agency’s use of COVID-19 relief funds, the Secretary of ~ with the recommendation and stated that the
Health and Human Services should provide projected time department would aim to incorporate some

frames for the planned spending of COVID-19 relief funds in time frames on planned spending where that

the Department of Health and Human Services’ spend plans  information may be available such as time

submitted to Congress. (July 2021 report). frames for select grants to states. However, HHS
stated that the department would not be able to
provide specific time frames for all relief funds
since the evolving environment requires the
department to remain flexible in responding to
incoming requests for response activities. As of
September 2021, we are awaiting updates from
the agency.

Source: GAO. | GAO-22-105051

Contact information: Carolyn L. Yocom, (202) 512-7114, yocomc@gao.gov
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Relief for Health Care Providers

As of August 31, 2021, the Department of Health and Human Services had disbursed payments

to providers totaling about $132.5 billion (about 74 percent) of the $178 billion appropriated by
COVID-19 relief laws to the Provider Relief Fund. Health and Human Services has begun payment
integrity efforts but lacks time frames to help ensure that post-payment oversight keeps pace with
the distribution of Provider Relief Funds and the agency can expeditiously determine whether
payments were appropriately made, used, and recovered as warranted.

Entities involved: Department of Health and Human Services, including its Health Resources and
Services Administration

Recommendation for Executive Action

The Administrator of the Health Resources and Services Administration should establish time
frames for completing post-payment reviews to promptly address identified risks and identify
overpayments made from the Provider Relief Fund, such as payments made in incorrect amounts
or payments to ineligible providers.

The Administrator of the Health Resources and Services Administration should finalize procedures
and implement post-payment recovery of any Provider Relief Fund overpayments, unused
payments, or payments not properly used.

HHS partially concurred with both recommendations. HRSA stated that it has a schedule for
reviewing the payment discrepancy types it initially prioritized, and that reviews for the remaining
discrepancy types and payment recovery efforts will occur in the future. We maintain that time
frames are still needed for implementing recovery efforts.

Background

Relief funds to health care providers have been allocated and disbursed by Health and Human
Services (HHS) through the following programs.

Provider Relief Fund. To respond to the pandemic, three of the six COVID-19 relief laws
appropriated a total of $178 billion to the Provider Relief Fund (PRF) to reimburse eligible
providers for health care-related expenses or lost revenues attributable to COVID-19. Specifically,

» the CARES Act appropriated $100 billion;

» the Paycheck Protection Program and Health Care Enhancement Act appropriated $75 billion;
and

* the Consolidated Appropriations Act, 2021, appropriated $3 billion for this purpose.’'?

10pyp. L. No. 116-260, div. M, tit. I1l, 134 Stat. 1182, 1920 (2020); Pub. L. No. 116-139, div. B, tit. |, 134 Stat. 620, 622
(2020); Pub. L. No. 116-136, div. B, tit. VIII, 134 Stat. 281, 563 (2020).
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HHS’s Health Resources and Services Administration (HRSA) administers payments from the PRF,
including allocations to the COVID-19 Uninsured Program and the COVID-19 Coverage Assistance
Fund. In addition to the PRF, the American Rescue Plan Act of 2021 appropriated $8.5 billion for
payments to eligible rural health care providers for health care related expenses and lost revenues

that are attributable to COVID-19.111

HRSA’s planned oversight for the PRF includes post-payment (1) analysis and reviews to determine
whether HRSA made PRF payments to eligible providers in the correct amounts, (2) audits to
determine whether PRF funds were used by providers in accordance with laws and agency
guidance, and (3) recovery of overpayments, unused payments, and payments not properly used.

Accelerated and Advance Payments. HHS’s Centers for Medicare & Medicaid Services (CMS)
Accelerated and Advance Payments Program provides loans to active Medicare providers

and suppliers. Section 3719 of the CARES Act authorized, due to the COVID-19 pandemic, the
expansion of this program, though no new loans have been made since January 2021 as they
relate to the COVID-19 pandemic. Of the $107.3 billion in COVID-19 related loans disbursed under
the program as of September 7, 2021, $36.3 billion in repayments have been made by providers
and suppliers and the current outstanding loan balance for the program is $71.0 billion. The
remainder of this enclosure addresses the PRF and other distributions.

Overview of Key Issues

Provider Relief Fund allocations, disbursements, and returned funds. As of August 31, 2021,
HHS had allocated $153.9 billion of the $178 billion appropriated to the PRF. Of that $153.9
billion allocated, HHS had disbursed about $132.5 billion, and about $21.5 billion remained to be
disbursed. HHS allocated PRF funds, in phases, for general relief to health care providers, relief
for seven targeted areas, and “other distributions,” including funding for treatment, testing, and
vaccine administration, as well as administration of the program. Specifically, the PRF allocations
included $72.4 billion for general distributions to health care providers; about $55.8 billion for
targeted distributions to certain types of providers and facilities; and $25.8 billion for “other
distributions.”

Approximately $24.1 billion of additional PRF funds remained unallocated and undisbursed, as

of August 31, 2021. On September 10, 2021, HHS announced that $17 billion of the previously
unallocated $24.1 billion would be allocated as part of Phase IV general distributions to a broad
range of providers who could document COVID-related revenue loss and expenses between July 1,
2020 and March 31, 2021. HRSA opened up the application period for these funds on September
29, 2021, and expects to begin disbursing these funds in December 2021. According to HRSA
officials, the remaining unallocated funds are reserved for future contingencies and emerging
needs for the Uninsured Program.

See table below for a summary of PRF allocations and disbursements as of August 31, 2021.

"pub. L. No. 117-2, § 9911, 135 Stat. 4, 236-38. According to HHS officials, these funds will be administered using the
same mechanism as the PRF.
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Provider Relief Fund: Summary of Allocations and Disbursements, as of August 31, 2021

Description

Allocation
($ in billions)

Date of initial disbursement

Disbursement
($ in billions)
a

General distributions

Phase I: Medicare 42.816 April 10, 2020 42.282
Phase II: Medicaid and 3.678 July 3, 2020 3.309
Children’s Health Insurance
Program (CHIP) providers
Phase II: dental providers 1.002 July 28, 2020 0.997
Phase II: assisted living 0.405 September 25, 2020 0.380
facilities®
Phase Ill: general distribution 24.500 November 14, 2020 17.362
Subtotal of general distributions 72.401 64.330
Targeted distributions
Rural health care facilities 10.990 May 6, 2020 10.963
High-impact hospitals® 20.685 May 7, 2020 20.668
Skilled nursing facilities 4.785 May 22, 2020 4.781
Indian health care providers 0.520 May 29, 2020 0.510
Safety net hospitals 13.074 June 12, 2020 12.907
Children’s hospitals 1.063 August 20, 2020 1.062
Nursing home infection control, 4.650 August 27, 2020 4.496
quality, and performance
Subtotal of targeted distributions 55.767 55.387
Subtotal of general and targeted 128.168 119.717
distributions
Other distributions
Treatment, testing, and 10.000 May 15, 2020 6.193
vaccine administration for the
uninsured and underinsured®
Vaccine and therapeutic 14.801 November 25, 2020 6.484
development and procurement
activities
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Disbursement

Allocation ($ in billions)

Description ($ in billions) Date of initial disbursement a
Administration 0.980 n/a 0.076
Subtotal other distributions 25.781 12.753
Unallocated funds® 24.051 n/a 0.000
Total Provider Relief Fund 178.000 132.470

Legend: n/a = not applicable
Source: Summary of Department of Health and Human Services funding data. | GAO-22-105051

@Provider Relief Fund disbursements may also be referred to as expenditures.

®In March 2021, we reported that assisted living facilities were disbursed funds as part of Phase Ill. In May 2021, Health
Resources and Services Administration (HRSA) officials told us that these funds were disbursed as part of phase II.

“High-impact hospitals are hospitals that have a high number of confirmed COVID-19 inpatient admissions.

9HRSA covers treatment, testing, and administering the vaccine for the uninsured through its COVID-19 Uninsured Program. In
May 2021, HRSA announced that it would cover the cost of administering the vaccine for the underinsured through its COVID-19
Coverage Assistance Fund.

®HRSA officials told us that the amount of unallocated funds are available for other Provider Relief Fund allocations. On
September 10, 2021, HHS announced that $17 billion of the previously unallocated $24.1 billion would be allocated as part of
Phase IV general distributions to a broad range of providers who could document COVID-related revenue loss and expenses.
According to HRSA officials, the remaining unallocated funds are reserved for future contingencies and emerging needs. HHS
also refers to unallocated funds as reserved funds.

Fund disbursements and returned funds. According to our analysis of information provided by HRSA,
as of August 31, 2021, HHS had disbursed about $64.3 billion from general distribution allocations,
about $55.4 billion from the targeted allocations, and $12.8 billion for other distributions.”’? As of
August 31, 2021, about 431,163 providers have received 674,549 payments made from the PRF.

Examples of disbursements from the PRF illustrate some of the variation in amounts and
purposes for which the funds were disbursed:

* Providers enrolled in Medicare—some of which were also enrolled in Medicaid or the
Children’s Health Insurance Program (CHIP)—received, on average, approximately $150,000
in relief funds under Phase | of the general distributions. The average COVID-19 relief
disbursement for providers solely enrolled in Medicaid and CHIP was approximately $58,000,
distributed through Phase Il of the general distributions, beginning July 3, 2020. HRSA officials
noted that providers solely enrolled in Medicaid and CHIP tended to be smaller entities with
lower revenue than providers also enrolled in Medicare.

» As of August 31, 2021, approximately $6.2 billion from the PRF had been disbursed for
COVID-19 treatment, testing, and vaccine administration of uninsured and underinsured

"2The disbursement of $64.3 billion represents about 89 percent of allocations of the current general distributions, and
$55.4 billion represents about 99 percent of allocations from the targeted distributions.
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individuals."'3 In addition to the allocation from the Provider Relief Fund for treatment,
testing, and vaccine administration for uninsured individuals, the Families First Coronavirus
Response Act and the Paycheck Protection Program and Health Care Enhancement Act each

appropriated $1 billion to reimburse providers for the testing of uninsured individuals.'4

Providers return funds on a regular basis. HRSA officials explained that providers may return funds
if they believe

» the original payment calculation sent to them was too high or they expect a reissuance of a
different amount from HRSA—possibly a corrected lower amount or a reissuance to a different
entity in their health care system—or

 the funds were not needed, and they have no intention of receiving a new amount through a
reissued payment.

According to HRSA officials, their system does not have a field for providers to indicate their
reasons for returning funds.''® Further, providers can return funds at any time.

According to HRSA, providers had returned about $8.8 billion from previous disbursements as
of August 31, 2021, with about 75 percent ($6.6 billion of $8.8 billion) from general distributions,

and about 25 percent ($2.2 billion of $8.8 billion) from targeted distributions.""® In general, no

funds were returned from providers from the “other distributions.”""” When funds are returned,
the disbursement totals reported are calculated after deducting the returned funds. Officials
explained that the returned funds are not included in the disbursement totals shown in the above

table, and are available for subsequent allocations."'® For example,

M31n May 2021, HHS announced that HRSA would also use PRF funds to cover the costs of administering COVID-19
vaccines to underinsured patients through its COVID-19 Coverage Assistance Fund.

T4pub. L. No. 116-127, div. A, tit. V, 134 Stat. 178, 182 (2020); Pub. L. No. 116-139, div. B,, tit. |, 134 Stat.at 626
(2020). These funds were also administered by HRSA as part of the COVID-19 Uninsured Program. According
to HRSA officials, these funds for claims reimbursement have been depleted; therefore, HRSA will continue to
reimburse COVID-19 testing claims through the COVID-19 Uninsured Program using other funding sources.

M3In our March 2021 enclosure, we reported that one large health system headquartered in California returned $771
million in funds from the Medicare, high-impact, skilled nursing, and nursing home infection control distributions. The
system’s press release noted it was able to return the majority of funds due to actions taken to manage expenses.

116According to HRSA, most of the returned funds were linked to payments automatically issued to providers based on
HRSA’s determination of provider eligibility and payment calculation, rather than on providers’ applying for the funds.

"7Unlike the general and targeted distributions, “other distributions” were not categorized as disbursements to
providers. According to HRSA, the funds in “other distributions” were used for Vaccine and therapeutic development
and procurement activities; administration; and Treatment, testing, and vaccine administration for the uninsured

and underinsured programs. Providers submitted claims—payment requests—to HRSA for the costs of covering the
uninsured and underinsured. HRSA officials told us that some recoveries have been made for the Uninsured Program,
which includes returned payments from claims submitted for treatment, testing, and administering the vaccine for the
uninsured.

118The Consolidated Appropriations Act, 2021, provided that not less than 85 percent of PRF funds unobligated as of
the date of enactment and funds recovered from providers after the date of enactment shall be for any successor to the
Phase 3 General Distribution to reimburse health care providers based on applications that consider financial losses and
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* nearly three quarters (about 69 percent, $6.1 billion of $8.8 billion) of all returned funds
were returned to HRSA based on Phase | Medicare payments, which were initially disbursed
beginning on April 10, 2020; and

» about 14 percent or $1.2 billion of returned funds was returned after being disbursed as part
of the targeted allocation for high-impact hospitals—those with a high number of confirmed
COVID-19 inpatient admissions—which were initially disbursed beginning on May 7, 2020.

Provider Relief Fund payment integrity. While HRSA has taken actions to initiate PRF oversight,
the agency has not established time frames to help ensure that its oversight keeps pace with

the distribution of PRF funds and that HRSA expeditiously completes post-payment analysis and
reviews, and recovery efforts to ensure that

 relief payments made by HRSA only went to eligible providers in the correct amounts (post-
payment analysis and reviews), and

* any overpayments, unused payments, or payments not properly used are recovered as soon
as possible (recovery).

Federal internal control standards state that management should design control activities to
respond to identified risks and achieve objectives. As part of these standards, management
designs specific actions to respond to the program’s risks, including the potential for fraud,

on a timely basis.''® These standards also state that management should define objectives,
including clearly defining what is to be achieved, and the time frames for achievement. HRSA’s risk
assessment plan for the PRF, dated September 30, 2020, identifies specific risks associated with
disbursing funds to providers for use.

Post-payment review and analysis of relief payments made by HRSA. As of September 2021, HRSA

was implementing a post-payment analysis and review process to identify overpayments from

the nearly $120 billion in PRF general and targeted distributions—payments that were made in
incorrect amounts or to ineligible providers. However, we found that agency documents did not
specify time frames for implementing and completing all the remaining post-payment analysis and
reviews. Further, in September 2021, agency officials provided documentation of time frames set
through the first quarter of calendar year 2022, but officials told us that schedules beyond this
date have not been set.

HRSA has developed a post-payment manual that includes procedures for post-payment analysis
and reviews, as well as a post-payment matrix for scheduling and tracking the reviews. Officials
told us in September 2021 that the draft was finalized and implemented in December 2020, and

changes in operating expenses attributable to COVID-19 occurring in the third and fourth quarters of 2020 and the first
quarter of 2021.

119Additionally, the Office of Management and Budget (OMB) Circular No. A-123, Management's Responsibility for
Enterprise Risk Management and Internal Control, requires executive agencies to evaluate the risks to accomplishing
their strategic, operations, reporting, and compliance objectives and provide an annual Statement of Assurance that
represents the agency head’s informed judgment as to the overall adequacy and effectiveness of the agency’s internal
controls.
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noted that the manual is evolving, with 11 versions documented between December 2020 and
August 2021. In the matrix, HRSA has identified 54 types of payment discrepancies for review,
and officials told us that they began pilot reviews in October 2020. HRSA officials told us that they
define payment discrepancy types by reviewing provider data and PRF payment calculations to

identify potential overpayments.'?°

In September 2021, HRSA provided us information that it was continuing to work on reviews and
that it had closed post-payment reviews for six of the 54 payment discrepancy types identified.
Officials told us that HRSA started with reviews of payment discrepancy types identified as a
priority. Furthermore, they told us that some of the discrepancy types may not require review, and
others will only be reviewed after the prioritized discrepancy types are closed.

According to HRSA officials, they have begun, but not completed, setting time frames for the
remaining reviews. As of September 15, 2021, of the 48 payment discrepancy types remaining (54
total minus six closed), reviews for 19 are currently either underway or scheduled through the

first quarter of 2022."%! According to HRSA and agency documents, time frames for implementing
reviews for the other 29 payment discrepancy types have not been specified. HRSA officials stated
that due to the interdependencies of the payment discrepancy types, schedules beyond the first
quarter of 2022 have not been made to date. However, establishing time frames for all payment
discrepancy types, regardless of their interdependencies, will assist the agency in tracking the pace
of its completion of reviews and assessing its progress in oversight and recovery efforts.

In addition to reviewing payment discrepancies, HRSA also reported taking action to address
circumstances the agency identified in its risk assessment plan, which is currently being updated.
In particular, HRSA reported that it was implementing reviews to address certain circumstances

the agency identified in its risk assessment plan as having a high risk of occurring, such as:'??

* Erroneous payments to providers with multiple taxpayer identification numbers. HRSA
guidance allows provider organizations with multiple taxpayer identification numbers (TINs) to
apply for, receive, and transfer PRF payments among both parent and subsidiary organizations
for up to 1,200 subsidiary TINs. Such a high volume of TINs could make it difficult for HRSA to
calculate and distribute PRF funds appropriately based on TINs.

* Overpayments to providers with a change in ownership. HRSA guidance to providers
states that for those providers with a change in ownership, the original recipient must use
funds for eligible expenses and lost revenues and return unused funds to HHS; the PRF
funds do not transfer to the new owner. HRSA guidance states that providers that have not
received payments under the PRF due to issues related to change of ownership will be eligible
to apply for future PRF payments. However, ensuring the appropriate distribution of funds

1204RsA designed payment discrepancy types to identify computation errors and ineligible providers, among other
things. For example, discrepancy types include providers with multiple submissions, providers with more than 20 TINs,
and providers on the HHS Office of the Inspector General sanctions list.

1217he post-payment matrix specifies time frames for the 19 payment discrepancy types—two were for fourth quarter
2020, seven for first quarter 2021, one for second quarter 2021, seven for fourth quarter 2021, one for first quarter
2022, and one is ongoing.

1221RsA developed an A-123 risk assessment plan to identify and assess PRF risks and developed internal control
activities in response to such risks, as of September 30, 2020.
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requires actions by HRSA to ensure that funds unused by the original recipient are tracked and
returned.

Audit of providers’ use of payments. HRSA officials provided us an audit strategy manual dated

September 30, 2021, that it says will guide the agency’s audits to determine whether providers
complied with the requirements for the use of PRF funds, specifically that they used payments
to cover only COVID-19 eligible expenses or related revenue losses not reimbursed from other

sources in accordance with laws and HRSA guidance.’?3

HRSA officials noted that they would schedule their audits to coincide with the receipt of the first
round of provider reports, which were due by September 30, 2021.1%4 However, on September 10,
2021, HRSA announced that a 60-day grace period would be applied to the first reporting deadline,
potentially delaying the submission of provider reports to as late as November 30, 2021. HRSA

will not be able to use provider reports to determine whether funds were used appropriately until
provider reports are received.

Recovery of overpayments, unused payments, and payments not properly used. HRSA officials told

us that as of August 2021, they were in the process of planning to recover funds where they
identify payment discrepancies. At that time, the officials reported that they had completed
reviews for two of the 54 payment discrepancy types (representing 125 TINs) identified and
recovered about $2.9 million (about 20 percent) of $15.1 million in potential overpayments
identified for recovery.'?> For another eight payment discrepancy types (representing 3,048 TINs),
agency documentation also identified an additional $356.4 million for recovery, but action to
recover those funds had not been taken as of August 2021."26 For the remaining 44 payment
discrepancy types, overpayments have not yet been identified for recovery. In addition, HRSA has
not yet identified unused payments or payments not properly used for recovery. In September
2021, HRSA officials told us that to more efficiently recover overpayments, they are planning to
offset or reduce future PRF payments to be made at the end of 2021 by identified overpayment
amounts, rather than incurring administrative costs associated with recovering funds directly
from providers. However, some providers that received overpayments may not apply for future
PRF payments, which could delay recovery of funds. Documenting overpayment amounts

and beginning recovery efforts as soon as possible will increase the likelihood of recovering
overpayments.

123providers may have received other assistance from several sources, including the Department of the Treasury, the
Small Business Administration, the Federal Emergency Management Agency, the Paycheck Protection Program, and
local, state, and tribal government assistance sources.

124E0r the first PRF payments disbursed from April 10 to June 30, 2020, providers must use the funds by June 30, 2021,
and report on the use of these funds no later than September 30, 2021. According to HRSA officials, the 60-day grace
period will be applied to this first reporting deadline, and no compliance action will be initiated against providers who
submit reports by November 30, 2021.

125According to agency officials, the first payment discrepancy type to be analyzed—renal dialysis providers—was the
pilot for the reviews and recovery.

126y August 2021, agency officials told us that these are being re-analyzed to account for additional payments made
and will go to recovery once the analysis is complete.
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Without timely post-payment oversight to help ensure that relief payments are made only to
eligible providers in correct amounts, HHS cannot fully address its stated payment integrity risks
for the PRF and seek to recover overpayments. Similarly, unused payments or payments not
properly used, if not identified through post-payment oversight, are at risk of not being recovered.
Setting time frames for completion of these oversight efforts can help the agency achieve its
objectives and increase the likelihood of recovering funds.

Methodology

To conduct our work, we examined publicly released HHS information, federal laws and agency
guidance, and obtained information from CMS and HRSA in the form of written responses to
questions, documents (including payment integrity oversight materials), and a dataset. Our review
of the data sources provides reasonable assurance of the data’s reliability. The Provider Relief
Fund dataset, which includes disbursements as of August 31, 2021, came from HRSA, which is the
only available source for the disbursement data. The allocation amounts and categories that were
provided by HRSA match publicly available information. CMS provided data on the current status
for loans and repayments under the COVID-19 Accelerated and Advance Payments Program, as of
September 7, 2021.

Agency Comments

We provided HHS and the Office of Management and Budget (OMB) with a draft of this enclosure.
HHS provided written comments, reproduced in Appendix IV and technical comments on this
enclosure, which we incorporated as appropriate. OMB did not provide comments on this
enclosure.

HHS partially concurred with both recommendations. HRSA stated that it has a schedule for
reviewing the payment discrepancy types it initially prioritized, and reviews for the remaining
discrepancy types will occur after HRSA completes review of the prioritized discrepancy types. In
addition, HRSA stated that recovery of payments not properly used cannot begin until after the
provider reporting grace period ends on November 30, 2021, and recovery of unused payments
cannot begin until January 1, 2022—another 30 days after the grace period ends. However, we
believe that review of reports and recovery could start earlier, since HRSA officials told us in
September 2021 that they were already receiving provider reports. Regardless, establishing time
frames for completing reviews of all payment discrepancy types and implementing recovery
efforts expeditiously will help the agency succeed in recovering overpayments.

GAOQ’s Ongoing Work

As HHS works to distribute funds for COVID-19 relief activities and to eligible providers, it will
continue to be important that HHS officials ensure funds are appropriately distributed and used.
We plan to conduct additional work examining HHS’s COVID-19 relief funds, including payment
oversight and funds returned by providers.
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GAQ’s Prior Recommendation

The table below presents our recommendation related to a post-payment review process for the
Uninsured Program, funded from the PRF, from a prior quarterly report.
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Prior GAO Recommendation Related to Department of Health and Human Services (HHS) Relief to
Providers

Recommendation Status

The Secretary of Health and Open—partially addressed. HHS agreed with our recommendation to finalize
Human Services should and implement a post-payment review process. In July 2021, HHS stated it is
finalize and implement a post- currently developing the post-payment review audit strategy for the Uninsured
payment review process to Program, which includes detailed protocol and procedures for the assessments
validate COVID-19 Uninsured of the Uninsured Program to be executed by audit contractors. While the
Program claims and to help Uninsured Program post-payment review strategy is being developed, HHS

ensure timely identification of has also developed an interim process with standard operating procedures.
improper payments, including HHS officials added that all claims determined to have been paid to ineligible
those resulting from potential providers or providers that in any way did not comply with the program
fraudulent activity, and recovery terms and conditions, will be required to return the funds. We will continue
of overpayments. (March 2021 to monitor the implementation of this recommendation to ensure that these
report) efforts continue.

Source GAO. | GAO-22-105051

Related GAO Products

Standards for Internal Control in the Federal Government, GAO-14-704G (Washington, D.C.:
September 2014)

Contact information: Carolyn L. Yocom, (202) 512-7114, yocomc@gao.gov
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Veterans Health Care

Health disparities among the nation’s veteran population have been well documented during the
pandemic and before. Although addressing these disparities has been a goal of the Department of
Veterans Affairs’ Veterans Health Administration for almost a decade, the agency continues to lack
performance measures to evaluate its efforts, which we previously recommended it develop and
with which the Department of Veterans Affairs agreed.

Entity involved: The Veterans Health Administration within the Department of Veterans Affairs

Background

The Veterans Health Administration provides care to a diverse veteran population. The
Department of Veterans Affairs’ (VA) Veterans Health Administration (VHA) operates the nation’s
largest integrated health care system with 171 VA medical centers and 1,112 community-based
outpatient clinics across the country. VHA provides health care nationwide to a diverse population
of enrolled veterans, including women, Black, American Indian or Alaska Native, Asian, Native
Hawaiian or Other Pacific Islander, and Hispanic or Latino people. According to fiscal year 2017
data, the latest available data, females comprised about 9 percent of the 18.3 million total veteran
population. Additionally, Black, American Indian or Alaska Native, Asian, Native Hawaiian or Other
Pacific Islander, and Hispanic or Latino veterans comprised about 23 percent of the total veteran
population and 35 percent of the total female veteran population.’?’

As the veteran population becomes increasingly more diverse, VHA has recognized the importance
of ensuring health equity. According to VHA, “health equity is the attainment of the highest level of
health for all people, and achieving health equity requires valuing everyone equally with focused
and ongoing societal efforts to address avoidable inequalities, historical and contemporary
injustices and the elimination of health and health care inequities.” However, VHA has identified
racial and ethnic disparities in its health care outcomes, mirroring trends seen across the U.S. in

public and private health care systems.'?8 For example:

* In 2020, VHA reported sex-based disparities in some areas, such as immunization rates where
women veterans older than 65 had a 10 percent lower pneumococcal immunization rate than

men.129

* In 2019, VHA reported evidence of disparities in health care outcomes within VA medical
centers in the form of lower survival rates for Black veterans with cancer and cardiovascular-

127 ess is known about the number of lesbian, gay, bisexual, and transgender (LGBT) veterans. For example, population
estimates for LGBT veterans are more than a decade old in some cases and based on non-VA data, such as a 2004
estimate using U.S. Census data that roughly one million veterans identified as lesbian or gay and a 2014 estimate that
more than 130,000 veterans identified as transgender.

128According to VHA, a health disparity is a particular type of health difference that is closely linked with social or
economic disadvantage. Health disparities adversely affect groups of people who have systematically experienced
greater social and/or economic obstacles to health and/or a clean environment based on racial or ethnic groups; gender;
age; geographic location; religion; socio-economic status; sexual orientation; mental health; military era; or cognitive,
sensory, or physical disability.

129eterans Health Administration, VHA Clinical Performance Measures Gender Disparity Update — FY 20 thru 2nd
Quarter (Washington, D.C.: 2020).
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related illnesses compared with veterans from other racial and ethnic groups and White
veterans.'30

* In 2021, VHA reported that from 2013-2018, female lesbian, gay, and bisexual veterans faced
depressive and anxiety symptoms at double the rate of heterosexual female veterans.'’

* In 2011, VHA found outcomes for controlling blood pressure, blood glucose, and cholesterol
levels were significantly worse for Black veterans than they were for White veterans.'32

In 2012, VHA established its Office of Health Equity (OHE) to identify and address health

care outcome disparities and to develop an action plan to help achieve health equity. OHE is
responsible for several efforts, including providing education, training, research, communications
and information; promoting common awareness about health care disparities and working to
improve health care outcomes; and serving as a liaison to support other governmental and non-
governmental organizations working to achieve health equity.

Overview of Key Issues

VHA data show health disparities among minority veterans for some but not all COVID-19
indicators, including health care services provided virtually during the pandemic. Although
there are issues with the completeness of data on race and ethnicity, VHA has found that health
disparities exist.’33 For example, interviews with VHA officials and a review of agency studies based
on varying time frames throughout the pandemic, show that minority veterans, such as Blacks and
Hispanic or Latinos, experienced health disparities among COVID-19 cases, hospitalizations, and
death rates earlier in the pandemic, but there were improvements seen over time in cases and
death rates.'®* According to VHA officials, COVID-19 pandemic conditions are constantly evolving
and VHA observes the data regularly to identify any patterns of concern.

1305ee M. S. Wong et al., “Racial/Ethnic Disparities in Mortality Across the Veterans Health Administration.” Health
Equity 3, no. 1 (2019): 99, 103, 104. Overall, the study found fewer disparities in the VHA health system than in the
general population.

131 See J. McGirr, K. Jones, and E. Moy, Chartbook on the Health of Lesbian, Gay, & Bisexual Veterans, 2021, Office of
Health Equity, Veterans Health Administration, U.S. Department of Veterans Affairs (Washington, D.C.).

132566 A. Trivedi et al., “Despite Improved Quality of Care in the Veterans Affairs Health System, Racial Disparity
Persists for Important Clinical Outcomes,” Health Affairs 30, no. 4 (2011): 707, 712, 713.

133We have previously identified data quality issues regarding the completeness and accuracy of race and ethnicity data
in VHA’s electronic health record, which is similarly seen in COVID-19 data for the general population reported to the
Department of Health and Human Services.

134yHA studies and internal analyses included for the purposes of this analysis reflect data beginning in February 2020
and through February 2021. For the purposes of this review, minority refers to those who are non-White, such as Blacks
and Hispanics or Latinos. Study authors acknowledge limitations in interpreting outcomes for minority groups and sex-
based analyses due to the small numbers of these groups represented in the study populations. In addition, inclusion

in the cited studies of only those veterans who were tested for COVID-19 by a VHA facility may omit minority veterans
who were tested or treated outside VHA. While VHA’s analyses on health disparities during the COVID-19 pandemic were
primarily reported by race, ethnicity, and sex, VHA has completed studies examining other groups, such as veterans

with post-traumatic stress disorder (PTSD) and homeless veterans. For example, according to a study published by VHA
researchers in 2020, veterans suffering from PTSD show a greater use of COVID-19 testing but lower rates of positivity.

Page 102 GAO-22-105051



Testing. According to a 2020 study conducted by VHA researchers based on data from February
through July 2020, Black veterans were more likely to be tested than Hispanic or Latino veterans
and White veterans.'> A VHA official said there were no observed differences in the levels of
COVID-19 testing by sex.

Cases. According to a study completed by VHA researchers in 2021 based on 2020 data, after
adjusting for age, sex, and prior diagnoses of COVID-risk factors, veteran groups such as Blacks,
Hispanics or Latinos, and American Indian/Alaska Natives had higher odds of testing positive for
COVID-19 when compared to White veterans, though those gaps had closed somewhat by the

fall of 2020.'3® For example, the odds of Black veterans and Hispanic or Latino veterans testing
positive for COVID-19 were 2.32 and 2.24 times higher, respectively, when compared to White
veterans during the spring and summer of 2020. By the fall of 2020, rates had declined for all
groups, with only American Indian/Alaska Native veterans having substantially higher odds (1.33)
of testing positive for COVID-19 than White veterans, suggesting an improvement in this indicator

for some minority veterans.'3’

Hospitalizations. VHA examined COVID-19 related hospitalizations among veterans seeking VHA
health care in March through May 2020."38 After adjusting for racial and ethnic differences in age
and sex,

» Black veterans were more likely to be hospitalized than White veterans (38 and 26 percent
adjusted hospitalization rates, respectively);

» Hispanic or Latino veterans were also more likely to be hospitalized than White veterans (34
and 26 percent adjusted hospitalization rates, respectively).'?

Conversely, female veterans tended to fare better than their male counterparts. Based on an
internal VHA analysis of hospitalization among COVID-19 positive veterans using VHA health care
based on 2020 data, after adjusting for sex and differences in age and underlying comorbidities,
male veterans had higher odds of hospitalization (about 22 percent) compared to female veterans
(about 10 percent). Among COVID-19-positive female veterans, there were no disparities in

Elevated COVID-19 testing rates among veterans with PTSD may reflect increased COVID-19 health concerns and/or
hypervigilance. Lower rates of COVID-19 test positivity among veterans with PTSD may reflect increased social isolation,
or overrepresentation in the tested population due to higher overall use of VHA services.
135C 1. Rentsch et al., “Patterns of COVID-19 Testing and Mortality by Race and Ethnicity among United States Veterans: A
Nationwide Cohort Study,” PLoS Med 17(9): e1003379 (2020).
136M.S.Wong et al. “Time Trends in Racial/Ethnic Differences in COVID-19 Infection and Mortality,” Int. J. Environ. Res.
Public Health, 2021, 18, 4848.
137According to VHA, the act of receiving a test represents a form of health care access. In addition, the likelihood of
testing positive may be more indicative of exposure risk, rather than an indicator of either health care access or equity.
138yHA cited the following study as the data source for this analysis: G.N. loannou et al. “Risk Factors for Hospitalization,
Mechanical Ventilation, or Death Among 10 131 US Veterans With SARS-CoV-2 Infection,” JAMA Network Open. 2020;
3(9):e2022310.
139According to VHA, this analysis was updated with data through August 5, 2020. The results showed lower
hospitalization rates for all groups. Specifically, the age- and sex-adjusted hospitalization rates were 26, 20, and 18
percent for Blacks, Hispanics or Latinos, and White veterans, respectively.
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hospitalization rates for Black veterans or for Hispanic or Latino veterans when compared to White
veterans.

Deaths. According to a 2021 study by VHA researchers, after adjusting for age, sex, and prior
diagnoses of COVID-risk factors, in the spring of 2020, Black veterans had a higher adjusted case
fatality rate (12 percent) and other racial and ethnic veteran groups had similar case fatality rates
(10-13 percent) when compared to White veterans (10.2 percent).’* However, adjusted case
fatality rates declined from spring to summer of 2020 and were lower for American Indian/Alaska
Native veterans (10.7 percent), Asian veterans (10.5 percent) and Hispanic or Latino veterans (7.2
percent), although these groups still had greater case fatality than White veterans (5.7 percent).

The adjusted case fatality rate declined further for all groups from summer to fall of 2020 when
compared to White veterans in the same time period. The overall spring-to-fall 2020 decline was
greatest for Black veterans; in the fall, Black veterans had a lower adjusted case fatality rate (1.9
percent) compared to White veterans (2.5 percent), whereas other groups (2.4-3.3 percent) were
similar to White veterans.

Female veterans experienced lower rates of mortality due to COVID-19 than male veterans. For
example, based on an internal VHA analysis of mortality among COVID-19 positive veterans using
VHA health care based on 2020 data, after adjusting for sex, differences in age and underlying
comorbidities, compared to COVID-19 positive male veterans, female veterans had lower rates of
mortality (about 7 and 1 percent, respectively).

Vaccinations received within VHA. Certain minority veterans aged 65 and older were more likely to
receive COVID-19 vaccinations than their White counterparts.’#! Specifically, according to VHA,
based on an internal analysis of veterans aged 65 or older who received COVID-19 vaccinations
through VHA from December 2020 through February 2021, Black, Hispanic or Latino, and Asian
veterans were 5, 19, and 39 percent more likely (respectively) than White veterans to have
received a COVID-19 vaccination during that time frame.'4? The analysis also found that American
Indian/Alaska Native veterans were 18 percent less likely than White veterans to have received a
COVID-19 vaccination, but according to VHA, this finding was limited to American Indian/Alaska
Native veterans who resided in areas where they could potentially access vaccinations from Indian
Health Service facilities. According to VHA, as of September 1, 2021, female veterans were slightly
more likely (about 3 percent) than male veterans to receive a COVID-19 vaccination.

Virtual health care. According to a study by VHA researchers, by June 2020, 58 percent of VHA
health care was provided virtually (by phone only or video) compared to 14 percent prior to the

1400 s, Wong, “Racial/Ethnic Differences in COVID-19 Infection and Mortality,” Int. J. Environ. Res. Public Health, 18, 4848.
According to the Centers for Disease Control and Prevention, the case fatality rate is the proportion of persons with a
particular condition who die from that condition.

141According to VHA, capturing vaccination rates depends on those who were seeking care through VHA facilities. VHA
officials do not know system-wide who received vaccinations outside of VHA facilities.

142According to VHA officials, neither OHE nor the Quality Enhancement Research Initiative Partnered Evaluation Center
have conducted COVID-19 vaccination studies of other age groups. The Office of Analytics and Performance Integration
in the VHA Office of Quality and Patient Safety, along with Population Health and the Office of Information Technology/
Business Intelligence Service Line, track and report, both internally and publicly, on vaccinations provided by VHA. These
reports include gender, race, ethnicity, and age stratifications.
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pandemic.’#3 Veteran patients with lower incomes, higher levels of service-connected disability,
and more chronic conditions were more likely to receive virtual care during the pandemic.

VHA actions to address and prevent disparities. According to VHA officials and relevant agency
documents, VHA has used research on the COVID-19 pandemic, as well as other pandemics to
inform the various actions it has taken to address and prevent disparities during the COVID-19
pandemic among veterans from different racial and ethnic groups, including the following:'44

VHA held a focus group to identify accessibility gaps related to the COVID-19 pandemic for veterans of
various races and ethnicities.'* The focus group provided suggestions for VHA such as,

* instilling confidence in getting a COVID-19 vaccine by having veterans and leaders representing
different racial and ethnic groups share their stories of receiving the COVID-19 vaccine;

* ensuring information communicated by VHA was factual and dispelled COVID-19
misinformation;

» addressing language barriers by translating communications; and

* communicating information about VHA and non-VHA COVID-19 resources through diverse
media outlets.146

VHA developed an equity dashboard. Through the dashboard, created in May 2020, VHA generated
and shared weekly reports to the Veterans Integrated Service Networks (VISN), which manage
and oversee VA medical facilities within a defined geographic area. These reports allowed VISN
staff to track and map positive COVID-19 test rates by demographic category; identify new
community case rates to help direct outreach efforts; and track veteran vaccination rates by sex,
race, ethnicity, and rurality.

VHA developed and communicated COVID-19 information to veterans. According to VHA officials,
VHA used a number of ways to provide veterans with information about COVID-19 such as texts,
weekly newsletters, virtual events, blog posts, videos, podcasts, and through resources found on
its website.

143 m. Ferguson et al.,“Virtual Care Expansion in the Veterans Health Administration during the COVID-19 Pandemic:
Clinical Services and Patient Characteristics Associated with Utilization,” Journal of the American Medical Informatics
Association, 28(3), 2021, 453-462. According to VHA, prior to the COVID-19 pandemic, Black and Hispanic or Latino
veterans lagged behind White veterans in terms of virtual health care use, suggesting that those gaps have been
mitigated during the COVID-19 pandemic.

144Health disparities for persons from various racial and ethnic groups were known prior to the pandemic; however,
some of the health disparity gaps became more apparent as the COVID-19 pandemic continued. VHA actions to address
and prevent disparities in COVID-19 indicators among veterans from different racial and ethnic groups began in May
2020.

145The focus group was conducted in September 2020 and included 10 participants, both male and female, from
communities of color such as Black, Hispanic or Latino, American Indian, and Asian American/Pacific Islander.

146According to VHA officials, creating trust around the COVID-19 vaccine has proven challenging for VHA,
particularly for racial and ethnic groups that have experienced unethical experimentation and behavior from the
medical community in the past.
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Through these means, VHA addressed topics including concerns about the safety of the COVID-19
vaccine, dispelled COVID-19 vaccine misinformation, and detailed how to access COVID-19 testing
and services during the pandemic. For example, to provide information to women and Black
veterans, who had concerns about receiving the COVID-19 vaccine, VHA posted blog entries
written by Black VHA leaders and disseminated vaccine information though a podcast for women
veterans.

VHA also translated many of its communications such as VHA webpages and brochures on
COVID-19 vaccine information into Spanish to ensure information was accessible to Hispanic or
Latino veterans and their families.

VHA developed a social risks screening tool to be used when veterans make appointments. In May
2020, VA medical center staff began using the tool. According to VHA, the screening tool may help
identify the risks of catching COVID-19 that Black and Hispanic or Latino people may experience
disproportionately; for example, research shows Black and Hispanic or Latino Americans are more
likely to hold jobs that are not amenable to social distancing that would put them at a higher risk
for contracting the COVID-19 virus.

To prioritize individuals for COVID-19 testing, screening questions on the tool inquire about a
veteran’s social risks, such as use of public transportation and living in overcrowded housing,
which veterans from some racial and ethnic groups may more likely experience. The screener
tool also asks questions on topics such as shopping during the pandemic, COVID-19 prevention
strategies, and social interactions. These questions may also be used separately to assess an
individual’s need for counselling or assistance to minimize COVID-19 exposure.

VHA developed resources for veterans with chronic medical conditions. In March 2021, VHA provided
educational material and information on how to access services during the pandemic through
brochures posted to its website. For example, a brochure for veterans exposed to airborne
hazards and open burn pits during deployment, who are at higher risk for conditions like cancer,
chronic kidney disease, and chronic obstructive pulmonary disease, provides information on how

to refill prescriptions online and resources for setting up virtual health care appointments.’#’

VHA is expanding virtual care. To better target the expansion of virtual care to veterans from
different racial and ethnic groups, VHA officials told us that they held four focus groups and one
follow-up interview in June through August of 2021. These focus groups included women veterans,
Black veterans, disabled veterans, and LGBT veterans. According to VHA, the focus groups were

a way for VHA to learn more about some of the barriers and assistance veterans experienced in
seeking or engaging in virtual care and to better understand priorities regarding virtual health
care services. VHA officials also told us that they are working with the Navajo Health Foundation
to complete a Memorandum of Agreement that will allow American Indian veterans to access VHA

virtual care services from Sage Memorial Hospital.'4®

147 Additional VHA brochures include resources for Black, Hispanic or Latino, and American Indian or Alaska Native
veterans; veterans who are 65 years and older; and pregnant veterans, all of which are persons that may be at greater
risk for serious illness from COVID-19.

148The Navajo Health Foundation — Sage Memorial Hospital, Inc. is a private, nonprofit corporation. It is the first
Native-managed private comprehensive health care system in the country and has been managed since 1978 by an
independent, entirely Navajo Board of Directors.
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According to VHA officials, VHA has funded evaluation projects in fiscal years 2020 and 2021 that
address health equity issues related to virtual care and expect results from these evaluations

in fiscal year 2022. These studies broadly examine telehealth use by VHA during the pandemic
and range from assessing health disparities in telehealth use, broadband access and telehealth
utilization, quality of care, and access to resources bridging the digital divide.

VHA continues to lack performance measures to evaluate its actions to address health
disparities, including for the COVID-19 response. OHE lacks performance measures to

assess the effectiveness of its various COVID-19 response efforts to address and prevent health
disparities among veterans from different racial and ethnic groups. OHE officials told us that

they measure the effectiveness of their actions by tracking and analyzing data on a variety of key
indicators during the COVID-19 pandemic, such as cases and vaccination rates. VHA officials noted
that OHE uses data on key indicators as a way to assess the effectiveness of its various COVID-19
response efforts to address and prevent health disparities among veterans from different racial
and ethnic groups. According to OHE, when staff observe changes in the data indicating that
disparities are decreasing, this indicates that their actions are working.

Specific and measurable performance indicators for agency actions could help the office more
accurately determine if any changes in data related to health disparities can be attributed to
agency actions or other external influences. For the COVID-19 pandemic, changes in disparities
data during the pandemic could be due to VA efforts or could also be due to factors, such as
national, state, local, or other non-VHA response efforts. VHA officials told us that unlike national
COVID-19 vaccination rates, within VHA, Black and Hispanic or Latino veterans are vaccinated at
higher rates than White veterans. However, as previously noted, Black and Hispanic or Latino
veterans, experienced health disparities among COVID-19 cases, hospitalizations, and death rates,
and those disparities are also generally observed in the national population.

Our prior work on effectively managing performance shows that performance measures should
assess how well the organization is meeting its goals and should be linked directly to offices that
have responsibility for the program or activity. For example, as part of its goal to promote better
health outcomes for racial and ethnic populations, VHA’s OHE is responsible for spreading the use
of its COVID-19 equity dashboard among VHA'’s 18 VISNs. However, OHE has no way of measuring
how effective this effort has been in promoting better health outcomes for racial and ethnic

populations.'4?

Additionally, OHE’s communication plan to promote awareness about health disparities states that
it should regularly update OHE website with new information briefs, newsletters, Cyberseminar
announcements, and other relevant publications and updates. While OHE has made COVID-19
specific updates to its website and has communicated information on COVID-19 though
newsletters and other media outlets, it has no way of determining how successful these actions
have been in raising awareness about health disparities during the pandemic.

In December 2019, we found that OHE’s Health Equity Action Plan—VHA'’s action plan to
address health equity across the agency—lacked performance measures to assess progress

149According to VHA, measuring the effectiveness of a single effort may not be possible when many VHA efforts work
together to promote better health outcomes for racial and ethnic populations.
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and we recommended that its action plan include such measures. VHA concurred with our
recommendation and told us they plan to add performance measures to its Health Equity Action
Plan. However, as of the date of this report, the recommendation remains unimplemented. It

is important that VHA implement performance measures concerning its actions to address and
prevent health dipartites among veterans. Until VHA implements these performance measures,
VHA runs the risk of not knowing the effectiveness of its efforts for the COVID-19 pandemic or
pandemics or public health emergencies that may occur in the future.

Methodology

To conduct this work, we reviewed VHA studies published in peer-reviewed journals and other
internal analyses identified by VHA that examined the presence of disparities in COVID-19
indicators among veterans from different racial and ethnic groups.’° We also reviewed VHA
guidance and documents used to address and respond to health disparities among veterans.

In addition, we interviewed and reviewed written responses from officials in VHA’s OHE and its
Office of Women’s Health about identified disparities in COVID-19 indictors among veterans from
different racial and ethnic groups, actions to address these disparities, and ways VHA is measuring
the effectiveness of its actions.

Agency Comments
We provided VA and the Office of Management and Budget with a draft of this enclosure. VA

concurred with our findings and provided technical comments, which we incorporated as
appropriate. The Office of Management and Budget did not provide comments on this enclosure.

GAOQ’s Ongoing Work

We will continue to monitor racial and ethnic health disparities during the COVID-19 pandemic,
including as they relate to the provision of equitable access to health care.

Related GAO Products

VA Health Care: Better Data Needed to Assess the Health Outcomes of Lesbian, Gay, Bisexual, and
Transgender Veterans, GAO-21-69 (Washington, D.C.: October 19, 2020).

VA Health Care: Opportunities Exist for VA to Better Identify and Address Racial and Ethnic Disparities,
GAO-20-83 (Washington, D.C.: December 11, 2019).

150Wwe have previously identified data quality issues regarding the completeness and accuracy of race and ethnicity data
in VHA’s electronic health record, which is similarly seen in COVID-19 data for the general population reported to the
Department of Health and Human Services. However, for the purposes of this review, we determined that the studies we
cite that use the incomplete data are sufficiently reliable for the purpose of discussing the observed health disparities,
while acknowledging the incomplete data.
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VA Health Care: Improved Monitoring Needed for Effective Oversight of Care for Women Veterans,
GAO-17-52 (Washington, D.C.: December 2, 2016).

Contact information: Sharon M. Silas, (202) 512-7114, silass@gao.gov; Alyssa M. Hundrup,
hundrupa@gao.gov, (202) 512-7114
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HHS Cybersecurity

The U.S. National Institutes of Health has not consistently implemented security controls in its
information security program or selected information technology systems that receive, process,
and maintain sensitive information, putting confidentiality, integrity, and availability of information
at risk. GAO has made numerous recommendations to Department of Health and Human
Services component agencies to improve information security. Those component agencies have
implemented, or are in the process of implementing, the recommendations.

Entity involved: U.S. National Institutes of Health, within the Department of Health and Human
Services

Background

The U.S. National Institutes of Health’s (NIH) responsibilities include conducting research on the
prevention of infectious diseases (such as COVID-19), administering over $30 billion annually in
medical research grants, and supporting research on pathogens, including those that have the
potential to pose a severe threat to public health and safety. In carrying out its mission, NIH relies
extensively on information technology systems to receive, process, and maintain sensitive data.
Accordingly, effective information security controls are essential to ensure the confidentiality,
integrity, and availability of the information on the agency’s systems.

Overview of Key Issues

During the course of a prior audit we conducted from January 2019 to June 2021, we found that
NIH implemented numerous security controls within its information security program and over
the 11 systems we reviewed across four NIH entities. These controls included, among other things,
taking steps to develop security plans, ensuring that the majority of personnel had basic security
awareness training, and developing remedial action plans for correcting deficiencies.

However, the agency had not always effectively implemented other controls—both within its
information security program and for the selected systems—to protect the confidentiality,
integrity, and availability of these systems and the information maintained on them. Deficiencies
existed in some of the controls intended to identify risks, protect systems from threats and
vulnerabilities, detect and respond to cybersecurity events, and recover system operations in
cases of system disruptions. As a result, NIH was at increased risk that sensitive research and
health-related information could be disclosed or disrupted.

InJune 2021, we issued a report with limited distribution because of the sensitive information it
contained. In that report, we made 219 recommendations to NIH, including:

* 66 to improve NIH’s information security program by, among other things, assessing risks,
as needed; documenting complete and accurate security controls; assessing controls more
comprehensively; and remediating deficiencies in a timely manner; and

* 153 to resolve system control deficiencies by implementing stronger access controls,
encrypting sensitive data, configuring devices securely, applying patches in a timely manner,
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strengthening firewall rules, improving incident response, and implementing monitoring
controls more effectively, among other things.

NIH concurred with the recommendations to improve its information security program.
Additionally, NIH agreed to implement 148 of the 153 recommendations to resolve system
control deficiencies, and disagreed with the remaining five recommendations for various
reasons. However, we believe these five recommendations are warranted in order to further
improve the security over NIH’s systems. The table below shows the number of deficiencies and
recommendations for NIH’s information security program and system control deficiencies across
the core security functions of identify, protect, detect, respond, and recover.
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Number of GAO-Identified Information Security Program and System Control Deficiencies at the U.S. National
Institutes of Health and Associated Recommendations by Core Security Function

Number of

Number of Number of information Number of selected selected system

Core security  information security security program system control control deficiency
function program deficiencies recommendations deficiencies recommendations
Identify 12 26 0 0
Protect 4 6 78 141
Detect 5 11 5 11
Respond 7 16 1 1
Recover 4 7 0 0
Total 32 66 84 153

Source: GAO. | GAO-22-105051

In commenting on our June 2021 report, NIH stated that it had taken corrective actions to address

many of the deficiencies identified. We plan to issue a public report that provides the results of our
determination of the status of the agency’s corrective actions in addressing our recommendations
later in 2021 or early in 2022. Until these recommendations are addressed, NIH’s systems, and the
information maintained in those systems, are at increased risk of unauthorized access.

Methodology

To conduct this work, we selected four entities for review from the agency’s 28 institutes, centers,
and the director’s office. Our selection focused on entities that provide information technology
and security for the agency and are essential to NIH’s mission. From the four entities, we selected
11 systems for review that, for example, (1) collect, process, and maintain private or potentially
sensitive proprietary business, medical, and personally identifiable information; (2) are essential to
NIH’s mission; (3) could have a catastrophic or severe impact on operations if compromised; and/
or (4) share some common infrastructure.

To assess NIH’s information security program, we examined security policies, procedures, and
other documents; compared selected systems’ risk assessments, security plans, security control
assessments, remedial action plans, and contingency plans to federal guidance; and interviewed
personnel at NIH entities. To assess controls over the 11 selected systems, we reviewed the
agency’s network infrastructure and assessed the extent to which controls associated with system
access, encryption, configuration management, and monitoring met federal guidance and industry
best practices.
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Agency Comments

We provided NIH, the Department of Health and Human Services, and the Office of Management
and Budget with a draft of this enclosure. NIH provided technical comments, which we
incorporated as appropriate. The Office of Management and Budget did not provide comments on
this enclosure.

GAOQ’s Ongoing Work

We plan to issue a public report that describes the findings discussed in our June 2021 report,
with references to sensitive information removed. In addition, we will report on the status of
NIH’s actions to implement our recommendations related to improving its security program and
resolving system control deficiencies.

GAQ’s Prior Recommendations

The table below presents our recommendation on cybersecurity from the September 2020 CARES
Act report.
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Prior GAO Recommendation Related to Cybersecurity

Recommendation

Status

To ensure Health and Human Services (HHS) component agencies
involved in supporting the critical health care infrastructure

and systems responding to COVID-19 are protected from
cybersecurity threats, we recommended that HHS expedite

the implementation of our prior recommendations to address
cybersecurity weaknesses at its component agencies. (September
2020)

Open-partially addressed. HHS concurred with
this recommendation. The Food and Drug
Administration, Centers for Medicare and Medicaid
Services, and Centers for Disease Control and
Prevention have implemented an additional

71 cybersecurity recommendations since the
September 2020 CARES Act report. This brings

the total number of implemented cybersecurity
recommendations to 421 (of 434) from September
2020 through July 2021—a 16 percent increase in
the number of corrective actions taken to bolster
cybersecurity at these agencies.

Source: GAO. | GAO-22-105051

Contact information: Jennifer R. Franks, (404) 679-1831, franksj@gao.gov
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Worker Safety and Health

The Occupational Safety and Health Administration should conduct an analysis of the challenges it
has faced to ensuring worker safety during the pandemic to improve its response to this pandemic
and prepare for a future one.

Entity involved: Occupational Safety and Health Administration, within the Department of Labor

Recommendation for Executive Action

The Assistant Secretary of Labor for Occupational Safety and Health should assess—as soon as
feasible and, as appropriate, periodically thereafter—various challenges related to resources and
to communication and guidance that the Occupational Safety and Health Administration has faced
in its response to the COVID-19 pandemic and should take related actions as warranted.

The Department of Labor partially agreed with our recommendation. The Department of Labor
stated that it agrees that it is important to assess lessons learned and best practices for the
Occupational Safety and Health Administration’s operational response to COVID-19. However,
Department of Labor officials said they believe that while the pandemic is ongoing, the agency’s
resources are best used to help employers and workers mitigate exposures to COVID-19. Because
it is unclear when the COVID-19 pandemic will end, we maintain that assessing—as soon as
feasible—the challenges that the Occupational Safety and Health Administration faced in
responding to the pandemic, and taking related actions, would enable the agency to improve its
enforcement efforts during this pandemic and help it prepare for operations during any future
pandemic.

Background

The Department of Labor’s (DOL) Occupational Safety and Health Administration (OSHA) helps
ensure safe and healthful conditions for workers by setting mandatory workplace safety and
health standards; conducting inspections; investigating complaints and reports of injuries,
illnesses, and fatalities at workplaces; and offering training, guidance, and outreach; among other
efforts.’>1

OSHA has 10 regional offices and 89 area offices that implement and oversee enforcement in the
field.”>? OSHA is responsible for setting and enforcing workplace safety and health standards for
the private sector in 29 states, the District of Columbia, and four territories.’> Twenty-one states

1510SHA carries out these activities under the Occupational Safety and Health Act of 1970 (OSH Act), Pub. L. No. 91-596,
84 Stat.1590 (codified as amended at 29 U.S.C. 88 553, 651-678).

15205HA also has four district offices that are subordinate to an area office.

153 five of these states and the U.S. Virgin Islands, the state or territory is responsible for setting and enforcing
standards for state and local government employers, under a state plan approved by OSHA.
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and Puerto Rico set and enforce their own workplace safety and health standards for private
sector and state and local government employers under state plans approved by OSHA.">#

OSHA has almost 1,900 employees, and its appropriation for fiscal year 2021 was approximately
$592 million. OSHA received $105.8 million in additional funding under the CARES Act and the

American Rescue Plan Act of 2021.1%5

Overview of Key Issues

OSHA conducted enforcement using existing worker safety standards during the pandemic.
During the first 15 months of the pandemic, OSHA primarily relied on existing standards and
voluntary employer guidance to conduct its enforcement. In March 2021, OSHA started a
COVID-19 National Emphasis Program (NEP) to target its inspections on both health-care and
non-health-care industries with high risk of worker exposure to COVID-19. In June 2021, OSHA
issued an emergency temporary standard (ETS) related to COVID-19 exposure for the health-care
industry. See figure for a summary of key OSHA actions during the COVID-19 pandemic.

154state standards and their enforcement must be at least as effective as the federal standards in protecting workers
and in preventing work-related injuries, illnesses, and fatalities. Federal agencies are generally responsible for
maintaining their own occupational safety and health programs, consistent with OSHA’s regulations.

155The CARES Act appropriated $15 million to DOL for “Departmental Management,” to remain available through
September 30, 2022, to prevent, prepare for, and respond to the COVID-19 pandemic, including to enforce worker
protection laws and regulations, among other things. Specifically, the CARES Act authorized the Secretary of Labor

to transfer the amounts provided under this heading as necessary to OSHA and certain other DOL components, to
prevent, prepare for, and respond to COVID-19, including for enforcement, oversight, and coordination activities in those
accounts. Pub. L. No. 116-136, div. B, tit. VIII, 134 Stat. 281, 553-554 (2020). DOL officials said the department transferred
$5.5 million of this amount to OSHA. As of September 30, 2021, $4.2 million has been obligated and, of that, $3.1 million
has been expended, according to OSHA officials. The American Rescue Plan Act of 2021 (ARPA) appropriated $200
million to DOL to remain available until September 30, 2023. Pub. L. No. 117-2, tit. Il, sub. B, 135 Stat. 4, 30 (2021). OSHA
officials said the department provided $100.3 million of this amount to OSHA. As of September 30, 2021, according

to OSHA officials, $35.5 million has been obligated for COVID-19-related activity (including $12.8 million for federal
enforcement), of which $15.5 million has been expended (including $11.2 million for federal enforcement).
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Timeline of OSHA's Key Actions to Respond to the COVID-19 Pandemic, from January 2020 through September
2021

Occupational Safety and Health Administration (OSHA) COVID-19 actions Other federal COVID-19 actions
2020

L January 31, 2020
Secretary of Health and Human Services declares
COVID-19 a U.S. public health emergency.
March 2020 *

OSHA begins issuing enforcement policies for inspectors, and
voluntary guidance for employers, for operating during the pandemic

April 13, 2020

OSHA publishes initial Interim Enforcement Response Plan
for COVID-19, with high-level instructions for inspectors and
area offices on pandemic-related enforcement?

2021

January 29, 2021 | ¢ January 21, 2021

. X . White House issues Executive Order on Protecting
OSHA issues revised voluntary guidance for employers g d
on protecting workers during COVID-19° Worker Health and Safety, which, among other things,

directs OSHA to:
March 12, 2021 t " Issue revised employer guidance

KHA \alhchies toymar COVID-19 hatonal Emphasis Progr_amé Consider issuing an emergency temporary standard
focused on inspecting workplaces in high-hazard industries (ETS) on COVID-19

Launch a national program focused on COVID-19
June 21, 2021 enforcement
OSHA publishes COVID-19 health-care ETS,
which covers certain health-care employers

June 28, 2021

-

OSHA publishes ETS enforcement policy, detailing procedures and T
instructions for inspectors on enforcing the health-care ETS September 9, 2021
White House announces a plan to increase COVID-19
July 7, 2021 vaccination, which includes OSHA developing an ETS
OSHA publishes revised Interim Enforcement Response Plan for COVID-19, | that requires all employers with 100 or more employees
with updated pandemic-related enforcement policies for inspectors, which to implement vaccination and testing requirements for
is focused on workplaces not covered by the health-care ETS employees and to provide vaccine-related paid time off

Source: GAQ summary of documentation from OSHA, the Department of Health and Human Services, and the White House, | GAO-22-105051

40SHA published updated versions of its Interim Enforcement Response Plan for COVID-19 on May 19, 2020, March 12, 2021,
and July 7, 2021.

POSHA published updates to this employer guidance on June 10, 2021 and August 13, 2021.
“OSHA published an update to its COVID-19 National Emphasis Program on July 7, 2021.

OSHA has recorded data related to COVID-19 in the workplace since February 2020. From February
2020 through August 2021, related to COVID-19, OSHA received 16,667 complaints and referrals,
1,678 employer reports of severe injuries or illnesses, 1,225 reports of fatalities, and 3 reports of

catastrophes.’>® During the same time period, OSHA conducted 16,820 informal inquiries, 1,621

156Complaints refer to reports notifying OSHA of alleged workplace safety or health hazards. Complaints can be made
by employees, their representatives, or others. Referrals and employer reports: OSHA uses the term “referrals” to
encompass two different report types, (1) reports of work-related severe injuries and illnesses, which employers are
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on-site inspections, and 1,190 remote inspections related to COVID-19.">7 As a result of these
inspections, OSHA cited 917 violations and issued about $6.4 million in penalties.'® (See table.)

required to submit to OSHA (which OSHA calls employer-reported referrals); and (2) reports of potential workplace
hazards from selected other entities, such as local government agencies or media outlets. In this report, we use
“referrals” to describe those reports from selected non-employer sources, and “employer reports” to describe those
reports from employers. Employers are required to report all work-related in-patient hospitalizations, amputations, and
losses of an eye within 24 hours. 29 C.F.R. 8 1904.39(a)(2). Fatalities: Employers are required to report the work-related
death of an employee to OSHA within 8 hours. 29 C.F.R. 8 1904.39(a)(1). According to OSHA officials, most reports of
fatalities come from employers. However, officials noted that they do receive reports of fatalities from other sources,
such as the media or emergency medical personnel. In this report we refer to all reported fatalities as “reports of
fatalities.” Catastrophes: OSHA'’s Field Operations Manual defines a catastrophe as the hospitalization of three or more
employees resulting from a work-related incident or exposure. Data throughout this report include enforcement activity
performed by OSHA only, and not by state agencies that operate under OSHA-approved state plans.

157 An informal inquiry is a process conducted in response to a complaint, referral, or employer report of severe

injury or illness that does not meet OSHA's criteria for conducting an inspection. According to OSHA officials, informal
inquiries conducted in response to an employer-reported severe injury or illness, such as an in-patient hospitalization

or amputation, are called rapid response investigations, and informal inquiries conducted in response to complaints
from employees or referrals from entities other than employers are called phone/fax investigations. According to OSHA’s
Field Operations Manual, if Area Directors consider employers’ responses to these informal inquiries to be inadequate,
they may decide to initiate a related inspection. During the COVID-19 pandemic, OSHA’s pandemic-related enforcement
policies have allowed area offices to conduct some inspections remotely, instead of being physically at the workplace.
According to OSHA policy, data on remote inspections include only those inspections that were conducted completely
off-site.

1580SHA assesses financial penalties for violations based on various factors outlined in statute and OSHA policy.

For example, after January 15, 2021, violations determined to be serious were subject to penalties of up to $13,653

per violation, and violations determined to be willful or repeated were subject to penalties of up to $136,532 per
violation. See 29 C.F.R. 8 1903.15(d). Some of these cases are still open and may have been contested or appealed by
the employers, which could ultimately result in changes to the violations cited or penalties issued. In addition, under the
OSH Act, OSHA has 6 months from the occurrence of a violation to issue a citation and any related penalties, so totals
for the number of violations cited and penalties issued from March 2021 through August 2021 may not reflect the total
that will eventually be cited or issued related to inspections initiated during those months. These data are current as of
September 7, 2021.
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COVID-19-Related Reports to OSHA and OSHA Enforcement Actions, March 2020 through August 2021

June- June-
March-May August September- December 2020- March-May August

2020 2020 November 2020  February 2021 2021° 2021° Total®
Reports to
OSHA
Complaints 4,843 3,757 2,579 2,708 1,213 750 15,850
Referrals 148 134 77 348 59 37 803
Employer 507 387 222 273 66 223 1,678
reports of
severe injury
or illness®
Reports of 369 325 117 237 82 95 1,225
fatalities”
Reports of 2 0 0 1 0 0 3
catastrophesb
OSHA
enforcement
actions
On-site 114 219 150 210 500 427 1,620
inspections
Remote 338 369 139 264 61 19 1,190
inspections
Violations 225 272 105 210 95 10 917
cited*
Penalties ($ 1,616 1,740 731 1,634 634 41 6,396
thousands)*

Source: GAO analysis of Occupational Safety and Health Administration (OSHA) Information System data. | GAO-22-105051

Notes: Complaints refer to reports notifying OSHA of alleged workplace safety or health hazards. Complaints can be made by
employees, their representatives, or others.

Referrals and employer reports: OSHA uses the term “referrals” to encompass two different report types, (1) reports of work-
related severe injuries and illnesses, which employers are required to submit to OSHA (which OSHA calls employer-reported
referrals); and (2) reports of potential workplace hazards from selected other entities, such as local government agencies or
media outlets. In this report, we use “referrals” to describe those reports from selected non-employer sources, and “employer
reports” to describe those reports from employers. Employers are required to report all work-related in-patient hospitalizations,
amputations, and losses of an eye within 24 hours. 29 C.F.R. § 1904.39(a)(2).

Fatalities: Employers are required to report the work-related death of an employee to OSHA within 8 hours. 29 C.F.R. §
1904.39(a)(1). According to OSHA officials, most reports of fatalities come from employers. However, officials noted that they do
receive reports of fatalities from other sources, such as the media or emergency medical personnel. In this report we refer to all
reported fatalities as “reports of fatalities.”

Catastrophes: OSHA’s Field Operations Manual defines a catastrophe as the hospitalization of three or more employees
resulting from a work-related incident or exposure.
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During the COVID-19 pandemic, OSHA’s pandemic-related enforcement policies have allowed area offices to conduct some
inspections remotely, instead of being physically at the workplace. According to OSHA policy, data on remote inspections
include only those inspections that were conducted completely off-site. Data in this table include enforcement activity
performed by OSHA only, and not by state agencies that operate under OSHA-approved state plans.

Since OSHA has 6 months from the occurrence of a violation to issue a citation and any related penalties, totals for the
number of violations cited and penalties issued from March 2021 through August 2021 may not reflect the total that will
eventually be cited or issued related to inspections initiated during those months. These data are current as of September 7,
2021.

®Data reliability issues regarding COVID-19-related employer reports, specifically reports of hospitalizations, were discussed in
an enclosure to our January 2021 CARES Act report and are summarized elsewhere in the current enclosure.

“Some of these cases are still open and may have been contested or appealed by the employers, which could ultimately result
in changes to the violations cited or penalties issued.

From February 2020 through May 2021, without COVID-19-specific standards in place, OSHA
enforced existing applicable standards, such as those related to respiratory protection, and
issued general and industry-specific voluntary guidance for employers on COVID-19-related
precautions.’? OSHA also occasionally used the “general duty clause” for enforcement. According
to OSHA'’s Field Operations Manual, if hazards not covered by an OSHA standard are discovered
during an inspection, a general duty clause violation may be cited, if certain criteria are met.1%0
From February 2020 through August 2021, OSHA cited 20 COVID-19-related general duty clause
violations (see table).

159Beginning in March 2020, OSHA issued a variety of COVID-19 voluntary guidance and safety tips for employers,
including Protecting Workers: Guidance on Preparing Workplaces for COVID-19 in March 2020, supplemented with Guidance
on Returning to Work in June 2020. During 2020, OSHA and the Centers for Disease Control and Prevention issued

joint voluntary employer guidance on protecting workers in specific industries, such as farmworkers, manufacturing,
meat and poultry processing, and seafood processing. OSHA published Guidance on Mitigating and Preventing the

Spread of COVID-19 in the Workplace on January 29, 2021, as directed by the President’s Executive Order on Protecting
Worker Health and Safety. According to OSHA officials, this guidance updated the earlier employer guidance, based

on knowledge of the current state of the pandemic, and included input from multiple stakeholders on COVID-19
prevention measures and their feasibility. Although the new guidance did not provide new required standards for
employers to follow, it reaffirmed that employers have an obligation to protect workers under the OSH Act and that a
“general duty clause” violation could otherwise be cited. The new guidance also provided example abatement measures
for fulfilling this obligation. OSHA updated this guidance on June 10, 2021, to focus on protecting unvaccinated or
otherwise at-risk workers in the workplace. The updated guidance states that most employers no longer need to take
steps to protect their fully vaccinated workers who are not otherwise at risk from COVID-19 exposure. The update also
recommended steps to encourage workers to get vaccinated, including paid time off for employees to receive their
COVID-19 vaccination. OSHA further updated the voluntary employer guidance on August 13, 2021, including to reflect
the July 27, 2021 Centers for Disease Control and Prevention mask and testing recommendations for fully vaccinated
individuals.

1607he “general duty clause” requires employers to provide a workplace free from recognized hazards that are causing
or are likely to cause death or serious physical harm to their employees. 29 U.S.C. § 654(a)(1). A general duty clause
violation may only be cited if all four of the following required elements are identified: (1) the employer failed to keep
the workplace free of a hazard to which employees of that employer were exposed; (2) the hazard was recognized; (3)
the hazard was causing or was likely to cause death or serious physical harm; and, (4) there was a feasible and useful
method to correct the hazard. See OSHA Field Operations Manual, CPL 02-00-164, Ch. 4, Sec. Ill, A. OSHA, under 29 U.S.C.
§ 658(c), must issue a citation for a violation, whether it be a violation of the general duty clause or a violation of specific
rules or standards, within 6 months of the date the violation occurred.
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COVID-19-Related Violations and Penalties, for Most Frequently Cited Standards and the General Duty Clause,
from February 2020 through August 2021

Internal Reporting
employer to OSHA Provision of
recordkeeping fatalities requested
General for fatalities, and severe Personal records to
duty Respiratory injuries, and injuries and protective government Hazard
clause? protectionb ilinesses® illnesses* equipment"épresentative&gmmunicationg
Violations 20 576 128 101 30 15 15
cited”
Penalties 471 4,900 214 681 70 16 9
($
thousands)h

Source: Occupational Safety and Health Administration (OSHA) Information System data. | GAO-22-105051

*The general duty clause requires employers to provide a workplace free from recognized hazards that are causing or are likely
to cause death or serious physical harm to their employees. The general duty clause is a part of the Occupational Safety and
Health Act of 1970, as amended, and is distinct from standards, which OSHA promulgates under the OSH Act. The general duty
clause is used when no standard applies to a particular hazard. See 29 U.S.C. § 654(a)(1).

®29 C.F.R.§1910.134 generally requires employers to provide respiratory protection to employees when necessary to protect
employee health.

€29 C.F.R. § 1904.4 generally requires employers to keep an internal record of all work-related fatalities, injuries, and illnesses.

929 C.FR. § 1904.39 generally requires employers to report to OSHA all work-related in-patient hospitalizations, amputations,
and losses of an eye within 24 hours, and all work-related fatalities within 8 hours.

€29 C.F.R. § 1910.132 generally requires employers to provide personal protective equipment to employees when necessary,
such as for eyes, face, and head.

29 C.FR. § 1904.40 generally requires employers to provide records to government representatives within 4 business hours of
a request.

829 C.F.R. § 1910.1200 generally requires employers to provide employees information concerning chemical hazards.

NSome of these cases are still open and may have been contested or appealed by the employers, which could ultimately result
in changes to the violations cited or penalties issued. Since OSHA has 6 months from the occurrence of a violation to issue a
citation and any related penalties, totals for the number of violations cited and penalties issued may not reflect the total that
will eventually be cited or issued. These data are current as of September 7, 2021.

OSHA inspectors faced some challenges applying OSHA requirements to COVID-19 cases.
OSHA standards existing prior to OSHA’s June 2021 emergency temporary standard (ETS) for
certain health-care employers do not contain provisions specifically targeted at the COVID-19
hazard. As a result, it has been difficult for employers and employees to determine what particular
COVID-19 safety measures are required, or how existing standards are expected to work when
applied to COVID-19. Moreover, according to the preamble to OSHA'’s health-care ETS, OSHA’s
efforts to enforce existing standards to address the COVID-19 hazard have been hindered by the
absence of any specific requirements in these standards related to some of the most important
COVID-19-mitigation measures. OSHA inspectors or managers from three of five area offices

we spoke with said that it was difficult to apply existing OSHA standards to COVID-19 cases, for
example, because existing standards did not cover certain COVID-19 hazard mitigations, such as
wearing a face covering.
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In addition, although not unique to COVID-19 inspections, violations of the general duty clause
were challenging to cite since such violations require a large amount of documentation to
demonstrate that all four elements required to use the clause are present.'®’ According to the
preamble to OSHA’s health-care ETS, the general duty clause does not provide employers with
specific requirements to follow or a road map for implementing appropriate COVID-19 abatement
measures. In addition, OSHA’s burden of proof to establish a general duty clause violation is
heavier than a standard violation.

Inspectors from one area office told us that they did not have enough knowledge to determine
what should be considered a dangerous level of COVID-19 exposure or risk in order to cite a
related violation. Inspectors or managers from four of five area offices we spoke with said it was
difficult to apply the general duty clause to COVID-19-related hazards, for example, because it
would likely only be cited if an employer was making no effort to use any COVID-19 mitigation
strategies.

According to the preamble to OSHA’s health-care ETS, in many cases during the pandemic,
inspectors found that employers were following some minimal COVID-19 mitigation strategy, while
ignoring other crucial components of employee protection.’®? The preamble further notes that,

in such instances, because the employer had taken some steps to protect workers, successfully
proving a general duty clause citation would have required OSHA to show that additional missing
measures would have further materially reduced the COVID-19 hazard.

OSHA’s COVID-19 National Emphasis Program (NEP) is focused on high-risk industries and
uses data that are incomplete. In March 2021, OSHA initiated a 1-year COVID-19 NEP that aims

to ensure that employees in high-risk industries are protected from the hazard of COVID-19.763
The NEP includes a specific focus to ensure that workers are protected from retaliation.®

16Twe reported in April 2012 that violations of the general duty clause are challenging for OSHA to cite. According to
OSHA officials, using the general duty clause requires significant agency resources so it is not always a viable option, for
example when OSHA cannot prove an employer knows the hazard exists or when a hazard is just emerging.

162The health-care ETS did not provide a specific example of such a minimal mitigation strategy compared to other
crucial components of employee protection.

1630sHA’s National Emphasis Programs provide for programmed inspections of establishments in industries with the
potential for high injury or illness rates, and are intended to focus outreach efforts and inspections on specific workplace
hazards, according to the agency’s Field Operations Manual. In January 2021, President Biden signed Executive Order
13999 on Protecting Worker Health and Safety which, among other things, directed OSHA to initiate the COVID-19
National Emphasis Program (NEP) which identified high-risk industries.

1640SHA’s National Emphasis Program’s anti-retaliation focus includes, among other things, distributing anti-retaliation
information during inspections and promptly referring allegations of retaliation to OSHA’s Whistleblower Protection
Program, under which OSHA enforces protections for employees who file a complaint or otherwise engage in protected
activity under the federal laws over which OSHA has jurisdiction. See, e.g., 29 U.S.C. 8 660(c)(1). According to Department
of Labor (DOL) data on whistleblower reports to OSHA—not including state agencies that operate under OSHA-
approved state plans—for the 20-month period from February 2020 through September 2021, the program received
19,800 whistleblower complaints, of which 5,816 were related to COVID-19. The total number of complaints was

29 percent higher than during the prepandemic 20-month period from June 2018 through January 2020, indicating

a significant increase in whistleblower complaints during the pandemic. In August 2020, DOL’s Office of Inspector
General (OIG) recommended that OSHA (1) fill five open whistleblower investigator positions; (2) monitor, evaluate,

and consider expanding to all regions a process to expedite screening whistleblower complaints; and (3) develop a
caseload management plan to more equitably distribute whistleblower complaints among investigators. According to a
February 2021 memorandum from DOL OIG to OSHA, as of February 2021, OSHA (1) had filled the five open investigator
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Prior to the NEP, all COVID-19-related inspections were unprogrammed—conducted in response
to incoming reports of hazardous working conditions at a specific workplace. In addition to
continuing unprogrammed inspections, the NEP includes plans for OSHA to conduct programmed
COVID-19 inspections—not in response to any specific report of a hazard—at workplaces where
workers have higher risks of exposure to COVID-19. From February through August 2021, OSHA
has performed a total of 960 COVID-19 NEP inspections, including 366 programmed and 594

unprogrammed.'6>

To implement the NEP, OSHA created two targeting lists of establishments within the local
jurisdiction of each area office from which to select for programmed inspections—the first based
solely on industries with a higher risk of exposure to COVID-19 and the second based on those
higher-risk industries plus establishment-specific respiratory and other illness rates in 2020.

The first NEP targeting list includes establishments in industries where OSHA conducted the
highest number of COVID-19-related enforcement activities from February 2020 through mid-June
2021. This list aims to identify where the highest number of workers are expected to perform tasks
associated with exposure to COVID-19."%¢ This includes establishments in health-care industries,
such as hospitals and assisted living facilities, and non-health-care industries, such as poultry
processing and grocery stores."®’

The second NEP targeting list includes establishments with higher-than-average per capita
respiratory and other illness rates, based on employer-reported Form 300A summary injury

positions, (2) expected to complete monitoring and evaluation of a pilot program to expedite complaints by March
2021, and (3) planned to develop a long-term solution to minimize complaint backlogs by March 2021. As of October
2021, OSHA had not yet implemented the second and third recommendations and did not have a new estimated date
for their implementation; OSHA officials said they would work with DOL OIG when they are ready to close out the
recommendations. For DOL OIG’s report, see DOL, OIG, COVID-19: OSHA Needs to Improve Its Handling of Whistleblower
Complaints During the Pandemic, Report No. 19-20-010-10-105 (Washington, D.C., August 14, 2020).

165ynder the NEP, OSHA’s goal is to perform approximately 1,600 COVID-19 inspections—or 5 percent of all
inspections—during the NEP’s 1-year duration. OSHA officials told us that area offices can meet this goal with
unprogrammed enforcement activities based on COVID-19-related complaints, employer reports, referrals, fatalities, or
catastrophes, or through programmed inspections based on establishment-targeting lists created for the NEP. OSHA
officials told us that the balance of programmed versus unprogrammed NEP inspections will vary by area office; this

is because area offices in different parts of the country have received different levels of complaints, employer reports,
and referrals related to COVID-19—which can result in unprogrammed enforcement activities—and the NEP allows area
offices to use their discretion to perform COVID-19 programmed inspections as resources allow.

16670 create this list, OSHA included establishments from the 11 health-care industries and 11 non-health-care
industries with the highest numbers (with no per capita adjustment) of COVID-19-related complaints, fatalities/
catastrophes, employer reports, referrals, inspections, violations, and Hazard Alert Letters (which are to be used when
a workplace hazard is serious enough that employers should be notified, though the case does not meet all necessary
criteria for a general duty clause violation, and no specific OSHA standard applies). OSHA summed the number of these
enforcement activities it performed within industries in the same North American Industry Classification System 6-digit
industry code. A July 2021 revision to the NEP eliminated a secondary group of targeted industries—those in critical
infrastructure sectors that, at the height of the pandemic, were considered to have elevated risks of exposure, such

as critical manufacturing, and transportation and logistics. According to the revised NEP, with the changing COVID-19
environment and the increase in vaccination rate in the general population, the need for a very broad range of targeted
industries—to include critical infrastructure sectors—diminished.

1675See the enclosure on Food Safety Inspections for more information on our review of the U.S. Department of
Agriculture’s efforts to conduct meat and poultry plant inspections and track inspectors’ exposure to COVID-19.

Page 123 GAO-22-105051



and illness data (or “300A data”).'®® However, as we found in a January 2021 report on summary
injury and illness data reporting, these 300A data are incomplete and thus may be of limited
effectiveness in developing targeting lists that identify workplaces most in need of COVID-19
inspections. Specifically, we estimated that employers did not submit 300A data for more than half
of required establishments for calendar years 2016 through 2018. Further, not all employers with

the potential for worker exposure to COVID-19 are required to submit 300A data.'®®

OSHA officials acknowledged that some establishments included in the first targeting list are not
required to report 300A data, and thus will not show up in the second targeting list. According

to the NEP Directive, area offices may add establishments to the NEP targeting lists, based on
their local knowledge, among other things, so they are not limited to establishments selected
based on incomplete data. However, because more than half of required establishments may not
be reporting 300A data, OSHA’s second targeting list may be missing many establishments with

higher rates of respiratory and other illness."”°

As we found in our January 2021 report, because OSHA is less likely to conduct certain inspections
on employers who do not report 300A data, employers have an incentive to avoid reporting these
data.’’ Such employers that avoid reporting 300A data may still merit a COVID-19 NEP inspection.
In our January 2021 report on summary injury and illness data reporting, we recommended

that OSHA evaluate the agency’s procedures for ensuring that employers report their 300A

data and make needed changes, and the agency generally agreed with our recommendation.

As of September 2021, DOL had not addressed this recommendation.'”? By implementing

16805HA requires employers to record work-related injuries and illnesses on an ongoing basis using Form 300. At

the end of the year, employers must submit a summary of the Form 300 data they recorded using Form 300A. See 29
C.F.R. 88 1904.4-.29, .41. The second NEP targeting list includes establishments from the first list that, according to the
300A data they reported to OSHA, had elevated per capita respiratory and other illness rates in 2020 compared to their
industry. While 300A data do not include specific data on COVID-19 infections, since COVID-19 is a respiratory illness with
additional possible symptoms, according to OSHA officials, it is likely that high rates of respiratory and other illness in
these targeted establishments are due to COVID-19 illness.

16905HA regulations require two groups of employers to report 300A data: those with establishments in certain
industries, such as manufacturing and nursing care facilities, that had between 20 and 249 employees at any point
during the previous calendar year; and those with establishments in any industry that had 250 or more employees at
any point during the previous calendar year and were required to maintain injury and illness records.

1701 August 2021, OSHA officials estimated that employers submitted 300A data for 47 percent of required
establishments in 2020. They further noted that, although the 300A data do not include more than half of required
establishments, since some data were available, it was prudent to use the data to the extent possible. Officials said
that they are confident that the selected establishments had substantial challenges with COVID-19 illness rates, based
on their submitted 300A data. However, many other establishments that did not report 300A data, and could not

be selected for the second targeting list because of this, may have had similar or more substantial challenges with
COVID-19. By implementing our January 2021 recommendation, the 300A data could be significantly improved and
OSHA would be able to select establishments to devote resources to those most in need of COVID-19 inspections.

1711 addition to NEP targeting, OSHA uses 300A data to select establishments for Site-Specific Targeting inspections,
which are comprehensive inspections that are to examine all potentially hazardous areas of an establishment. Although
employers may avoid reporting 300A data to avoid these inspections, employers did not know about the March 2021
NEP when collecting data throughout 2020 to submit as 300A data.

172According to OSHA officials, the agency conducted a pilot program in two regions in July and August 2021 to test
the feasibility of matching workplaces with newly opened inspections against a list of workplaces that potentially did
not report required 300A data, in order to encourage and enforce 300A data compliance at more establishments. As
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this recommendation, OSHA could base its targeting on more complete workplace illness
data—potentially including twice as many establishments—and thus, better target its COVID-19
NEP inspections.

OSHA issued a COVID-19 emergency temporary standard (ETS) for the health-care industry;
a separate infectious disease standard and a vaccination ETS are in process. In June 2021,
OSHA issued a COVID-19 ETS for certain health-care employers that treat suspected or confirmed
COVID-19 patients, such as hospitals and long-term care facilities."’3 The health-care ETS may be in
effect for up to 6 months after publication and may be superseded by a permanent standard. This
ETS does not cover employers in other industries, some of which OSHA has identified as at high
risk of COVID-19 exposure in its other policies."”* The health-care ETS requires covered employers
to comply with several provisions to protect workers from COVID-19 hazards, including

» developing and implementing a COVID-19 plan and related policies and procedures, and
providing related training;

» screening and managing patients and visitors, including contractors, for COVID-19;

* implementing various COVID-19 mitigation measures, such as use of personal protective
equipment for employees, physical distancing, physical barriers, cleaning and disinfection, and
ventilation;

» providing time and paid leave for COVID-19 vaccination;

* ensuring anti-retaliation principles are upheld related to employee rights under the ETS;

of September 2021, OSHA was analyzing the results of the pilot. It is not yet clear if OSHA’s efforts will substantially
improve required reporting.

173Under 29 U.S.C. § 655(c), OSHA has the authority to issue an “emergency temporary standard” (ETS) without going
through the normal rulemaking process if it determines that “employees are exposed to grave danger from exposure
to substances or agents determined to be toxic or physically harmful or from new hazards,” and that an ETS “is
necessary to protect employees from such danger.” In our September 2020 enclosure, we reported that the agency had
determined that an ETS was not necessary. However, in January 2021, President Biden signed Executive Order 13999 on
Protecting Worker Health and Safety, which, among other things, directed the Secretary of Labor to consider whether a
COVID-19 ETS was necessary. The COVID-19 health-care ETS went into effect on June 21, 2021, with employer compliance
with certain provisions required by July 6, 2021 and others by July 21, 2021. The health-care ETS applies to workplaces
where employees provide health-care services or health-care support services, and exempts some health-care facilities,
such as non-hospital ambulatory care settings where all non-employees are screened prior to entry and people with
suspected or confirmed COVID-19 are not permitted to enter, and well-defined hospital ambulatory care settings
where all employees are fully vaccinated, all non-employees are screened prior to entry, and people with suspected or
confirmed COVID-19 are not permitted to enter.

174Because a determination of employees being exposed to a “grave danger” is a requirement under 29 U.S.C. 8 655(c)
(1)(A) for issuing an ETS, OSHA devoted substantial discussion in the health-care ETS to the “grave danger” to health-care
employees, citing the “severe health consequences of COVID-19, the high risk to employees of developing the disease

as a result of transmission of SARS-CoV-2 in the workplace, and that [health-care] workplace settings provide direct care
to known or suspected COVID-19 cases” as the basis for the determination. See 86 Fed. Reg. 32376, 32381-32384 (June
21, 2021). According to OSHA officials, the agency focused the scope of the health-care ETS on the areas of greatest
COVID-19 exposure and did not make any legal findings about workers outside healthcare settings because those were
not necessary to justify the requirements in the health-care ETS.

Page 125 GAO-22-105051



» screening and managing employees for COVID-19, including, for example, daily screening and
requiring employees to notify the employer of COVID-19 positive tests and symptoms;

» keeping a log of all employee COVID-19 cases, regardless of whether they are work-related;
and,

* reporting work-related COVID-19 fatalities and hospitalizations to OSHA, regardless of the
amount of time between the exposure to COVID-19 and the fatality or hospitalization.

The health-care ETS allows OSHA to obtain some worker safety data related to COVID-19 from
covered health-care employers—which they would not otherwise be required to provide.
Specifically, an enclosure to our January 2021 CARES Act report stated that OSHA did not receive
employer reports of all work-related hospitalizations related to COVID-19 because disease
symptoms do not appear within 24 hours, the required reporting time frame for work-related
hospitalizations.'”> We recommended that OSHA determine what additional data may be needed
from employers or other sources.

The new reporting requirement in the health-care ETS addresses this challenge for covered health-
care employers by requiring them to report to OSHA all work-related COVID-19 fatalities and
hospitalizations, regardless of the amount of time between worker exposure to COVID-19 and the
death or hospitalization, and takes into consideration our prior recommendation. Thus, we are
closing this recommendation. OSHA is not requiring COVID-19-related hospitalization or fatality
reports under the adjusted time frames for workplaces where the health-care ETS does not apply.

The health-care ETS also adjusts the existing recordkeeping requirement, to require covered
health-care employers to keep an internal log of all COVID-19 cases among their employees,
regardless of whether they are determined to be work-related.””® When conducting inspections,
OSHA officials should be able to obtain these logs to better assess workers’ COVID-19 exposure
and risk, and identify any COVID-19-related violations.

Although the health-care ETS covers only employers in the health-care industry, in its other policies,
OSHA has acknowledged the widespread impact of COVID-19 on industries beyond health care. In
its March and July 2021 updates to its pandemic-related enforcement policy, OSHA expanded
its higher risk designation for COVID-19 exposure from applying only to health-care settings

to applying to any workplace that can be crowded or involve a high level of interaction with
people, providing poultry processing and correctional facilities, two non-health-care industries,
as examples of higher-risk workplaces. Also, as previously discussed, OSHA’s COVID-19 NEP is
designed to focus on industries where the agency has determined that workers face increased

75The existing reporting requirement in 29 C.F.R. 8 1904.39 generally requires employers to report all work-related
in-patient hospitalizations, amputations, and losses of an eye within 24 hours, and all work-related fatalities within 8
hours. Under 29 C.F.R. § 1904.39, employers are only to report such hospitalizations if they occur within 24 hours of the
workplace exposure to COVID-19; however, symptoms of COVID-19 may appear within 2 to 14 days after exposure, far
beyond the reporting time frame.

176The existing recording requirement in 29 C.F.R. § 1904.4 generally requires employers to keep an internal record of all
work-related fatalities, injuries, and illnesses. Determining work-relatedness for those related to COVID-19 is challenging
because of the virus’s incubation period and the difficulties in tracking the source of exposure.
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potential for exposure to COVID-19, and targets both health-care and non-health-care industries
(see fig.).

COVID-19-Related Reports to OSHA among Industries Targeted by OSHA's National Emphasis Program, February
2020 through August 2021

General medical and surgical hospitals WEEEIGESTERETE (3% 1,922
Nursing care facilities (Skilled nursing facilities) 1.484

Postal service | Non-health-care industry | 1,077

Full-service restaurants | 470

Physician offices (Except mental health specialists) _ 426
Limited-service restaurants :I 374
General warehousing and storage : 319
Supermarkets and grocery stores (Except convenience) 312

Assisted living facilities for the elderly 247
Dentist offices 246
Home health-care services 182
Specialty hospitals (Except psychiatric and substance abuse) 150
Psychiatric and substance abuse hospitals 125
Continuing care retirement communities 17

Poultry processing | 113

Carrectional institutions (public administration sector) 97

Meat processed from carcasses I:] 90

Ambulance services 81
Residential intellectual and developmental disability facilities 75
Animal slaughtering (Except poultry) 73

Temporary help services 50

Discount department stores || 13

0 500 1,000 1,500 2,000
Number of reports to OSHA

Source: GAQ analysis of Occupational Safety and Health Administration (OSHA) Information System data. | GAQ-22-105051

Notes: Reports to OSHA include the total number of complaints, referrals, employer reports of severe injury or iliness, and
reports of fatalities or catastrophes.

Complaints refer to reports notifying OSHA of alleged workplace safety or health hazards. Complaints can be made by
employees, their representatives, or others.

Referrals and employer reports: OSHA uses the term “referrals” to encompass two different report types, (1) reports of work-
related severe injuries and illnesses, which employers are required to submit to OSHA (which OSHA calls employer-reported
referrals); and (2) reports of potential workplace hazards from selected other entities, such as local government agencies or
media outlets. In this report, we use “referrals” to describe those reports from selected non-employer sources, and “employer
reports” to describe those reports from employers. Employers are required to report all work-related in-patient hospitalizations,
amputations, and losses of an eye within 24 hours. 29 C.F.R. § 1904.39.

Fatalities: Employers are required to report the work-related death of an employee to OSHA within 8 hours. 29 C.F.R. § 1904.39.
According to OSHA officials, most reports of fatalities come from employers. However, officials noted that they do receive
reports of fatalities from other sources, such as the media or emergency medical personnel. In this report we refer to all
reported fatalities as “reports of fatalities.”

Catastrophes: OSHA’s Field Operations Manual defines a catastrophe as the hospitalization of three or more employees
resulting from a work-related incident or exposure.
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OSHA is engaged in rulemaking for the health-care ETS and a separate infectious disease standard,

and is developing a vaccination ETS. An ETS may serve as a proposal for a permanent standard,

and OSHA must generally take final action on the proposal within 6 months of publication, in the
case of the health-care ETS, by December 2021.177 In September 2021, OSHA officials said they
were reviewing the comments they received on the health-care ETS during the public comment
period, which ended on August 20, 2021. They further noted that they were reviewing the ongoing
need for this ETS every 30 days and had not yet determined whether to extend this ETS beyond 6
months. Officials said they would continue to monitor trends in COVID-19 infections and deaths
and would update the health-care ETS, as appropriate, if and when “new information indicates a
change in measures necessary to address the grave danger [from the virus].” On June 24, 2021, the
AFL-CIO and United Food and Commercial Workers unions petitioned the U.S. Court of Appeals
for the D.C. Circuit to review OSHA’s decision not to issue an ETS applicable to employees outside
the health-care industry who face occupational exposure to COVID-19, including but not limited to
employees in the meatpacking and food processing industries.’”8

OSHA is also working on separate rulemaking for an infectious disease standard to protect
workers in high-risk environments from long-standing and emerging infectious diseases, with a
notice of proposed rulemaking currently projected to be published in December 2021. According
to the White House Office of Information and Regulatory Affairs’ Spring 2021 regulatory agenda,
the rulemaking considers targeting health-care workers and others who are exposed in high-

risk environments, potentially covering workplaces such as hospitals, correctional facilities, some
laboratories, and other occupational settings where workers can be at increased risk of exposure
to infectious people.

On September 9, 2021, the White House announced a plan to increase COVID-19 vaccination.
Specifically, OSHA is to develop an ETS that would require all employers with 100 or more
employees to implement COVID-19 vaccination and testing requirements for employees and to
provide vaccine-related paid time off. In September 2021, OSHA officials said the agency was
working expeditiously to develop the vaccination ETS; officials did not provide an estimate for
when it would be finalized.

OSHA'’s updated COVID-19 enforcement policy separates health-care and non-health-care
industries and reduces the use of some adapted methods used during the pandemic. In
June 2021, soon after issuing the health-care ETS, OSHA published an ETS enforcement policy for
inspectors designed to ensure uniform enforcement among ETS-covered health-care employers.
For key requirements in the health-care ETS, the ETS enforcement policy provides detailed
inspection guidance for what to include in an inspection, for example, determining whether

the employer has a designated eating and drinking area with sufficient space to accommodate
physical distancing. It also provides citation guidance for key requirements in the health-care ETS,
such as specific examples for when a violation may be cited, as well as guidance for inspector
safety, among other things.

17739 U.S.C. § 655(c)(3).

178The case is United Food and Commercial Workers Int| Union v. OSHA, No. 21-1143 (D.C. Cir. filed June 24, 2021).

On September 15, 2021, the court granted a joint request from the petitioners and OSHA that case proceedings be
temporarily suspended because of the September 9, 2021 White House announcement that OSHA would issue a new
COVID-19-related ETS, which may affect the claims at issue in the case.
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In July 2021, OSHA released its updated pandemic-related enforcement policy, which generally
covers non-health-care employers (as health-care employers are covered under the ETS
enforcement policy).’”® The updated pandemic-related enforcement policy for non-health-care
employers

» focuses enforcement on protections for workers who are unvaccinated or not yet fully
vaccinated;

* revises its assessment of workplace risk, as discussed above, to include in its higher risk
category any workplace that can be crowded or involve a high level of interaction with people;
and

» provides updated guidance to protect OSHA inspectors.

Reflecting a progression toward a return to normal enforcement operations, the July 2021 policy
continues to allow use of two of OSHA’s COVID-19-adapted enforcement methods that we
described in our January 2021 enclosure—(1) remote inspections and (2) informal inquiries in
place of inspections—but generally removes citation discretion.'® The updated pandemic-related
enforcement policy states that OSHA will perform on-site COVID-19 inspections, instead of remote
inspections, in most cases.'®! According to the policy, citation discretion was intended to be time
limited, applied on a case-by-case basis, and related to supply shortages, such as shortages in

N95 masks. OSHA is generally ending use of citation discretion in this context based on updated
Centers for Disease Control and Prevention and Food and Drug Administration guidance regarding
supply availability, according to the policy.

Inspectors or managers from all five area offices we spoke with told us that the use of these
adapted enforcement methods during the pandemic varied by factors such as industry, risk

of worksite COVID-19 exposure, and severity of reported incidents. For example, according to
inspectors at one area office, inspectors for the construction industry transitioned from remote

179TheJuIy 2021 pandemic-related enforcement policy replaces previous iterations from April 2020, May 2020, and
March 2021.

1800sHA adapted its enforcement methods in response to the COVID-19 pandemic to include: (1) remote inspections
or a combination of remote and on-site inspections, in place of on-site inspections of workplaces; (2) use of informal
inquiries in place of inspections; OSHA refers to informal inquiries as phone/fax investigations or rapid response
investigations, as inspectors obtain information about an incident from employers by phone, fax, or email; (3) citation
discretion (which OSHA refers to as enforcement discretion) to take into account employers’ good faith efforts to
comply with certain requirements—when they could not do so due to the pandemic—when determining whether to cite
violations. This third adapted method generally ended with the July 2021 pandemic-related enforcement policy.

1810SHA officials told us that, beginning with the March 2021 policy, on-site inspections are the default, instead of
remote inspections being the default as they were at the beginning of the pandemic. The policy states that area offices
still have discretion to conduct remote inspections and to conduct informal inquiries in place of inspections to ensure
inspector health and safety. The NEP Directive states that remote-only COVID-19 inspections are reserved for limited
circumstances and are subject to the Area Director’s approval. The July 2021 pandemic-related enforcement policy
states that, in most cases, OSHA will perform on-site workplace inspections, while minimizing in-person meetings

with employers and employees. For example, OSHA will, when appropriate, use phone and video conferencing, in lieu
of face-to-face employee interviews, to reduce potential exposures to inspectors. OSHA will also minimize in-person
meetings with employers if necessary, and encourage employers to provide documents and other data electronically to
inspectors.
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inspections back to onsite inspections earlier than for other industries due to the nature of
construction work and the lower risk of COVID-19 at construction sites. According to OSHA

guidance, some construction work tasks are classified as low risk activities, as they may be

outdoors and may allow for social distancing.

Data from the OSHA Information System (OIS), which the agency uses to track its enforcement
activities, indicate that over the course of the pandemic, some COVID-19-adapted enforcement
methods have generally declined. In addition, OIS data show that OSHA enforcement activities
shifted substantially from inspections to informal inquiries at the start of the pandemic, and that

then the proportion of informal inquiries generally declined through August 2021 (see fig.).'82

OSHA Enforcement Activities Based on Report Type, for Selected Periods from March 2019 through August 2021

Based on employer reports
of severe injuries or illnesses Based on complaints Based on referrals

All enforcement activities INformal inquiries « » Inspections  Informal inquiries « » Inspections  Informal inquiries 4 » Inspections

COVID-19-related
enforcement activities®

March to Aug. 2020 83 17 97

Sept. 2020 to Feb, 2021 81 | 19 94
66

March to Aug. 2021 34 87 13 67
100 80 €0 40 20 0 20 40 100 80 60 40 20 0 20 40 100 80 60 40 20 0 20 40 60 80
Percentage of all Percentage of all Percentage of all
enforcement activities enforcement activities enforcement activities

Source: GAQ analysis of Occupational Safety and Health Administration (OSHA) Information System data. | GAO-22-105051

Notes: Complaints refer to reports notifying OSHA of alleged workplace safety or health hazards. Complaints can be made by
employees, their representatives, or others.

Referrals and employer reports: OSHA uses the term “referrals” to encompass two different report types, (1) reports of work-
related severe injuries and illnesses, which employers are required to submit to OSHA (which OSHA calls employer-reported
referrals); and (2) reports of potential workplace hazards from selected other entities, such as local government agencies or
media outlets. In this report, we use “referrals” to describe those reports from selected non-employer sources, and “employer
reports” to describe those reports from employers. Employers are required to report all work-related in-patient hospitalizations,
amputations, and losses of an eye within 24 hours. 29 C.F.R. § 1904.39.

An informal inquiry is a process conducted in response to a complaint, referral, or employer report of severe injury or illness
that does not meet OSHA'’s criteria for conducting an inspection. According to OSHA officials, informal inquiries conducted

in response to an employer-reported severe injury or iliness are called rapid response investigations, and informal inquiries
conducted in response to complaints from employees or referrals from entities other than employers are called phone/fax
investigations.

According to OSHA’s Field Operations Manual, if Area Directors consider employers’ responses to these informal inquiries to be
inadequate, they may decide to initiate a related inspection.

4COVID-19-related enforcement activities are a subset of all enforcement activities from March 2020 through August 2021.
The related bars represent the percentages of all COVID-19-related enforcement activities that were informal inquiries or
inspections.

1820 documents when informal inquiries were used, but does not identify when they were used in place of
inspections. That is, OIS does not specify when COVID-19-related constraints caused an area office to use an informal
inquiry, in place of an inspection, to address the complaint, referral, or employer report. Therefore, the precise extent to
which OSHA’s adapted enforcement methods affected the shifts between inspections and informal inquiries is unclear.
An enclosure to our January 2021 CARES Act report recommended that OSHA ensure that OIS include comprehensive
information on use of the agency’s COVID-19-adapted enforcement methods. This recommendation remains open and
an update is provided below.
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Area offices faced enforcement challenges during the COVID-19 pandemic, but OSHA has
not assessed lessons learned or promising practices. Officials we interviewed in OSHA area
offices reported facing operational challenges in enforcement throughout the COVID-19 pandemic.
However, OSHA has not yet assessed these challenges to improve its response during the current
pandemic and prepare for any future pandemic.'® In particular, area office inspectors and
managers identified challenges related to resources and to communication and guidance.

Resource challenge: staffing and volume of incoming reports. Inspectors from all five area offices we
spoke with described challenges with processing a large volume of complaints and other reports
of workplace hazards at the beginning of the pandemic. Inspectors from one area office said the
number of incoming complaints was overwhelming, while inspectors from another area office
described not being able to give cases the full attention they would have received, prior to the
pandemic.

This workload was exacerbated by staffing challenges throughout the agency. Inspectors or
managers from three of five area offices we spoke with described experiencing staffing challenges
during the pandemic, including high turnover and high numbers of inexperienced staff, who could
not conduct inspections on their own.

The volume of COVID-19-related work varied across the country because the pandemic’s impact
differed from area to area. Staffing shortages varied among offices, and certain area offices
developed useful strategies for addressing these challenges. For example, officials from one
area office described a helpful practice of directing phone calls from the public, or other work, to
another area office that had fewer COVID-19-related complaints.

Workload concerns also made citing COVID-19-related violations challenging because of the
substantial time commitment needed for inspectors to collect the evidence and documentation
necessary to support a citation. Inspectors or managers from three of five area offices we spoke
with described challenges during the COVID-19 pandemic with meeting the requirement that
citations must be issued within 6 months of the violation. Particular challenges included the large
amount of paperwork required for a COVID-19 citation, and inspectors sometimes learning of a
COVID-19-related fatality several months after it occurred—when much of the 6-month window

had already expired.'84

Resource challenge: telework and technology. OSHA headquarters officials said the agency was very
well prepared to transition operations from in-person inspections and office work to telework in
response to the pandemic, aside from occasional minor issues with technology. However, based
on our interviews, comfort with telework and advance preparation for telework varied across area
offices and individual OSHA staff.

1835ch assessments would be distinct from OSHA’s oversight plans for COVID-19-adapted enforcement methods about
which we made recommendations in our January 2021 enclosure. These oversight plans relate to individual enforcement
activities, whereas an assessment of OSHA'’s operational challenges throughout the pandemic would be a broader
analysis of the agency’s operations and related challenges.

184nder the OSH Act’s statute of limitations, OSHA may not issue a citation to an employer for violating the act or any
OSHA regulations after the expiration of 6 months following the occurrence of the violation. 29 U.S.C. § 658(c). For more
information on this 6-month statute of limitations, see our January 2021 report on reporting of summary injury and
iliness data.
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Some inspectors from all five area offices we spoke with described challenges with technology,
including scanning and printing enforcement-related documents, while other inspectors from

two of these five offices described positive experiences working remotely. According to OSHA
officials, many regions have electronic case file pilot programs in place, and the agency is working
to implement electronic case files nationwide, though the standard OSHA case file remains paper-
based. Officials noted that, even once electronic case files are implemented nationwide, OSHA will
continue accepting paper materials from employers and workers, which would then need to be
scanned into the electronic case files, and some documents that are generated electronically will
still need to be printed and mailed to employers.

Communication and guidance challenge: Guidance and tools for inspectors provided later than needed.
Inspectors from all five area offices we spoke with described challenges in performing their roles
due to a lack of timely guidance from OSHA headquarters, or frequent guidance changes. An
inspector from one area office stated that OSHA’s COVID-19-related guidance often conflicted with
guidance and recommendations from other government agencies. OSHA headquarters officials
said they provided information to inspectors regularly during the pandemic, including interim
enforcement memoranda, via OSHA’s internal webpage, by email, and through meetings with
regional offices. However, inspectors in the area offices said the lack of timely guidance affected
their operations in the following ways:

* Inspectors from one area office described “scrambling” early in the pandemic to figure out how
to apply existing standards to COVID-19 hazards and said they did not know how to advise
employers and others who asked for guidance.

» According to inspectors from another area office, the lack of adequate guidance from the
Solicitor of Labor made citing COVID-19-related violations time-consuming and difficult.
Inspectors said they did not know, in advance of the Solicitor’s review of COVID-19-related
violation cases, what supporting documentation would be required.'8> According to
headquarters officials, as they conducted more COVID-19 violation reviews, OSHA issued
guidance on common citation language to reflect lessons learned and guide inspectors going
forward. Headquarters officials also said the agency posted templates for preparing COVID-19-
related citations in November 2020—8 months into the pandemic.

» Atool to calculate the probability of exposure to COVID-19 was provided in April 2021, leaving
the office without this type of resource for too long, according to inspectors from one area
office.

Communication and guidance challenge: difficulty finding and using the most up-to-date guidance.
OSHA headquarters officials told us that a COVID-19 team scans Centers for Disease Control

and Prevention, National Institute for Occupational Safety and Health, and Food and Drug
Administration websites for updates to COVID-19 employer guidance on a daily basis, and emails
policy updates to regional offices. The regional offices would then send the updates to area office
leadership, who would send them to inspectors.

1850fficials from the Solicitor of Labor’s office contested that area offices did not know what documentation was
required for COVID-19-related violation cases because the Solicitor’s reviews were conducted using the established
significant case review process that was laid out in a memorandum to the field.
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This method resulted in communication inconsistencies and gaps. According to inspectors
from three of five area offices we spoke with, the frequent changes in guidance were difficult
to keep track of; this led to inspector confusion about which guidance was in effect, according
to inspectors from one area office. For example, inspectors from another area office we spoke
with said that they were unsure how to handle changing N-95 mask-fit testing requirements,
particularly for employers like nursing homes that were unfamiliar with this requirement.
Specifically, they noted it was challenging to determine whether to cite these workplaces for
violation of a standard they were not familiar with due to the frequently changing guidance.

Communication and guidance challenge: managers unaware of inspectors using COVID-19-related
adapted enforcement methods. In some selected area offices, managers seemed unaware of
inspectors using enforcement methods that had been adapted due to the pandemic, limiting their
ability to oversee and evaluate those methods. For instance, managers from one area office we
spoke with said their inspectors had conducted only one inspection remotely, while inspectors
from that office said they had regularly used remote inspections during the pandemic. OIS data
indicate that inspectors have used adapted enforcement methods during the pandemic, including
conducting inspections remotely. As shown in the above figure on enforcement activities based on
report type, OSHA enforcement also shifted substantially from inspections to informal inquiries
during the pandemic months.

Additionally, managers from the same area office said they had not used citation discretion (i.e.,
not citing a violation for an identified hazard, due to extenuating circumstances or employer good
faith efforts), while inspectors from that office said they used this discretion.

Communication and guidance challenge: OSHA officials had different understandings of the OIS

code developed to track inspectors’ use of citation discretion, and inspectors may have used it
inconsistently throughout the pandemic." From February 2020 through August 2021, the OIS code
for citation discretion was used 4 times, indicating limited use of this discretion. While some OSHA
headquarters officials said the OIS code should only apply to citation discretion involving certain
requirements, other OSHA headquarters officials said that all instances of citation discretion
should be tracked using this code.’®” In addition, inspectors from all five area offices we spoke
with described using this citation discretion, but not consistently using the designated OIS code to
track it.

Communication and guidance challenge: lack of process for sharing of promising practices among
area offices. OSHA may have missed opportunities to share knowledge and tools among area

18605 allows users to tag inspections or investigations with various identifying codes, such as inspection type, related
emphasis programs and, during the COVID-19 pandemic, certain COVID-19-related codes, including a code indicating
that hazard abatement was deferred because of citation discretion.

18705HA’s April and May 2020 pandemic-related enforcement policies allowed citation discretion related to (1)
challenges in meeting certain recurring requirements, such as annual trainings; (2) shortages of personal protective
equipment; or (3) challenges in meeting recordkeeping requirements. However, only the policy related to citation
discretion for the first area—recurring requirements—included an OIS code to track those instances of citation
discretion. Thus, some OSHA officials said that, according to the policy, the OIS code should only apply to citation
discretion involving the recurring requirements; other officials said that any of the three types of citation discretion
should be tracked using the code. As discussed earlier in this enclosure, these citation discretion policies are generally
no longer in effect. However, related challenges while they were in effect may be useful in assessing lessons learned for
the future.
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offices throughout the pandemic. While some area offices and regional offices developed unique
practices and tools to enhance their efforts during the pandemic, OSHA did not have a process

in place for area offices to systematically share promising practices with each other during the
pandemic. Inspectors or managers from all five area offices we spoke with described a number

of unique practices that area and regional offices had implemented during the pandemic; for
example, creating web-based document management sites to share templates, guidance, and
other documents, developing systems to help area offices protect OSHA staff, and coordinating
solutions to technology challenges. Managers from two of five area offices we spoke with said it
would be good if OSHA were to compile promising practices and lessons learned to better prepare
for another emerging issue.

In August 2021, OSHA headquarters officials said they had not yet conducted a formal evaluation
or formally collected lessons learned or helpful practices for operating during a pandemic from
area offices. Federal internal control standards state that agencies should evaluate issues and
remediate deficiencies. OSHA officials cited the ongoing pandemic as the reason they had not
performed such an assessment and said they intended to do so when feasible. However, even
while the COVID-19 pandemic is ongoing, analyzing OSHA’s response—including its response

to challenges it has faced, such as those related to resources and to communication and
guidance—and taking related actions as warranted would enable OSHA to make improvements
to better support ongoing enforcement efforts during the COVID-19 pandemic and prepare for
operations during any future pandemic.

Methodology

To conduct this work, we reviewed OSHA guidance and enforcement policy, relevant federal

laws and regulations, and the most recent OSHA data through August 2021.'88 To assess the
reliability of OSHA’s data, we reviewed technical documentation and interviewed OSHA officials.
We determined that OSHA’s data were sufficiently reliable for the purposes of our reporting
objectives. We also interviewed OSHA headquarters officials, and managers and inspectors from 5
of OSHA’s 89 area offices, selected to represent areas with industries affected by COVID-19 and a
higher than average number of COVID-19-related complaints, employer reports, and referrals from
February through September 2020, among other things.

Agency Comments

We provided DOL and the Office of Management and Budget (OMB) with a draft of this enclosure.
OMB did not provide comments on this enclosure. DOL provided written comments, reproduced
in appendix VI, and technical comments, which we incorporated as appropriate. In its comments,
DOL partially agreed with our recommendation to assess—as soon as feasible and, as appropriate,
periodically thereafter—various challenges related to resources and to communication and
guidance that OSHA has faced in its response to the COVID-19 pandemic and take related actions
as warranted.

188These data are current as of September 7, 2021.
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DOL stated that the agency agrees that it is important to assess lessons learned and best practices
for OSHA’s operational response to COVID-19. However, DOL officials said they believe that while
the pandemic is ongoing, the agency’s resources are best used to help employers and workers
mitigate exposures to COVID-19. DOL stated that the agency intends to conduct a review of
OSHA'’s response to the COVID-19 pandemic after operations return to normal.

However, it is unclear when the COVID-19 pandemic will end, and OSHA analyzing its response
and taking related actions, as warranted, even as the pandemic is ongoing, would enable

the agency to improve its enforcement efforts during this pandemic, in addition to helping it
prepare for operations during any future pandemic. We continue to believe that assessing—as
soon as feasible and, as appropriate, periodically thereafter—various challenges that OSHA
faced in responding to the pandemic, and taking related actions, would enhance transparency
and accountability in the federal government’s response to, and recovery from, the COVID-19
pandemic.

GAOQ’s Ongoing Work
Our review of worker safety and health during the COVID-19 pandemic is shifting to focus on
the safety and health of workers at meat and poultry processing plants during the pandemic.

We will continue to examine OSHA'’s efforts to protect workers in these industries, and monitor
developments in overall worker safety and health during the ongoing pandemic.

GAOQ’s Prior Recommendations

The table below presents our recommendations on Worker Safety and Health from prior
bimonthly and quarterly CARES Act reports.
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Prior GAO Recommendations Related to Worker Safety and Health

Recommendation Status

The Assistant Secretary of Labor Open—partially addressed. The Department of Labor (DOL) neither agreed

for Occupational Safety and Health nor disagreed with our recommendation. The Occupational Safety and Health
should develop a plan, with time Administration’s (OSHA) COVID-19-adapted enforcement methods continue to lack
frames, to implement the agency’s  firm oversight plans. We reported in January 2021 that OSHA did not have specific
oversight processes for COVID-19-  plans or time frames for how and when to conduct the oversight of its COVID-19-

adapted enforcement methods, adapted enforcement methods that was outlined in the agency’s pandemic-
as described in its pandemic related enforcement policy—to ensure the methods are effective.
enforcement policies. (January 2021

» For oversight of remote inspections, in May 2021, OSHA officials said that
the agency was no longer planning to conduct the oversight outlined in its
May 2020 pandemic-related enforcement policy, which provided guidance to
inspectors for COVID-19-related enforcement until the March 2021 pandemic-
related enforcement policy was issued. Instead, officials said that follow-up
for some, but not all, remotely-conducted inspections would be performed
according to area offices’ discretion as part of OSHA’s COVID-19 National
Emphasis Program (NEP), as resources permit area offices to focus more on
programmed inspections.

report)

» For oversight of informal inquiries conducted in place of inspections, in
February 2021, OSHA officials said that they planned to conduct follow-
up inspections for a random sample of cases where COVID-19-related
informal inquiries were conducted. However, this plan would target all
informal inquiries, and not just those that were conducted in place of
inspections because of the pandemic, as originally planned in OSHA’s May
2020 enforcement policy. This change in sampling technique could make
it less likely that the cases meriting further scrutiny would be identified for
follow-up. In August 2021, OSHA officials told us they would consider this
issue when they make further plans for this oversight.

» For oversight of citation discretion, in February 2021, OSHA officials said
that they would conduct a follow-up inspection for each case coded in
the OSHA Information System (OIS) as having used discretion to not cite
violations. OSHA’s COVID-19 NEP includes instructions for conducting these
follow-up inspections. However, it is unclear whether all instances where
citation discretion was used can be identified in order to conduct follow-up
inspections, as discussed below.

In September 2021, OSHA officials said that the agency intends to conduct a
“comprehensive lookback” on OSHA’s response to the COVID-19 pandemic

after the pandemic ends. While such a review is the subject of our October

2021 recommendation, it is unclear whether it would meet the intent of this
recommendation to develop a plan for the specific oversight processes for
COVID-19-adapted enforcement methods that OSHA described in its pandemic
enforcement policies. The oversight processes described in this recommendation
are specifically intended to evaluate the effectiveness of adapted enforcement
methods used throughout the pandemic. We therefore continue to recommend
that OSHA complete specific plans for its oversight of informal inquiries conducted
in place of inspections and its citation discretion or clearly state that these specific
oversight plans have changed.

The Assistant Secretary of Labor Open—partially addressed. DOL neither agreed nor disagreed with our

for Occupational Safety and Health recommendation. OSHA continues to be unable to reliably track some of its
should ensure that the Occupational COVID-19-adapted enforcement methods. We reported in January 2021 that OSHA
Safety and Health Administration could not reliably track some types of adapted enforcement methods in OIS, which
Information System includes may hinder its ability to conduct its planned oversight. For example, although OIS

Page 136 GAO-22-105051



Recommendation

Status

comprehensive information on use
of the agency’s COVID-19-adapted
enforcement methods sufficient

to inform its oversight processes
for these methods. (January 2021
report)

documents when informal inquiries are used, in general, it does not identify when
the informal inquiry constituted an adapted enforcement method—that is, when
COVID-19-related constraints caused an area office to use an informal inquiry,

in place of an inspection, to address a complaint, referral, or employer report.
Therefore, OSHA does not know the extent to which this adapted enforcement
method is being used. As a result, OSHA will not be able to target its oversight for
this adapted enforcement method, once it makes plans to do so.

In addition, OSHA officials had different understandings of the OIS code developed
to track inspectors’ use of citation discretion, and inspectors may have used it
inconsistently throughout the pandemic. From February 2020 through August
2021, the OIS code was used 4 times, indicating limited use of this citation
discretion. This may be due to confusion concerning how OSHA is tracking citation
discretion.

* Some OSHA headquarters officials told us that the OIS code should only apply
to citation discretion involving certain requirements.

» Other OSHA headquarters officials told us that all instances of citation
discretion would be tracked using this code.

* OSHA does not have a method to ensure that inspectors are consistently
using the designated code to identify cases where inspectors observed
violations, but did not cite them, according to OSHA officials.

+ Finally, inspectors from all five area offices we spoke with described using this
citation discretion, but did not consistently use the OIS code to track it.

As a result of this confusion, follow-up inspections that OSHA has planned to
monitor this COVID-19-adapted enforcement method may not cover all instances
when it was used. As of August 2021, OSHA officials said they had conducted an
informal review to identify inspections with the OIS code for citation discretion,
and that they had worked with regional offices to identify any instances when the
code had been recorded in error. In August 2021, officials said that OSHA was
conducting a final review, to determine the number of inspections that had been
accurately coded as using citation discretion, and the results of any follow-up. Until
OSHA completes this final review, we will be unable to assess whether it addressed
all of our above concerns.

In September 2021, OSHA officials said that OIS allows for sufficient coding. They
also stated that relevant citation discretion is no longer in use. However, OSHA has
not responded to our concerns about tracking informal inquiries used in place of
inspections. OSHA also has not provided more information on the agency’s final
review of its use of the citation discretion OIS code, described above. We therefore
continue to recommend that OSHA ensure that OIS includes comprehensive
information on the use of the agency’s COVID-19-adapted enforcement methods
sufficient to inform its oversight processes for these methods.

The Assistant Secretary of Labor
for Occupational Safety and

Health should determine what
additional data may be needed
from employers or other sources to
better target the agency’s COVID-19
enforcement efforts. (January 2021
report)

Closed—addressed. In February 2021, OSHA said that, in response to our
recommendation, it had determined that it did not need additional information
from employers to identify where pandemic-related enforcement should be
targeted. However, OSHA’s June 2021 health-care emergency temporary standard
(ETS) specifically addressed the data gap that we identified in January 2021 related
to employer reporting of COVID-19-related hospitalizations for certain health-
care employers whose employees, OSHA determined, face “grave danger”. OSHA
therefore did determine that it needed additional data from certain employers for
its enforcement efforts, in accordance with our recommendation.
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Child Care

The Office of Child Care is taking initial steps to ensure accountability over COVID-19 supplemental
funds, and these funds—along with federal child care flexibilities—have been critical to states to
help mitigate the impacts of the COVID-19 pandemic on child care, according to our 2021 national
survey of state child care administrators.

Entity involved: Office of Child Care, Administration for Children and Families, within the
Department of Health and Human Services

Background

The federal child care subsidy program known as the Child Care and Development Fund (CCDF)
assisted, on average, about 1.3 million eligible children from low-income families per month in
fiscal year 2018, the most recent year for which final data are available."® CCDF was appropriated
nearly $62 billion in federal funds since the March 2020 declaration of COVID-19 as a national
emergency—including more than $52 billion in CARES Act and other COVID-19 supplemental
funds, in addition to annual appropriations, for CCDF to help states prevent, prepare for, and
respond to the COVID-19 pandemic (see table)."®® CCDF is administered as a block grant to the
states by the Office of Child Care (OCC), an office within the Department of Health and Human
Services’ (HHS) Administration for Children and Families (ACF).1°1

189According to preliminary data for fiscal year 2019, about 1.4 million eligible children received subsidies per month.

190The child Care and Development Fund is made up of two funding streams: mandatory and matching funding
authorized under section 418 of the Social Security Act, and discretionary funding authorized under the Child Care
and Development Block Grant Act of 1990, as amended. See 42 U.S.C. 88 618 and 9858m. In fiscal year 2019, prior to
COVID-19, total CCDF federal funding was $8.1 billion.

19For reporting purposes, in this enclosure we use “states” to also refer to the District of Columbia and U.S. territories,
unless otherwise indicated. Additionally, we include CCDF funding to tribes in the overall total but did not speak to tribal
governments about their planned uses of funds.
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Coronavirus Supplemental Appropriations to the Child Care and Development Fund (CCDF)

Act Appropriations to CCDF
CARES Act® $3.5 billion
Consolidated Appropriations Act, 2021, Division mP° $10.0 billion
American Rescue Plan Act of 2021¢ $39.0 billion
Total $52.5 billion

Source: Pub. L. No. 116-136, div. B, tit. VIII, 134 Stat. 281, 557 (2020); Pub. L. No. 116-260, div. M, 134 Stat. 1182, 1914; and Pub. L. No. 117-2, 88 2201, 2202, 135 Stat. 4, 31. |
GAO-22-105051

States have until September 30, 2022, to obligate the CARES Act funds and until September 30, 2023, to spend them.

®Division M of the Consolidated Appropriations Act, 2021 is the Coronavirus Response and Relief Supplemental Appropriations
Act, 2021. States have until September 30, 2022, to obligate the Coronavirus Response and Relief Supplemental Appropriations
Act, 2021 funds and until September 30, 2023, to spend them.

“The American Rescue Plan Act of 2021 includes $24 billion in child care stabilization funds and $15 billion in supplemental
CCDF funds. States have until September 30, 2022, to obligate the stabilization funds and until September 30, 2023, to spend
them. States have until September 30, 2023, to obligate the supplemental CCDF funds and until September 30, 2024, to spend
them.

In addition to COVID-19 supplemental funds for CCDF, the Small Business Administration’s (SBA)
Paycheck Protection Program (PPP) provided a large potential source of funding to child care
providers who applied and met program eligibility requirements, primarily to help keep workers

employed.’9?

Overview of Key Issues

Availability of child care. COVID-19 notably impacted the availability of child care for families
early in the pandemic, with the percentage of all open child care providers increasing throughout
the year, according to our 2021 national survey of state CCDF administrators (see figure). States
reported that, in March 2020, 59 percent of child care centers and 82 percent of home-based
providers were open for business.'®3 About one-half of states also reported that the availability
of child care to meet the needs of essential and non-essential workers was greatly challenging in
March 2020 (23 and 25 states, respectively).’®* However, five or fewer states reported child care
availability for essential and non-essential workers as greatly challenging in December 2020.

1927he Paycheck Protection Program was created as part of the CARES Act, Pub. L. No. 116-136, div. A, tit. 1, 81102, 134
Stat. 281, 286 (2020). The Paycheck Protection Program Extension Act of 2021 extended the application period from
March 31, 2021, to May 31, 2021, and allowed SBA until June 30, 2021, to process those applications. On May 4, 2021,
SBA stopped accepting applications from new lenders except those processed by a community financial institution
lender. Borrowers may qualify for full loan forgiveness of their PPP loans if certain conditions are met.

1930ur 2021 survey asked states to report on four points in time: March 31, June 30, September 30, and December 31,
2020. Our analysis was limited to states that reported data on open providers at each point in time. Data for child care
centers were missing from up to 13 states. Data for home-based/family child care providers were missing from up to 15
states.

194we use greatly challenging to refer to challenges that states reported as very or extremely challenging in our survey.
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Percentage of Open Child Care Providers Increased during 2020

Mar. 2020 June 2020 Sept. 2020 Dec. 2020
59% 70% 84% 87%

Child care centers | N O R R

Mar. 2020 June 2020 Sept. 2020/Dec. 2020
82% 91% 93%

II
N
[—]EB Home-based/Family child care | N Y

Source: GAO Survey of State Child Care and Development Fund Administrators, 2021. | GAO-22-105051

Note: Our 2021 survey asked states to report on four points in time: March 31, June 30, September 30, and December 31,
2020. Our analysis was limited to states that reported data on open providers at each point in time. Data for child care centers
were missing from up to 13 states. Data for home-based/family child care providers were missing from up to 15 states. The
percentage of open home-based/family child care providers states reported in September 2020 was the same—93 percent—as
in December 2020.

The availability of child care exceeded demand at times during the pandemic, according to some
state CCDF administrators we interviewed, which may have mitigated the impact that closures
had on families.'®> For example, administrators from two of the eight states we interviewed

cited insufficient demand for their child care programs targeted to essential workers, such as
hospital workers. Overall, according to state officials, the need for child care may have decreased
as a result of changes to parental preferences due to concerns for health and safety, and more
parents working from home. State officials added that these types of changes make it difficult for
providers and states to plan for future child care needs.

Child care challenges. Alongside closures, child care providers faced many other challenges due
to the pandemic—most frequently financial—according to our national survey. In March 2020,
39 of 50 states that responded to our survey rated as greatly challenging financial problems for
providers due to (1) decreased child care enrollment and (2) temporary closures. By December,
fewer states did so (35 and 26, respectively). Closely behind, 37 states reported that providers
being able to obtain personal protective equipment or cleaning supplies was greatly challenging
in March 2020. Overall, each of the top challenges states reported in our survey showed
improvement between March and December 2020, as illustrated in the figure below.

195We interviewed state CCDF administrators in eight states: Arizona, Florida, lllinois, Michigan, New York, Rhode Island,
Tennessee, and Washington.
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Financial Problems for Child Care Providers Topped States’ List of Greatest Child Care Challenges in 2020
Challenges

Financial problems for providers due to decreased enrollment
35

Financial problems for providers due to temporary closures
26

Difficulty in providers being able to obtain personal

protective equipment or cleaning supplies

Increased difficulty in retaining staff due to health and

safety concerns 27
Increased costs to providers for enhanced health and
safety procedures
23
0 5 10 15 20 25 30 35 40

Number of states

- States that rated issue greally challenging in March 2020
I:| States that rated issue greatly challenging in December 2020
Source: GAQ Survey of State Child Care and Development Fund Adminisirators, 2021. | GAQ-22-105051

Note: The challenges shown were those that states most frequently rated as “very” or “extremely challenging” in March 2020.

Restrictions on the capacity of child care during the pandemic, including whether child care

was considered safe to open, added financial strain to providers, according to some CCDF
administrators we interviewed. One state administrator told us some providers were unable to
maintain operations due to state-mandated reductions in numbers of children, group sizes, and
ratios of children to staff. Officials in several states also noted that the pandemic exacerbated
pre-existing challenges with staff recruitment and retention, due to increased health and safety
concerns. State administrators told us that they struggled to appropriately balance the financial
struggles of child care providers while also ensuring health, safety, and oversight of public funds.

Federal child care flexibilities. To mitigate COVID-19-related challenges for child care providers
and families, states implemented various federal child care flexibilities, according to our national
survey.'® Of these flexibilities, states most often preserved (1) pay for child care providers,

by paying them based on more generous absence day policies; and (2) subsidies for eligible
children, by increasing the time before their next eligibility redetermination.’” As shown in the
figure below, however, states sometimes implemented flexibilities only on a short-term basis; by
December 31, 2020, about one-half of states or more no longer used some of them.

1960CC has issued a number of guidance documents to provide information to states on the statutory and regulatory
flexibilities available to them to help respond to challenges caused by the COVID-19 pandemic. Thirty-nine states (80
percent) reported in our survey that they took state action (i.e., statutory or regulatory changes) to take advantage of
available child care flexibilities.

1975tates are responsible for administering funding provided under CCDF, and, within broad federal requirements,
states generally have discretion to determine (1) child care subsidy eligibility; (2) family copayment contribution
requirements; and (3) payment rates and practices for eligible providers (e.g., paying providers based on children’s
enrollment rather than attendance, which may fluctuate because of absences due to COVID-19).
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Federal Child Care Flexibilities States Most Commonly Used During COVID-19

Number of states
50

42
40
35
33 32
30 32
25
20 22
17
10 14 13
0
Pay providers Increase time Pay child care Waive or reduce Allow children to
based on more before eligibility providers based copayment remain eligible
generous redeterminations  on enroliment requirements for subsidies
absence day for families that through end of
policies meet state redetermination
criteria or another time
period (for
non-temporary
job loss)

/7] stillin place as of December 31, 2020

Source: GAO Survey of State Child Care and Development Fund Administrators, 2021. | GAO-22-105051
Note: This figure shows federal child care flexibilities implemented due to COVID-19 by at least 50 percent of states.

State CCDF administrators we interviewed said the use of federal flexibilities was vital to mitigate
impacts of the pandemic. One administrator called the flexibility to change how states could pay
providers (e.g., based on enrollment instead of attendance) the most useful. Others noted how
their states’ use of certain flexibilities changed over time. For example, officials in one state said
that from March through June 2020, the state paid providers based on enroliment, but since July
2020, it has continued to pay based on enrollment only if families attend child care at least 50
percent of the time.

Funding to respond to COVID-19. In our national survey, states most frequently reported

using or planning to use CARES Act and Consolidated Appropriations Act, 2021, Division M (CAA)
funds to help address their greatest COVID-19 related financial challenges.®® Specifically, most
states reported that they used or planned to use these funds to provide assistance to child care
providers experiencing temporary closures or decreased enroliment, or to provide assistance

to child care providers not receiving CCDF as of March 1, 2020 (see table). One administrator we
interviewed said, for example, that being able to provide CARES Act funds to providers—whether
they had previously received CCDF funds or not—helped to ensure as many providers as possible
remained open during the pandemic.

198The American Rescue Plan Act of 2021 (ARPA) was enacted in March 2021, after our survey had been sent to state
child care administrators.
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State Uses or Planned Uses of CARES Act and Consolidated Appropriations Act, 2021, Division M (CAA) Funds

Number of states that

reported using CARES Number of states that
Uses of CARES Act or CAA funds Act funds planned to use CAA funds
Provide assistance to child care providers experiencing 46 46
temporary closures or decreased enrollment due to
COVID-19
Provide assistance to child care providers not receiving 42 42
Child Care and Development Fund funding as of March 1,
2020
Provide child care assistance to essential workers 29 15
regardless of income
Pay two child care providers for the same child for the 24 11
same time period®
Support child care resource and referral agencies 14 19
Support family child care network(s) as a means to increase 8 13

supply of home-based child care providers

Source: GAO Survey of State Child Care and Development Fund Administrators, 2021. | GAO-22-105051

Note: The CAA was enacted in December 2020, a few weeks before our survey was deployed, and the American Rescue Plan Act
of 2021 was enacted in March 2021, after our survey had been sent to state child care administrators.

40CC guidance states that CARES and CAA funds can be used to pay two providers for the same child should one of the
providers be temporarily closed due to COVID-19.

OCC provides guidance to states regarding flexibility to spend their annually appropriated CCDF
funds during times of national or state emergency, and 29 states reported in our national survey
that they also used CCDF funds intended to improve the quality of child care services to respond
to the pandemic.’®? States reported using these funds in various ways, including to help providers
obtain critical supplies and personal protective equipment, complete health and safety training,
and obtain financial assistance, through grants or direct payments, as a result of decreased
enrollment or temporary closures. In deciding when to use CARES Act or CCDF funds, state
administrators we interviewed said they considered various factors, such as when funding was

available, allowable uses, and the period in which funds must be spent.2%°

Paycheck Protection Program. The Paycheck Protection Program (PPP) was also a large source of
federal financial assistance for the child care market. According to our analysis of SBA data, child

1990ffice of Child Care, Information Memorandum (IM), Flexibility in Spending CCDF Funds in Response to Federal or State
Declared Emergency Situations, CCDF-ACF-IM-2017-02 (Washington, D.C.: Dec. 6, 2017). CCDF quality funds are typically
used by states to improve the quality of child care services and increase parental child care options provided in the state.
See 42 U.S.C. § 9858e.

200states have up to September 30, 2022, to obligate CARES Act funds appropriated for the Child Care and Development
Block Grant program and must spend these funds by September 30, 2023.

Page 144 GAO-22-105051


https://www.gao.gov/products/GAO-22-105051

care providers received more than $5.5 billion in PPP loans. In total, 97,965 child care providers
received 133,100 PPP loans, according to our analysis.??’

Small child care providers received more PPP loans than larger providers, but a smaller share of
the overall amount loaned, according to our analysis of SBA data. Providers that reported having
zero to two employees received about 60 percent of the loans whereas larger providers with six
or more reported employees received about 33 percent of the loans (see fig.).?% In total, however,
larger providers received about $4.4 billion of the approximately $5.5 billion loaned to child care
providers through PPP, likely because the amount of the loan a borrower was eligible to receive
was based on the size of their payroll. The median loan amount providers received ranged from
about $10,200 for providers with zero or one employee to about $91,600 for providers with 11 or
more employees.

201 Eligible businesses could have received a second PPP loan, or “second draw.” Of the 97,965 providers that received a
PPP loan, about a third, or 35,135, received a second draw. Canceled loans were excluded from our analysis. SBA officials
said child care providers would have been eligible for PPP loans if they met all program eligibility requirements. For
instance, entities eligible for PPP loans included small businesses that met applicable SBA small business size standards,
independent contractors, eligible self-employed individuals, sole proprietors, and businesses with no more than 500
employees. The entities must have been in operation and had paid employees or have been eligible self-employed
individuals, independent contractors or sole proprietorships with no employees on February 15, 2020. PPP borrowers
were eligible for second draw loans if they met several conditions, including having no more than 300 employees and
experiencing reductions in revenue in 2020 relative to 2019. We did not identify how many providers applied for, but did
not receive, PPP loans because SBA officials said they could not provide these data as they reside with individual lenders.
However, ACF's Office of Planning, Research and Evaluation (OPRE) is collecting nationally representative data from child
care providers about whether they applied for and received (or did not receive) PPP loans. According to OPRE officials,
results from their first wave of data collection should be publicly available in fall 2021.

2020 rrowers were asked to report the number of employees they had as part of their PPP loan application and may
have reported zero if they were, for example, sole proprietors, independent contractors, or self-employed individuals,
although SBA application instructions stated that these borrowers should enter one for number of employees.
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Small Child Care Providers Received More Paycheck Protection Program Loans than Larger Providers

3.5%

2 employees

7.8%

3 to 5 employees

10.3%

6 to 10 employees

. .
5[?;?{, i 22.2%

emp|0yee 11 or more
employees

Source: GAO analysis of Paycheck Protection Program (PPP) data. | GAO-22-105051

Note: Canceled loans were excluded from our analysis. Borrowers may have reported having zero employees if they were, for
example, sole proprietors, independent contractors, or self-employed individuals, although SBA application instructions stated
that these borrowers should enter one for number of employees.

We also found that areas with high minority populations or high poverty received more PPP loans
relative to their representation within the overall U.S. population.?%3 Specifically, providers in areas
with high minority populations, which include about 58 percent of the overall U.S. population,
received about 67 percent of the PPP loans. High poverty areas, which include about 14 percent of
the overall U.S. population, received about 20 percent of the PPP loans.?%4

OCC oversight. OCC has adapted or plans to adapt existing oversight practices to help ensure
the accountability of COVID-19 supplemental funding. For instance, OCC added a column to its
quarterly financial reporting form to capture information on state CARES Act expenditures, and
officials said they will do the same for state CAA and American Rescue Plan Act of 2021 (ARPA)
expenditures.?9> OCC also modified annual administrative reporting requirements and asked
states to estimate, among other things, how many families and children were served whose
subsidy was fully or partially paid using CARES Act funds.

203\ye use “areas” to refer to U.S. census tracts in this enclosure. Census tracts are statistical subdivisions of counties
whose boundaries follow geographic features, such as streams, highways, railroads, and legal boundaries, and that
generally contain between 1,200 and 8,000 people. For our analysis, we defined high-minority areas as census tracts
with a minority population of at least 26 percent and high-poverty areas as census tracts where 20 percent or more of
the population lived below the poverty line.

2040ur analysis did not control for the extent to which child care providers may be concentrated in areas with high or
low poverty or minority populations.

2051y addition, nonfederal entities (states, U.S. territory and tribal governments, local governments, or
nonprofitorganizations) that expend $750,000 or more in federal awards in a fiscal year are required to undergo a single
audit—that is, an audit of the entity’s financial statements and federal awards, or a program-specific audit, for the fiscal
year.
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OCC officials said they plan to also collect other information specific to CAA and ARPA funds, as
appropriate. For instance, OCC officials said they will collect information about the number and
characteristics of providers that receive an ARPA child care stabilization grant, and are seeking
public comment.?% OCC is also seeking public comment to collect information on state uses of
CCDF quality funds, including funds designated specifically for quality infant and toddler care
and ARPA child care stabilization grants. Additionally, OCC officials said they plan to discuss state
uses of COVID-19 supplemental assistance during upcoming on-site or virtual monitoring visits
beginning October 2021.207

Methodology

To conduct this work, we reviewed relevant federal laws and agency guidance and interviewed OCC
and SBA officials, and CCDF administrators in eight states. We selected these states based on the
prevalence of COVID-19 among adults and children and for geographic diversity. Additionally, we
surveyed state CCDF administrators in 50 states and the District of Columbia between January and
March 2021, and received responses from all but one state. We also analyzed SBA PPP loan data
and used U.S. Census Bureau, American Community Survey data (2015 through 2019, the most
recent data available) to identify census tracts with certain demographics. We determined that
these data were sufficiently reliable by interviewing federal officials and performing data checks to
identify any missing data, outliers, or errors.

Agency Comments

We provided HHS, SBA, and the Office of Management and Budget (OMB) with a draft of this
enclosure. HHS provided technical comments, which we incorporated as appropriate. SBA and
OMB did not provide comments on this enclosure.

GAO’s Ongoing Work

We will continue to review states' implementation of the various coronavirus relief and recovery
packages to identify long-term strategies for improving the child care industry and supporting
child care businesses, including the use of grants and/or contracts, improving payment practices,
and strategies to recruit and retain the workforce.

Contact Information: Kathryn A. Larin, (202) 512-7215, larink@gao.gov

206ARPA included approximately $24 billion in funding for child care stabilization grants. According to OCC, states must
provide at least 90 percent of these funds to qualified child care providers to support the stability of the child care sector
during and after the COVID-19 public health emergency.

2070cC has a 3-year monitoring cycle and divides states (including the District of Columbia and Puerto Rico) into three
cohorts with about 17 or 18 states per cohort. One cohort is visited each year, either on-site or virtually.
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K-12 Education

Disruptions due to the COVID-19 pandemic led hundreds of thousands of students
nationwide—primarily vulnerable students, such as those who are English learners or low-
income—to miss days or weeks of virtual instruction or not show up for school at all during the
2020-2021 school year.

Several states conducted outreach to locate and re-engage these disconnected students. As
education is primarily a state and local responsibility, these efforts undertaken by selected states
may provide insights for educators nationwide attempting to reach these students, which is
especially important as the pandemic continues to affect schools during the 2021-2022 school
year.

Entity involved: The Office of Elementary and Secondary Education within the U.S. Department of
Education (Education).

Background

The COVID-19 pandemic significantly disrupted the lives of students, families, and teachers
nationwide, and the consequences may be felt for some time. For example, when school buildings
closed during the 2020-2021 school year, many students, especially low-income students,

did not have the devices and internet access they needed for virtual (online) learning. Even
though many schools have provided students with computers and internet access to participate
in virtual instruction, many students faced difficulties staying engaged in school. As a result,
hundreds of thousands of students—possibly as many as three million students, according to
one estimate—missed days or weeks of instruction or disappeared from school altogether.208
Research and media reports have identified many reasons why students disconnect from school,
such as having parents who are frontline workers and cannot stay home to help them with virtual
learning, or the student having responsibility to assist younger siblings.

To help address the impact of the pandemic, Education has distributed to states COVID-19 relief
funds that can be used for a broad range of needs, including efforts to address learning loss
and engage students in virtual instruction.??® In addition, Education has established the Student
Engagement and Attendance Center, which supports states and school districts in a variety of

208Bg||wether Education Partners, Missing in the Margins: Estimating the Scale of the COVID-19 Attendance Crisis, accessed
August 9, 2021, https://bellwethereducation.org/publication/missing-margins-estimating-scale-covid-19-attendance-
crisis.

209As we previously reported, Education has been tracking how states and territories are spending COVID-19 relief
funds and according to the department as of August 31, 2021, states (including D.C. and Puerto Rico) had spent about
$17 billion of the $197 billion in funding for the Elementary and Secondary School Emergency Relief (ESSER) Fund and
Governor’s Emergency Education Relief (GEER) Fund appropriated under three COVID-19 relief laws. Federal spending
data alone provide an incomplete picture of the status of funds, as there are several factors that influence spending
rates. For example, when school districts use available funds, school district officials said they have to budget for and
obligate these funds before they are permitted to request payment from the state, which is when Education recognizes
the funds as spent. This process can result in a significant lag between the rate at which the funds are being obligated,
or used, and when a state reports it has spent the funds. According to Education officials, Education plans to modify its
annual report on state and school district spending data to include obligations data in the subsequent annual reporting
cycle.
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activities, such as identifying strategies to reengage with students and families to facilitate learning
recovery.

Overview of Key Issues

The pandemic caused or exacerbated many inequalities faced by students, making it more likely
for some to disengage from school, particularly those who were already vulnerable. Public schools
nationwide experienced significant declines in student enrollment during the 2020-2021 school
year, according to the National Center for Education Statistics, with some students shifting to
homeschooling.?'9 States used a variety of efforts to locate unaccounted for students and re-
engage them, but incomplete contact information for some students made this more difficult.

Vulnerable students were more likely to disengage from school. Officials in our four selected
states said that certain groups of vulnerable students—such as students with disabilities, English
learners, and those from low-income families—more often disengaged from school due to
pandemic related barriers. (See table.)

210InJune 2021, the National Center for Education Statistics reported that preliminary data show that public schools
across 49 states (excluding Illinois) and the District of Columbia experienced a 3 percent decrease in student enrollment
in the 2020-2021 school year.
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Examples of Vulnerable Student Groups and Barriers to Staying Engaged in School During the COVID-19
Pandemic, According to Officials from Selected States, School Year 2020-2021

Student group Examples of challenges offered by state officials

Disabilities It was more difficult during the pandemic for some students to receive special
education services, such as physical therapy and speech therapy, which are typically
provided in person. These services were offered online but are more difficult to

provide in an online setting.’

English Learners Some parents of students for whom English is not their first language had additional
difficulty working with schools and school staff to support their students. The
language barrier meant parents did not always know how to ask for help to address

problems with learning at home.”

Foster Care Some students in foster care did not want to participate in virtual classes or turn on
their device’s camera because their foster facilities were noisy, distracting, or messy,
and potentially embarrassing.

Homeless Some students experiencing homelessness were very mobile during the pandemic,
including students who moved around in families, shelters, and potentially out of
state. These students often lacked access to or had spotty connections to the internet,
devices, and a quiet place to learn and complete assignments.

Low-income Many students in low-income families disengaged from school during the pandemic
to take jobs and handle other responsibilities to support their families. In some cases,
parents were in poor health or lost their jobs, meaning students had to work or care
for siblings.

Native American Some Native American students did not have reliable internet connectivity or access
to direct educational support they normally received at school.©

Source: GAO analysis of information from state officials in California, Mississippi, New Mexico, and South Carolina. | GAO-22-105051

*We found that a variety of factors complicated the delivery of special education services to students during the COVID-19
pandemic. These factors include the wide range of needs of students with disabilities served under the Individuals with
Disabilities Education Act (IDEA); the services specified in their individualized education programs; and the capacity of parents
or caregivers to assist teachers and service providers in delivering general education, specialized instruction, and related
services to their children. See GAO, Distance Learning: Challenges Providing Services to K-12 English Learners and Students with
Disabilities during COVID-19, GAO-21-43 (Washington, D.C.; Nov. 19, 2020).

®We found that some English learners and their families had difficulty fully participating in distance learning during spring
2020 due to a lack of necessary technology, language barriers, and the demands of meeting basic family needs. Also, limited
English comprehension affected the ability of families to assist students with the curriculum, according to representatives of
professional associations and a technical assistance center. See GAO-21-43.

“Bureau of Indian Education-funded schools faced additional pandemic difficulties related to distance learning and internet
connected devices during the 2020-2021 school year. See GAO, Indian Education: Schools Need More Assistance to Provide Distance
Learning, GAO-21-492T (Washington, D.C.: Apr. 28, 2021).

States reported outreach efforts to locate and re-engage disengaged students. Officials in
our selected states said they took a variety of approaches to locate and re-engage disengaged
students (see table). State officials stressed the importance of relationships between students
and teachers as a key factor in re-engaging students who were not participating in virtual learning
during the pandemic. In addition, representatives from a non-profit organization that works with
disengaged students said state leadership in developing and implementing outreach efforts
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is important, as many school districts do not have the resources. However, incorrect contact
information for families that was outdated due to the pandemic made it more difficult to locate or

work with students, according to state officials and the non-profit organization.?"’

21states with data systems across all school districts made obtaining and providing contact information easier than it
was for states with data kept by individual districts, according to representatives from a non-profit organization.
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Examples of Reported Efforts to Engage K-12 Students Disconnected by COVID-19 Pandemic during the 2020-2021
School Year, in Selected States

California Mississippi New Mexico and South Carolina

Effort Learning Continuity and  School Attendance Academic Coaches
Attendance Plans Officers

Description California asked school  Mississippi employs New Mexico and South Carolina separately contracted
districts to create school attendance with a non-profit organization to conduct outreach
plans detailing their officers who attempt to and re-engagement work with disconnected students.
engagement efforts locate and re-engage

This program provides students with a personal

QUdeg the ]E)fantdetmlc, dlsgonnecteg sélidents academic coach to help them overcome social,
inciu mg.e orts (: d ?n weretas e tod " emotional, and academic barriers as well as answer
engage disconnecte ocus on these students questions about technology and curriculum, and
students. during the pandemic.

connect students to community support.
This information included Attendance officers take
how the school district ~ a team approach and
was going to accelerate  work with schools and

Academic coaches can connect with students
by phone, email, and social media and interview
students about the barriers they face to learning.

learning, close the student families as part

technology gap, provide of the process. Officials in both states said they initially targeted
virtual learning, support students who had the highest need, and they
teachers and provide reported that as they saw the effort benefiting
social and emotional students, they expanded access to the program.

support to students, and
engage and re-engage
students.

Source: GAO summary of information from state officials in California, Mississippi, New Mexico, and South Carolina. | GAO-22-105051

Note: States may also refer to disconnected students as chronically absent and academically at risk.

State officials also shared a number of school-district-level efforts to address unaccounted for and
disengaged students, including virtual and in-person tutoring offered at various times, providing
additional social-emotional support, and partnering with expanded service providers to make
home visits and work with students, such as the Boys and Girls Clubs of America. Some school
districts are providing targeted summer enrichment activities to students, according to state
officials.

States have seen significant declines in public school enroliment, especially in kindergarten.
Public school enrollment in our selected states was down by tens of thousands of students in

the 2020-2021 school year, and officials in our selected states said that this decline was mostly
due to the pandemic. Officials in California told us that over 160,000 fewer students (including
over 60,000 fewer kindergarteners) enrolled in the 2020-2021 school year than in the previous
school year. Although enrollments in California’s public schools had been decreasing annually,
officials said the decline during the pandemic was far greater than in prior years. In all four states,
the largest declines occurred in elementary school grades, in part because many families chose
not to enroll their children in kindergarten, according to the some of the officials we interviewed.
They said these students will be less prepared for first grade, and this condition would place more
pressure on first grade teachers to cover missed material. Or, alternatively, the students could
enter as older kindergarteners, which will put additional strain on kindergarten teachers and
resources.
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Students who left traditional public schools enrolled in private schools or public charter schools,
were homeschooled, or reported no engagement in educational activities, according to officials
we interviewed and data they provided. For example, officials in California shared information that
showed parent registrations for private school and homeschool in school year 2020-2021 more
than doubled over the previous year. In New Mexico, homeschool was the most common choice
for families who did not re-enroll in public schools, according to information provided by state
officials.?'?

Several thousand students were still unaccounted for toward the end of 2020-2021 school
year. Even with these states’ outreach efforts, officials in our selected states told us that some
students remained unaccounted for towards the end of the 2020-2021 school year.?'3 For
example, officials in Mississippi said that even though, as of December 2020, they had over 2,700
unaccounted for students, that was a significant improvement from about 23,000 unaccounted
for students they had at the beginning of the school year. Similarly, New Mexico had 2,010
unaccounted for students as of July 2021 compared to the 12,000 unaccounted for students at the
beginning of the school year.

Methodology

To review how states addressed the engagement of students in virtual learning as a result of the
pandemic, we interviewed state education officials in California, Mississippi, New Mexico, and
South Carolina. We selected these states based on their enrollment and attendance data related
to disconnected students for the 2020-2021 school year, information about their efforts to engage
disconnected students, and demographic information, including proportion of students from low-
income families, in different racial and ethnic groups, and states’ diverse geographic locations.?'#
We also reviewed related documentation provided by these states. We interviewed representatives
of a non-profit organization that works with state educational agencies to address the needs of
disconnected students, including in New Mexico and South Carolina.

Agency Comments

We provided Education and the Office of Management and Budget with a draft of this enclosure.
Education provided technical comments, which we incorporated as appropriate. The Office of
Management and Budget did not provide comments on this enclosure.

212New Mexico officials said they polled parents about their plans for the 2021-2022 school year and the most common
answer was they were unsure if they would return to public school. Others said they planned to return to public schools,
would continue in private school, or homeschool.

2130fficials in California said they would not have updated numbers of unaccounted for students until the end of the
2021 calendar year. Officials in South Carolina said that during the end of the 2019-2020 school year they suspended
tracking student attendance because of the pandemic and as a result do not have updated information on the number
of students that remain unaccounted for.

214E0r low-income families we analyzed data on students eligible for free or reduced price lunch from Education’s
National Center for Education Statistics Common Core of Data 2018-2019 as well as Census Bureau data on the percent
of families below poverty by state in 2019. For racial composition we analyzed data from the Common Core of Data
2018-2019.
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GAOQ’s Ongoing Work
We will continue to monitor Education’s efforts to help schools recover from the pandemic, how

states and school districts are using the COVID-19 relief funds, and the challenges of pandemic-
related learning loss and the approaches educators are finding to effectively address it.

Related GAO Products

Indian Education: Schools Need More Assistance to Provide Distance Learning. GAO-21-492T.
Washington, D.C.: Apr. 28, 2021.

Distance Learning: Challenges Providing Services to K-12 English Learners and Students with Disabilities
during COVID-19. GAO-21-43. Washington, D.C.: Nov. 19, 2020.

Contact information: Jacqueline M. Nowicki, (617) 788-0580, nowickij@gao.gov
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Child Nutrition

The Food and Nutrition Service and states have used a variety of approaches to oversee child
nutrition programs during the COVID-19 pandemic. However, states identified ongoing challenges
with overseeing these programs, and the Food and Nutrition Service may be missing opportunities
to fully leverage lessons learned from the pandemic to improve the management of child nutrition
programs.

Entity involved: Food and Nutrition Service, within the Department of Agriculture

Recommendation for Executive Action

The Secretary of Agriculture should document the Department of Agriculture’s plan to analyze
lessons learned from operating child nutrition programs during the COVID-19 pandemic. This plan
should include a description of how the department will gather perspectives of key stakeholders,
such as Child and Adult Care Food Program institutions and nonschool Summer Food Service
Program sponsors. The Department of Agriculture generally concurred with this recommendation.

Background

Child nutrition programs administered by the Department of Agriculture’s (USDA) Food and

Nutrition Service (FNS) supply cash reimbursements to schools or other programs for meals and
snacks they provide to eligible children. In fiscal year 2019, before the pandemic, the four largest
programs—the National School Lunch Program (NSLP), School Breakfast Program (SBP), Summer
Food Service Program (SFSP), and Child and Adult Care Food Program (CACFP)—along with other

child nutrition programs, received $23.1 billion in federal funds.?'>

During a typical year, NSLP and SBP subsidize meals for nearly 30 million children in
approximately 95,000 elementary and secondary schools nationwide. These two programs are
the largest of the child nutrition programs and typically serve children at school during the school
year. In addition, SFSP and the Seamless Summer Option (SSO) typically provide meals for school-
age children during the summer months.2'® Finally, CACFP provides meals to younger children
enrolled for care at participating child care centers and day care homes and to school-age children
participating in CACFP At-Risk Afterschool programs.?'’

215This review includes NSLP, SBP, SFSP, and CACFP. The Special Supplemental Nutrition Program for Women, Infants,
and Children is not included in this review.

2165tate agencies may approve public or private nonprofit school district nutrition programs or organizations to
participate in SFSP. SSO allows school districts to operate a modified version of NSLP and SBP in the summer or during
unanticipated school closures.

217state agencies enter into agreements with CACFP institutions, which are independent centers or sponsoring
organizations of day care homes or child care centers that assume responsibility for CACFP operations. CACFP also
provides reimbursement for meals served to children who are residing in participating emergency shelters and to adults
older than 60 years and functionally impaired adults who are enrolled in day care facilities.
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The Families First Coronavirus Response Act (FFCRA) granted FNS authority to issue nationwide
waivers in certain programs for specific purposes.?'® As we reported in July 2021, FNS extended
several nationwide waivers in April 2021 for the 2021-22 school year.2'® FNS also issued a pair
of waivers to allow schools to operate SSO during the school year and to claim SSO meals at the
higher SFSP reimbursement rate. These waivers are intended to support access to nutritious
meals, reduce the administrative burden associated with eligibility determinations, and minimize
potential exposure to COVID-19.220

FNS’s National Office is responsible for providing regulatory guidance, policy materials, and
monitoring tools to its seven regional offices, which have the primary responsibility for oversight
of state agencies administering child nutrition programs. Typically, regional offices monitor
program compliance through management evaluations. In the course of management evaluations
during typical years, regional officials review program areas through a combination of off-site and
on-site monitoring activities.

At the state level, state agencies—generally education or agriculture agencies—administer the
programs and issue guidance to school district nutrition programs and other local program
operators.??! The state agencies responsible for child nutrition oversee school meal programs,
which includes conducting administrative reviews of local operators’ administration of such
programs. These reviews must include the accuracy of meal counting and claiming, nutritional
quality, resource management, and other focus areas. State agencies also conduct regular reviews
of local program operators’ administration of CACFP and SFSP. School district nutrition programs
and other local program operators are responsible for certifying students as eligible for free or
reduced-price meals and for counting and claiming eligible meals for federal reimbursement,
among other monitoring activities.

FNS has issued several nationwide waivers related to program monitoring activities during the
pandemic to facilitate state and local monitoring of the child nutrition programs while allowing

for social distancing for staff. Most recently, FNS issued three waivers allowing state agencies and
local operators to conduct monitoring entirely off-site, rather than both off-site and on-site, for
the school meal programs (NSLP, SBP, and SSO) and CACFP until 30 days after the end of the public
health emergency.

Various COVID-19 relief laws have provided funding or authority to USDA to support child nutrition
programs during the pandemic. For example:

218pyh. L. No. 116-127, § 2202(a), 134 Stat. 178, 185 (2020).

219According to FNS, although most of these waivers are available through June 30, 2022, FNS expects that the non-
congregate feeding, meal time flexibility, and parent or guardian pick-up waivers will be used only for the duration and
extent needed, as schools and child care providers work to safely and successfully reopen.

220E0r school year 2020-21, schools were allowed to operate either SFSP or SSO rather than the traditional school
year programs. For school year 2021-22, schools will be able to operate SSO but not SFSP. According to FNS, SSO has
stricter nutrition standards than SFSP and is typically reimbursed at the same rate as NSLP, while SFSP has a higher
reimbursement rate. During school year 2021-22, schools operating SSO will be reimbursed at the SFSP rate.

221Throughout this enclosure, “school district nutrition program” refers to a school food authority—that is, the local
authority responsible for operating school meal programs. Local program operators are school district nutrition
programs, sponsors, or institutions that operate NSLP, SBP, SSO, SFSP, or CACFP.
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* The Families First Coronavirus Response Act (FFCRA), enacted in March 2020, authorized and
provided an indefinite appropriation for a new program, Pandemic Electronic Benefits Transfer
(Pandemic EBT), which provides benefits to purchase food to households with children who
would have received free or reduced-price school meals if not for school closures due to
COVID-19.222 The program also provides these benefits to households with eligible children in
child care. According to FNS, during the summer of 2021, Pandemic EBT benefits were offered
to all eligible children who resided in states with approved Summer Pandemic EBT plans.??3 As
of August 31, 2021, FNS had obligated $34.432 billion for Pandemic EBT.

* The CARES Act, enacted in March 2020, provided $8.8 billion in supplemental funds.??4 As
of August 31, 2021, FNS had obligated nearly all of this funding for child nutrition programs.
According to FNS, it provided nearly all of this funding to states and other meal program
operators and used the majority of the funds—$8.615 billion—to reimburse operators for the

cost of meals served during the pandemic.??>

* The Continuing Appropriations Act, 2021 and Other Extensions Act, enacted in October 2020,
extended certain waiver authority granted in the FFCRA through September 2021 and provided

an indefinite appropriation to cover the costs incurred as a result of the waiver extensions.?2®
As of August 31, 2021, FNS had obligated $1.470 billion of this funding for child nutrition
programs.

* The Consolidated Appropriations Act, 2021, enacted in December 2020, provided an indefinite
appropriation to support CACFP institutions and school district nutrition programs that

replaced some of the decline in reimbursement funding in spring 2020.2%7
Overview of Key Issues
School districts and other meal program operators served fewer meals during the first year

of the pandemic than in the previous year, but the number of meals served in spring 2021
approached prepandemic levels. According to the most recent available data from FNS, during

222pyh. L. No. 116-127, § 1101, 134 Stat. 178, 179-180 (2020).

223According to FNS, Summer Pandemic EBT was offered to (1) income-eligible school children who were enrolled in
a school that participated in NSLP in school year 2020-21 and (2) enrolled SNAP recipients who were younger than
6 years or who were otherwise enrolled in an eligible child care institution, as defined by the FFCRA.

224ph. L. No. 116-136, div. B, tit. I, 134 Stat. 281, 507 (2020).

225ENS used the remainder of the funds, $185 million, to operate Emergency Meals-to-You, a new partnership that
delivered meals to address pandemic-related nutrition needs among children from low-income households in rural
areas throughout spring and summer 2020. See our July 2021 report for more information about this program.

226pyp. L. No. 116-159, § 4602(a), (d), 134 Stat. 709, 745 (2020).

227pyb. L. No. 116-260, div. N, tit. VII, § 722, 134 Stat. 1182, 2097 (2020). This law provided an indefinite
appropriation of funds, based on a formula that generally takes into account the difference between
reimbursements paid from March through June 2019 and those paid from March through June 2020. According
to FNS, because the Consolidated Appropriations Act, 2021, extends the authority under the Continuing
Appropriations Act, 2021 and Other Extensions Act, obligations and expenditures under the Consolidated
Appropriations Act, 2021, are accounted for under the Continuing Appropriations Act, 2021 and Other Extensions
Act.
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the first year of the pandemic (March 2020 through February 2021), school districts and other
meal program operators operating NSLP, SBP, SFSP, and CACFP served 2.8 billion fewer meals
than in the prior year—an overall drop of 30 percent.??8 The decline in meals served during the
pandemic’s first year was not uniform among meal types. Compared with the number of meals
served in the prior year, the number of lunches served through NSLP, SFSP, and CACFP dropped
by 40 percent while the number of breakfasts served through SBP, SFSP, and CACFP dropped by
only 14 percent. FNS officials attributed the smaller decline in breakfasts served to the packaging
of multiple meals at a time for grab-and-go service.??°

The numbers of meals served during March and April 2021, as the pandemic entered its second
year, were closer to the numbers of meals served during March and April 2019, a year before the
pandemic began (see figure). Specifically, in April 2021, as vaccines became widely available for
American adults and more schools offered in-person learning, the number of meals served was
only 9 percent lower than in April 2019.230

228ps we reported in July 2021, the drop in meals served was not uniform among the child nutrition programs. While

meals served under NSLP, SBP, and CACFP dropped, the total number of meals served under SFSP increased during the
pandemic.

2291n the year before the pandemic began, the number of lunches served was nearly twice the number of breakfasts
served, according to FNS data.

230pata for meals served in April 2021 are the most recent data available as of September 10, 2021 that are sufficiently
reliable for our purposes. According to FNS, state agencies submit monthly meal-claim reports to FNS; initial monthly
tabulations reported 30 days after the end of the claim month include estimated data based on the previous year.
However, the uncertainty of meal service during the COVID-19 pandemic has made it difficult for states to use historical
data to report estimates of meals served, according to FNS. Data reported by states to FNS 90 days after the end of the
claim month are based on actual meal claims rather than on estimates. We determined that 90-day data are sufficiently
reliable for our purposes. According to FNS, these data are subject to revision.
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Total Meals Served in Key Child Nutrition Programs in 2019, 2020, and 2021, by Month, as of Sept. 10, 2021
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Source: GAO analysis of data from U.S. Department of Agriculture's Food and Nutrition Service, as of September 10, 2021. | GADO-22-105051

Notes: The monthly totals include four child nutrition programs: National School Lunch Program, School Breakfast Program,
Summer Food Service Program, and Child and Adult Care Food Program (child meals only). Totals also include meals served
through the Seamless Summer Option, a program that allows school districts operating the National School Lunch Program
and School Breakfast Program to continue using the same meal service rules and claiming procedures as in the regular school
year throughout the summer and during unanticipated school closures. According to the Food and Nutrition Service (FNS), the
number of meals reported for any given month is subject to marginal revisions over time for a variety of reasons, including late
claims and changes resulting from routine monitoring activity.

The totals shown are for meals served each month before and during the pandemic. Pandemic-related disruptions to school
meal programs began in March 2020. As we reported in July 2021, meals served during June and July 2020 were higher than

in the same months in 2019. In 2020, some districts and other providers were able to provide meals throughout the summer
without congregate feeding (i.e., by using a grab-and-go model), which allowed some areas to increase the overall number of
meals served in the summer months in 2020 compared with prior years.

Data for meals served in April 2021 are the most recent data available as of September 10, 2021 that are sufficiently reliable for
our purposes. According to FNS, state agencies submit monthly meal-claim reports to FNS; initial monthly tabulations reported
30 days after the end of the claim month include estimated data based on the previous year. However, the uncertainty of meal
service during the COVID-19 pandemic has made it difficult for states to use historical data to report estimates of meals served,
according to FNS. Data reported by states to FNS 90 days after the end of the claim month are based on actual meal claims
rather than on estimates. We determined that 90-day data are sufficiently reliable for our purposes. According to FNS, these
data are subject to revision.

FNS officials told us that the numbers of meals served approached prepandemic levels during
March and April of the 2020-21 school year because more schools were feeding more children
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who were attending school in person rather than virtually. In August 2021, officials from two of the
four states where we conducted interviews told us that their states had mandated that all schools
provide in-person learning during school year 2021-22, while officials from two other states told
us that schools could decide whether to offer a virtual instruction option. FNS officials anticipated
that the increase in students attending traditional, in-person schooling in 2021-22 would result

in more meals served than during school year 2020-21. Although the most recent data show the
numbers of meals served during March and April 2021 were closer to prepandemic levels, the
extent to which meals were served to low-income students is not known because of the expanded

eligibility for free meals during the pandemic.?3'

FNS and state agencies used a variety of monitoring approaches while balancing competing
priorities, and state agencies identified ongoing challenges to maintaining program
integrity. Recognizing that child nutrition programs may operate differently during the pandemic
given the numerous flexibilities and waivers provided—including nationwide waivers that allow all
monitoring to be conducted off-site—FNS allowed states to waive traditional program monitoring
requirements. This flexibility was provided to state nutrition offices that provided a waiver request
to FNS that included an alternative oversight plan that ensured continued program integrity.
According to FNS officials, FNS had approved more than 60 of these oversight plans as of June
2021.%232 FNS provided state nutrition offices with a framework and template for these plans, and
officials from two of the four FNS regional offices where we conducted interviews reported helping
state nutrition offices in their region develop their plans, either directly or by facilitating best
practice-sharing sessions with other states. According to FNS officials, much of the state oversight
during the pandemic has taken the form of technical assistance.

FNS oversight and monitoring. To ensure that state nutrition offices were following their FNS-
approved plans and implementing waivers correctly, the FNS National Office asked FNS regional
offices to monitor, in real time, the state offices’ implementation of the plans. Regional officials
conducted real-time monitoring, known as touchpoints, for each state nutrition office by
participating in three oversight activities per child nutrition program (NSLP, SFSP, and CACFP) and
then providing a brief report of the activities to the FNS National Office. For example, if a state’s
oversight plan said the state would offer webinars to program operators operating CACFP under
the nationwide waivers, a regional official would attend the webinar and, if any of the information
conveyed in the webinar was incorrect, provide technical assistance to the state nutrition office
to correct the information. According to FNS officials, this monitoring was important because it
allowed the regional officials to provide real-time technical assistance as the pandemic evolved.

According to FNS officials, in addition to conducting the real-time monitoring, FNS regional offices
continued to conduct traditional, retrospective management evaluations during the pandemic.
However, owing to capacity constraints and pandemic complications, they reported conducting
fewer management evaluations than they would in a typical year, targeting areas that were still
applicable during the pandemic and focusing on specific areas of concern. To determine which

23T spring 2020, FNS began allowing schools and other meal operators to operate under summer meal programs. In
addition, FNS waived the requirement that to provide free meals to all children, summer meal sites must be located in
areas in which at least half the children are from low-income households.

232There are more than 60 state plans because in some states, multiple state agencies operate child nutrition programs.
For example, in some states NSLP and CACFP are operated by different agencies. According to FNS officials, at least one
state agency from most states submitted an oversight plan.
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states and programs to review, FNS officials used a risk-based assessment tool to identify those for
which the evaluations were most critical.

According to FNS officials, all management evaluations were conducted virtually; as a result, some
portions could not be completed. For example, according to officials from one FNS regional office,
warehouse reviews—an optional component of management evaluations for NSLP—have been
put on hold during the pandemic to allow for social distancing. Officials from each state nutrition
office we interviewed told us they had taken part in virtual management evaluations during

the pandemic; in general, both state and FNS regional officials said these evaluations went well
despite challenges. Because these reviews are retrospective, FNS officials from the National Office
said they were aided by the regional office touchpoint reviews that provide timelier monitoring
and technical assistance.

State agency oversight and monitoring. In a typical year, state nutrition offices conduct
administrative reviews of a portion of their school district nutrition programs operating NSLP.233
As a result of a flexibility allowing school districts to operate summer meal programs (through SSO
and SFSP) rather than operating traditional school meal programs (through NSLP and SBP) during
the pandemic, states have conducted fewer administrative reviews than is typical, according to
state nutrition officials we interviewed. Specifically, as of June 2021:

* Nutrition officials in two of the four states said they had conducted no administrative reviews
during the previous school year. In one of the two states, nutrition official attributed this to the
fact that none of the state’s school districts had operated NSLP. In the other state, where very
few school districts chose to operate NSLP, state nutrition officials said they had focused their
efforts on providing technical assistance rather than conducting administrative reviews.

» Nutrition officials in the two states that conducted administrative reviews of the school
districts that chose to operate NSLP reported conducting more of the review components off-
site than is typical. According to FNS guidance, strategies for conducting virtual monitoring
include, for example, reviewing and verifying records by observing photographs or videos
in situations where direct observation would normally occur and conducting interviews via
telephone or video conference.

Some state nutrition officials we interviewed said that, in addition to conducting traditional
monitoring such as administrative reviews, they used various strategies for conducting real-time
oversight during the pandemic as outlined in their oversight plans. For example, officials from
two state nutrition offices reported providing targeted technical assistance to local operators with
identified risk factors, such as significant recent staff turnover. Specifically:

 Staff from one state nutrition office began in spring 2021 to make in-person coordinated
support visits to high-risk school district nutrition programs. During these visits, they
conducted components of administrative reviews with the local program operators to ensure
the operators understood program requirements, including requirements concerning

233state nutrition offices are required to conduct administrative reviews of each school district at least once in a 3-year
review cycle. However, FNS has approved longer review cycles for some states, allowing them, for example, to review
each district every 4 or 5 years.
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monitoring. Although the state nutrition office staff conducted most of these review
components virtually before the visits, they conducted a limited portion of the reviews on-site
by observing a meal service.

 Staff from the other state nutrition office provided one-on-one technical assistance to school
districts where they identified potential risks—for example, if they noticed meals being served
to numbers outside the expected range or if the school nutrition program had new leadership.
As of June 2021, this state nutrition office had conducted all of its pandemic monitoring and
technical assistance virtually, using a variety of technology platforms.

According to state nutrition officials, these forms of technical assistance were intended to
minimize confusion and assist operators in meeting program requirements. Some state nutrition
officials noted that it can be difficult for local program operators to keep track of changes in
program requirements that resulted from waivers.

Effects of competing priorities on monitoring. Federal and state nutrition officials we interviewed
said that competing priorities, such as implementing waiver flexibilities and providing technical
assistance, had created challenges to monitoring throughout the pandemic, particularly early
on. For example, officials from FNS regional offices said that they delayed program monitoring
at the start of the pandemic to help states interpret and implement the various FNS waivers. In
general, FNS regional officials we interviewed said that they had not seen new types of program
integrity concerns during the pandemic. However, officials from one regional office noted that
state nutrition offices are affected by constrained resources, including time.

Additionally, because of a flexibility that allowed districts to operate summer meal programs
during the regular school year, a wider variety of child nutrition programs were operating at the
same time during the pandemic.?34 State nutrition officials from two states said that this had
made monitoring and oversight more difficult because they were not accustomed to so many
different child nutrition programs’ operating concurrently.

Challenges and benefits of off-site monitoring. Nutrition officials we interviewed at the federal and
state levels reported encountering both challenges and benefits in virtual monitoring. According
to the officials, insufficient technology made off-site monitoring difficult, particularly at the start of
the pandemic, when many staff were adjusting to remote work and implementing new technology.
For example, officials from one FNS regional office noted that some state nutrition offices were
not set up to telework at the start of the pandemic and did not have systems to forward their
office phones, which hindered communication. Similarly, virtual desk-audits can require operators
to scan large quantities of documents, which can be time consuming; also, in some instances,
operators did not have access to the technology. Another challenge affecting virtual monitoring
was the lack of physical presence and face-to-face interaction, according to some state and FNS
officials.

Despite these challenges, in addition to health and safety benefits, in general, nutrition officials at
the state and federal level said that off-site monitoring had offered benefits, such as cost savings

234During a typical school year, school districts operate NSLP and SBP. However, because of the pandemic and FNS
flexibilities, school districts in many states have instead operated SFSP and SSO during the school year.
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and limited travel. One state nutrition official we interviewed said that offsite monitoring had
facilitated innovation because it caused the state nutrition office to reassess and streamline its
monitoring process.

Considerations and ongoing challenges for program monitoring in school year 2021-22. To facilitate
administrative reviews in the 2021-22 school year, FNS issued a waiver in May 2021 that allows
states to conduct administrative reviews of school district nutrition programs operating only SSO
(in addition to those operating NSLP).23> Specifically, FNS waived certain administrative review
requirements for programs operating only SSO during the school year and allowed the reviews to
count toward state monitoring requirements. According to FNS officials, because administrative
reviews are conducted on a multiyear cycle, this will help state nutrition offices to fulfill state
monitoring requirements, given the April 2021 waiver allowing school districts to operate SSO
during the school year.

According to nutrition officials in one state, they requested a monitoring waiver to extend their
review cycle time by 1 year because they recognized that their state had conducted few, if any,
administrative reviews in the prior school year and that conducting the necessary number of
reviews in school year 2021-22 might be difficult. Nutrition officials in a second state said they
were considering requesting a monitoring waiver for the same reasons. One state nutrition official
expressed concern that after programs return to normal operations, the high degree of staff
turnover in child nutrition programs and the length of time that programs will have operated
with waivers could result in program integrity issues, such as lack of adherence to program
requirements. According to FNS, allowing administrative reviews to continue for school districts
operating only SSO should help ease the transition back to traditional program monitoring after
the pandemic.

FNS is taking some steps to identify lessons learned for child nutrition programs from the
pandemic, but it may be missing additional opportunities. FNS officials told us that they are
primarily using an existing FNS School Meals Operations (SMO) study to gather information about
lessons learned during the pandemic for child nutrition programs.23® According to a notice in the
Federal Register, this study will help FNS obtain (1) general descriptive data on characteristics of
the child nutrition programs to inform the budget process and answer questions about topics

of current policy interest; (2) program operations data to identify potential topics for training
and technical assistance for state and school district nutrition programs; (3) administrative data
to identify program trends and predictors; and (4) information on the use and effectiveness of
the child nutrition waivers, which will be used to satisfy states’ reporting requirements on those
waivers under FFCRA.23/

235Traditionally, state agencies conduct administrative reviews for school district nutrition programs operating NSLP
and SBP. For additional information about this waiver, see U.S. Department of Agriculture, Food and Nutrition Service,
“Nationwide Waiver to Provide Flexibility for School Meal Programs Administrative Reviews of SFAs Operating Only the
SSO in SY 2021-22,” accessed Aug. 18, 2021, https://www.fns.usda.gov/cn/covid-19-child-nutrition-response-97.

236ENS officials told us that, in addition to conducting the SMO study, they are assessing pandemic-related challenges
and lessons learned through regularly scheduled meetings with regions, stakeholders, and department officials.
According to the officials, they respond to questions and address challenges through webinars, question-and-answer
sessions, and policy guidance, as well as conducting listening sessions with state agencies.

23786 Fed. Reg. 20,654 (April 21, 2021). FNS plans to use the study to fulfill states’ reporting requirements pursuant to
section 2202 of FFCRA. FFCRA requires each state that receives a waiver under that section of the law to (1) report on the
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Launched in spring 2021, the study will collect administrative and survey data on each of the
four child nutrition programs from state agencies and will collect survey data from school district
nutrition programs.238 For example, as part of the state survey, FNS is collecting, as part of the
state survey, perspectives from state agencies regarding state and local operational and financial
challenges during the pandemic. FNS stated that because it recognized that the pandemic
changed the way school meal programs operated, it expanded the SMO study’s data collection
efforts—initially planned prior to the pandemic—to include gathering survey and administrative
data from the state agencies that oversee the CACFP and SFSP.23°

Agencies can leverage lessons learned from an event to inform future efforts and limit the chance
of recurring challenges. The experience of providing meals to children during the pandemic
presents an opportunity for FNS to assess potential lessons learned for managing child nutrition
programs.?40 Although FNS officials told us that the SMO study will be used to gather information
about lessons learned from the pandemic, as of July 2021, FNS was unable to provide us with a
plan for how it intends to comprehensively analyze lessons learned from the pandemic for child
nutrition programs.?*! Further, the Federal Register notice mentioned above does not indicate
whether FNS will analyze lessons learned to address operational and financial challenges.

Although FNS is collecting some information on these topics from states, FNS may miss
opportunities to comprehensively identify lessons learned during the pandemic unless it
documents a plan for analyzing them. Further, according to FNS officials, while the SMO study

will survey state agencies that administer the federal child nutrition programs, the study will not
gather local perspectives directly from CACFP institutions (e.g., child care centers and day care
homes) or SFSP sponsors that are not school districts.?*? Without gathering perspectives from a
full range of meal program operators—including CACFP institutions and SFSP sponsors (discussed
below)—rather than only from state agencies and school districts, FNS will lack comprehensive
information to aid its future planning.

District and state child nutrition officials identified challenges as well as opportunities
during the pandemic. Nutrition officials we interviewed from districts, states, and organizations
identified several challenges and opportunities related to operating child nutrition programs

use of such waiver by the state and eligible service providers and (2) describe whether such waiver resulted in improved
services to children. Pub. L. No. 116-127, § 2202(d), 134 Stat. 178, 185.

238Faderal law authorizes FNS to conduct an annual national performance assessment of the school meal programs,
which FNS plans to do through the SMO study in school year 2021-22. According to FNS, the SMO study is divided into
three separate efforts, with data collection beginning in spring 2021 and ending in spring 2023.

23911y addition, the SMO study will collect from state agencies, disaggregated data for the Child Nutrition programs.
According to FNS, the data will be used to assess service levels and meal service reach during the waiver periods.

240The use of lessons learned is a principal component of an organizational culture committed to continuous
improvement. Leading practices of a lessons learned process that we and others have identified include collecting,
analyzing, validating, saving or archiving, and disseminating and sharing information and knowledge gained from
positive and negative experiences.

241According to standards for internal control in the federal government, documentation is a necessary part of an
effective internal control system.

242ENs officials told us that, rather than contact CACFP and SFSP sites directly, they plan to collect CACFP and SFSP site-
level data from states and to gather perspectives of state agency officials and school district nutrition programs. FNS
officials said that many school district nutrition programs operated CACFP and SFSP programs.
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during the pandemic. Specifically, the officials identified challenges and, in some cases,
opportunities with respect to information technology (IT) systems, food supply and storage, loss
of revenue for local meal operators, waiver rollout and extensions, and the possibility of making
some flexibilities permanent.

IT systems. State officials we interviewed identified financial and resource burdens and potential
challenges to maintaining program integrity related to their child nutrition IT systems during the
pandemic. For example:

» One state official explained that its state child nutrition information system was developed to
be compatible with federal child nutrition programs under normal operations. The official said
it took staff time and financial resources to update the state’s system to accommodate each
new waiver that FNS announced.

» Officials in a second state said that IT changes they made to accommodate waivers meant
that built-in program integrity checks no longer functioned correctly. Instead, staff had to
spend additional time conducting manual reviews to check for claims errors and help ensure
program integrity.

» Officials from the second state also said that institutions at the local level that operate CACFP
are particularly prone to technological challenges. FNS officials in one regional office noted
that day care homes that previously used libraries to submit claims electronically often had to
mail hard-copy claims during the pandemic because of extended library closures.

+ Officials from three state agencies said that the pandemic highlighted opportunities for the
federal government to limit the financial and resource burdens on their states, such as by
investing in software, establishing a standalone fund to assist states with IT maintenance

costs, and providing communication and technical assistance to states’ IT software vendors.?43

Food supply and storage. Officials from 11 of the 12 districts and three of the four states where we
conducted interviews, and others, identified food supply or food storage challenges to operating
child nutrition programs during the pandemic. These officials identified the following supply
challenges, among others:

 Officials from two state nutrition programs said that districts experienced cancelations in their
USDA Foods in Schools commodity orders because certain foods were no longer available.?4

 Officials from 11 district nutrition programs told us it was difficult to acquire items such
as individually wrapped foods or certain types of foods, such as milk, breads, and proteins
because of food shortages, competition, or both.

243ENS officials told us in April 2021 that, with the pandemic still ongoing, they had not considered ways to better
capture data during emergencies but that FNS had provided technology innovation grants to states for system
upgrades. However, nutrition officials in two states expressed some concerns related to these grants, including
concerns that the grants are short term and add to states’ administrative burden.

244The USDA Foods in Schools program provides USDA-purchased domestic agricultural products to schools and
institutions participating in NSLP, SFSP, and CACFP.
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* Officials from the National CACFP Sponsors Association told us that small, rural child care
centers and day care homes may have found that required milk was not available on the day
that they bought food for the week.

In addition, officials from half of the district nutrition programs in which we conducted interviews
said that limits on storage space had prevented them from ordering food in large quantities or
leveraging their USDA Foods in Schools commodities to offset pandemic-related costs. Officials
from the Boys and Girls Clubs of America noted that storage space was also a challenge for local
clubs providing food under SFSP and CACFP At-Risk Afterschool programs, especially if they were
not colocated with schools, because they did not have access to additional storage located at
schools.

State nutrition officials we interviewed suggested opportunities for a federal role in facilitating the
use of USDA Foods in Schools commodities in a national emergency. For example, they suggested
that USDA evaluate the food and menu items that would be needed in an emergency situation,

identify vendors offering those items, and allow increased flexibility in timing of orders.24°

Loss of revenue for local meal operators. In March 2021, we reported that a drop in revenue from
meals served and an increase in program costs had caused financial challenges for local meal
operators. In April 2021, FNS officials noted that the decline in meals served had been especially
pronounced in spring 2020, when many institutions that provide meals—schools, child care
centers, and day care homes—were closed. Helping offset these financial losses, in December
2020 the Consolidated Appropriations Act, 2021 was enacted, which provided additional funding
for reimbursements for meals served in spring 2020.24¢ Officials from three of the four state child
nutrition programs cited challenges related to the process for receiving funding approval from
FNS, noting that the information required was difficult or time consuming to compile.?4’

One state nutrition official we interviewed noted that CACFP institutions, such as child care
centers, were especially in need of this funding because, unlike schools, they were less likely to
have other sources of funding to compensate in the short term. Officials from the National CACFP
Sponsors Association noted that some child care centers and day care homes, especially smaller
providers, had to close before the funding became available.

Waiver rollout and extensions. As we reported in March 2021, nutrition officials in nearly all the
districts where we conducted interviews found the waivers helpful in providing needed flexibilities

245ENS officials told us that they collaborated with stakeholders to cancel orders no longer needed because of menu
changes, freeing up funds for other items. FNS officials said they continue to provide technical assistance to help states
efficiently use food from the USDA Foods Program.

246pyp. L. No. 116-260, div. N, tit. VII, § 722, 134 Stat. 1182, 2097. This law provided an indefinite appropriation of funds
based on a formula that generally takes into account any differences in reimbursements paid from March through June
2019 and reimbursements paid from March through June 2020.

247ENS established two temporary programs, one for schools and one for CACFP programs, to provide the
reimbursement funds. To participate in these programs, state agencies were required to submit an application to FNS by
February 25, 2021, and an implementation plan by April 26, 2021, showing how the state would calculate and disburse
payments. In June 2021, state nutrition officials for the four states we interviewed said that they had not received these
funds from FNS, so they had not been able to disburse funds to local program operators. However, FNS reported that as
of August 11, 2021, it had disbursed funds to 52 state agencies.
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to serve meals during the pandemic. However, they, along with officials from state child nutrition
agencies and anti-hunger organizations in all four states, identified challenges related to the
rollout of waivers. These challenges included the timing of waiver announcements and extensions,
interpreting the waivers, delays in waiver-related guidance documents, and keeping up with the
number of waivers announced.

State and local officials said that dealing with such challenges exhausted their financial and staff
resources and made it difficult to plan for meal service and communicate accurate information to
families. Officials from the Boys and Girls Clubs of America said that implementation of waivers
was confusing for many of their clubs that operate under both SFSP and CACFP At-Risk because
waivers were not always consistent across programs.

FNS officials told us they are examining potential policy changes, including identifying authority or
legislative action that FNS may need to help prepare for future national emergencies. Additionally,
officials in three of the four state child nutrition agencies and two of the FNS regional offices
suggested that establishing a single emergency child nutrition feeding program or plan could

help streamline the waiver implementation process and reduce the burdens on states and school
district nutrition programs.

Potential to make some flexibilities permanent. Officials of some districts and states told us they
believed that some of the child nutrition flexibilities provided during the pandemic should be
made permanent. For example, officials from two state nutrition offices suggested that FNS should
assess whether there are opportunities to expand off-site monitoring because of the cost and
time savings. In June 2021, FNS officials told us that FNS is gathering information through the SMO
study with the intent of assessing whether any flexibilities could be made permanent.

Methodology

To conduct our work, we reviewed relevant federal laws and agency guidance and documents. We
also reviewed the most recent data available from FNS on meals served through child nutrition
programs. To assess the reliability of these data, we reviewed existing information about the data
and FNS'’s reporting processes, interviewed agency officials, and conducted manual testing of the
data. We determined the data were sufficiently reliable for our purposes.

We also interviewed officials from FNS’s National Office and four of its regional offices.
Additionally, we interviewed state nutrition directors and officials representing anti-hunger
organizations from four states—Georgia, Maine, Texas, and Washington, which we selected in
part on the basis of variation in geographic location and school operating policies at the time of
selection—as well as district nutrition officials from three school districts in each state. Further,
we interviewed officials from the Boys and Girls Clubs of America, the National CACFP Association,
and the School Nutrition Association to gain additional perspectives on feeding children in and
outside school settings. The information gathered from these interviews is intended to provide
examples of experiences of meal operators, states, FNS officials, and nutrition organizations
during the COVID-19 pandemic and is not intended to be representative.
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Agency Comments

We provided FNS and the Office of Management and Budget with a draft of this enclosure.
FNS provided technical comments, which we incorporated as appropriate. Although it did not
provide a formal letter, FNS stated in it technical comments that it generally concurred with
our recommendation. FNS also said that the COVID-19 pandemic may continue to affect Child
Nutrition program operations.

FNS stated that it is developing a plan to interview every state agency to determine how they used
waivers to operate and administer all Child Nutrition programs during the COVID-19 pandemic.
According to FNS, it will evaluate the information it collects to capture crucial information, lessons
learned, and best practices to inform future policy making. FNS also stated that in fiscal year

2022 it will gather information from stakeholders at conferences to obtain perspectives of key
stakeholders such as CACFP institutions and nonschool SFSP sponsors.

We are encouraged by FNS’s plans to gather local perspectives directly from such stakeholders.

Given the various efforts FNS is planning, we believe that now is an appropriate time to document
the agency’s plans to analyze lessons learned during the pandemic.

GAO’s Ongoing Work
Our work on FNS’s response to COVID-19 through its nutrition assistance programs, including child

nutrition, is ongoing. We will continue to examine FNS’s use of COVID-19 relief funds, its efforts to
ensure program integrity, and its efforts to help vulnerable populations access the programs.
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Unemployment Insurance Programs

Although fewer weekly claims for regular and CARES Act unemployment insurance benefits were
submitted during summer 2021 than earlier in the pandemic, millions of unemployed workers
continued to claim the CARES Act benefits until those programs ended in early September. The
historic numbers of claims during the pandemic contributed to challenges—such as delayed
benefit payments and increased amounts of overpayments—that have implications for future
crises.

Entity involved: Department of Labor

Background

The unemployment insurance (Ul) system is a federal-state partnership that provides temporary
financial assistance to eligible workers who become unemployed through no fault of their

own. States design and administer their own Ul programs within federal parameters, and the
Department of Labor (DOL) oversees states’ compliance with federal requirements, such as by
ensuring that states pay benefits when they are due. Regular Ul benefits—those provided under
the state Ul programs in place before the CARES Act was enacted—are funded primarily through
state taxes levied on employers and are intended to typically be lower than a claimant’s previous

employment earnings, according to DOL.?4®

The CARES Act created three federally funded temporary Ul programs that expanded benefit
eligibility and enhanced benefits, which were amended by the Consolidated Appropriations Act,
2021 and the American Rescue Plan Act of 2021.24° These programs expired on September 6,
2021, although some states ended their participation before that date.

1. Pandemic Unemployment Assistance (PUA) authorized Ul benefits for individuals not
otherwise eligible for Ul benefits, such as self-employed and certain gig economy workers,

who were unable to work as a result of specified COVID-19-related reasons.?>9

24870 pe eligible for regular Ul benefits, applicants generally must be able and available to work and actively seeking
work. 42 U.S.C. § 503(a)(12). Administration of the regular Ul program is financed by a federal tax on employers,
according to DOL.

249The CARES Act also addressed other aspects of the Ul system, such as authorizing certain flexibilities for states to
hire additional staff and funding for Short-Time Compensation programs. In addition to the CARES Act, the Families
First Coronavirus Response Act provided up to $1 billion in emergency grant funding to states in fiscal year 2020 for Ul
administrative purposes. In addition, on August 8, 2020, the President signed a memorandum directing the Department
of Homeland Security’s Federal Emergency Management Agency (FEMA) to provide up to $44 billion in lost wages
assistance. Pursuant to the presidential memorandum, upon receiving a FEMA grant, states and territories could provide
eligible claimants $300 or $400 per week—which included a $300 federal contribution—in addition to their Ul benefits.
The White House, Memorandum on Authorizing the Other Needs Assistance Program for Major Disaster Declarations Related
to Coronavirus Disease 20719 (Aug. 8, 2020). FEMA approved 53 states and territories to provide lost wages assistance to
eligible claimants for a maximum of 6 weeks of unemployment experienced from the week ending on August 1, 2020,
through the week ending on September 5, 2020. These 53 states and territories included the District of Columbia. For
the purpose of this enclosure, we categorize the District of Columbia as a state.

230At the time of the program’s expiration, PUA generally authorized up to 79 weeks of benefits. Pub. L. No. 117-2, §
9011(a), (b), 135 Stat. 4, 118; Pub. L. No. 116-260, div. N, tit. Il, 8 201(a), (b), 134 Stat. 1182, 1950-1951 (2020); Pub. L.
No. 116-136, § 2102, 134 Stat. 281, 313 (2020).
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2. Federal Pandemic Unemployment Compensation (FPUC) generally authorized an additional
weekly benefit for individuals who were eligible for weekly benefits under the regular Ul and

CARES Act Ul programs.2'

3. Pandemic Emergency Unemployment Compensation (PEUC) generally authorized additional
weeks of Ul benefits for those who had exhausted their regular Ul benefits.2>2

In addition, the Consolidated Appropriations Act, 2021 created the Mixed Earner Unemployment
Compensation (MEUC) program, which was extended by the American Rescue Plan Act of 2021.2>3
According to DOL, the MEUC program was intended to cover regular Ul claimants whose benefits
do not account for significant self-employment income and who thus may have received a lower

regular Ul benefit than they would have received had they been eligible for PUA.2>*

During the pandemic, regular Ul claimants who exhausted their regular Ul and PEUC benefits
in certain states also had access to the Extended Benefits program. The program, which existed
before the pandemic and provides up to an additional 13 or 20 weeks of benefits, is activated in

states during periods of high unemployment, according to DOL.23>
Overview of Key Issues

About half of the states stopped participating in at least one CARES Act Ul program before
the programs expired in September 2021. As of August 17, 2021, 26 states had announced their

25TFpycC generally authorized an additional $600 benefit through July 2020 as well as an additional $300 benefit for
weeks beginning after December 26, 2020, through the end of the program. Pub. L. No. 117-2, 8 9013, 135 Stat. 4,
119; Pub. L. No. 116-260, div. N, tit. Il, § 203, 134 Stat. 1182, 1953; Pub. L. No. 116-136, § 2104, 134 Stat. at 318.

252t the time of the program’s expiration, PEUC generally authorized an additional 53 weeks of benefits for
claimants who were fully unemployed. Pub. L. No. 117-2, § 9016(a), (b), 135 Stat. 4, 119-120; Pub. L. No. 116-260, div.
N, tit. Il, 8 206(a), (b), 134 Stat. 1182, 1954; Pub. L. No. 116-136, § 2107, 134 Stat. at 323.

253The MEUC program, which was voluntary for states, authorized an additional $100 weekly benefit for certain Ul
claimants who received at least $5,000 of self-employment income in the most recent tax year prior to their application
for Ul benefits. Pub. L. No. 117-2, 8 9013(a), 135 Stat. 4, 119; Pub. L. No. 116-260, div. N, tit. I, 8 261(a)(1), 134 Stat. 1182,
1961. The $100 weekly benefit was in addition to other Ul benefits received by claimants; however, individuals receiving
PUA benefits could not receive MEUC payments.

254According to DOL, 51 states and territories elected to participate in the MEUC program, and Idaho and South

Dakota opted not to participate. However, 23 states terminated their participation in June or July 2021, before the
program expiration date, and one intended to terminate participation but did not because of litigation at the state level,
according to DOL. The remaining 27 states and territories continued participating in the MEUC program until it expired
in September 2021. According to DOL, as of August 30, 2021, 1 week before the MEUC program expired, the following 18
states and territories had not begun paying benefits: Colorado, Georgia, Illinois, lowa, Kansas, Louisiana, Nevada, New
Jersey, Ohio, Oklahoma, Oregon, Rhode Island, Texas, the U.S. Virgin Islands, Vermont, Washington, West Virginia, and
Wyoming. Before paying any benefits, Wyoming submitted notice to DOL that it planned to return all MEUC funds and
not operate the program, according to DOL.

235poL reported that as of September 26, 2021, the Extended Benefits program was activated in four states and
territories because of high levels of unemployment. The Extended Benefits program was activated in all states except
South Dakota at some point during the pandemic, according to DOL. If unemployment was not high enough to activate
the Extended Benefits program in a state, or if regular Ul claimants exhausted their PEUC and Extended Benefits, they
may have been eligible for PUA benefits if they also met PUA eligibility requirements.
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intention to terminate participation in at least one of these programs.?® For example, according
to DOL, all 26 of these states notified DOL that they intended to end participation in the FPUC
program, and 22 notified DOL that they also intended to end participation in the PEUC and PUA
programs.?>’ Of these 26 states, 24 proceeded to terminate their participation in these programs
between mid-June and late July, according to DOL.2>8 For the week ending on June 12, 2021,

DOL reported that 1.8 million continued claims for PUA and PEUC benefits were submitted in
states that proceeded to terminate these programs over the next several weeks. This suggests
that demand for these benefits likely would have continued if these states had not ended their

participation.?>®

In public announcements, states generally cited labor shortages among their reasons for
withdrawing from the CARES Act Ul programs. However, preliminary data from DOL’s Bureau of
Labor Statistics (BLS) do not show an association between termination of participation in these
programs and reductions in states’ unemployment rates.2%9 Also, initial results from our review of
the economic literature suggest that expanded Ul benefits during the pandemic generally did not
discourage unemployed workers from returning to work; however, this conclusion could shift over
time with changes in economic conditions.?¢’

2365tates participated in these Ul programs under agreements with the Secretary of Labor. According to DOL, states
were permitted to terminate, on providing 30 days’ written notice to DOL, their participation in the FPUC, PEUC, PUA,
and MEUC programs before the programs expired.

257The 22 states that submitted notice of their intent to withdraw from FPUC, PEUC, and PUA are Alabama, Arkansas,
Georgia, Idaho, Indiana, lowa, Louisiana, Maryland, Mississippi, Missouri, Montana, Nebraska, New Hampshire, North
Dakota, Oklahoma, South Carolina, South Dakota, Tennessee, Texas, Utah, West Virginia, and Wyoming. The four states
that submitted notice of their intent to withdraw only from FPUC are Alaska, Arizona, Florida, and Ohio. According to
DOL, 24 of these 26 states also submitted notice of their intent to withdraw from the MEUC program; the other two
states (Idaho and South Dakota) had not been participating in the MEUC program.

258According to DOL, Indiana and Maryland announced their intent to terminate participation in the FPUC, PEUC, and
PUA programs but, because of litigation at the state level, did not end their participation before the programs expired.

259According to DOL, after filing an initial claim to establish eligibility for Ul benefits, individuals then generally file

a continued claim on a weekly basis to claim benefits for the preceding week of unemployment. According to DOL,
individuals did not submit claims for FPUC, and states added FPUC payments to existing regular Ul, PUA, or PEUC claims.
Nineteen of the 20 states that terminated the PUA and PEUC programs between mid-June and late July 2021 reported
PUA and PEUC continued claims for the week ending on June 12, 2021. These 19 states include Georgia, which reported
PUA but not PEUC continued claims data. The remaining state, Mississippi, did not report PUA or PEUC claims data.

The number of continued claims provides some indication of the number of claimants potentially affected by these
terminations; however, the number of continued claims is not an approximation of the number of unique individuals
filing these claims, because individuals sometimes submitted multiple continued claims in a single period for multiple
prior weeks of unemployment.

260According to BLS data, only six of the 24 states that terminated participation in the CARES Act Ul programs in June
had statistically significant decreases in their unemployment rates from June to July 2021. Two additional states that
terminated participation in these programs in July also had statistically significant decreases in their unemployment
rates from June to July 2021. However, given the short time frame, an association between program termination in July
and a decrease in the unemployment rate from June to July is unlikely. Furthermore, BLS data show that 10 of the 29
states and territories that did not terminate participation in the CARES Act Ul programs also had statistically significant
decreases in their unemployment rates from June to July 2021. These BLS data include states’ unemployment rates from
July 2021, 1 month after states began terminating participation in the CARES Act Ul programs, and BLS did not take into
account potential explanatory factors. Data are preliminary and may change in future months. See Bureau of Labor
Statistics, “News Release: State Employment and Unemployment—july 2021,” Aug. 20, 2021.

26TEor example, one study found that over half of all unemployed individuals receiving the $600 FPUC supplement
returned to work before the supplement expired at the end of July 2020. See Peter Ganong et al., Spending and job

Page 171 GAO-22-105051



In July 2021, DOL issued guidance to states regarding their responsibilities after they stopped
participating in the CARES Act Ul programs or after the programs expired, whichever came first.262
For example, states must process and pay PUA, FPUC, PEUC, and MEUC benefits to eligible
claimants for all weeks of unemployment before the programs ended. In addition, for 30 days
after the PUA program ended, states were required to continue accepting new PUA applications
for weeks of unemployment before the program ended. States were also required to accept new
PEUC and MEUC applications for weeks of unemployment before those programs ended, if state
law allowed claims to be backdated.

In August 2021, the Secretary of the Treasury and the Secretary of Labor issued a joint letter to
Congress affirming that states can use American Rescue Plan Act of 2021 funding to provide
additional weeks of Ul benefits to workers whose benefits expired in September and to workers
who are not covered by the regular Ul program.

Although claims for Ul benefits were generally lower during summer 2021, overall demand
for benefits remained high through early September. During the week ending on September
25,2021, DOL reported that 298,255 initial claims for regular Ul benefits were submitted
nationwide, which was close to the lowest number since the surge of initial claims at the beginning
of the pandemic.?3 DOL reported that more than 100,000 initial claims for PUA benefits were

submitted nationwide during each week in August 2021; the PUA program expired on September
6.264

Despite the overall decline in initial claims since the beginning of the pandemic, initial claims
throughout summer 2021 remained at a level that indicated more Americans were continuing
to experience job losses than was typical in the year before the pandemic.?%®> For example, the
number of initial claims for regular Ul benefits submitted each week from late June through late
September ranged from about 55 percent to more than 100 percent higher than the number of
initial claims submitted during the corresponding weeks in 2019.

Search Impacts of Expanded Unemployment Benefits: Evidence from Administrative Micro Data, Working Paper No. 2021-19
(Chicago: Becker Friedman Institute for Economics, University of Chicago, February 2021). An update to this study
concluded that unemployment supplements were not the key driver of the job-finding rate through April 2021. See
Peter Ganong et al., Micro and Macro Disincentive Effects of Expanded Unemployment Benefits (July 29, 2021). In addition,

a Federal Reserve Board survey conducted in November 2020 found that unemployed workers most commonly cited
health limitations, an inability to find work, and child care or family obligations as reasons for not returning to work. The
survey question did not include expanded Ul benefits as a potential response. See Board of Governors of the Federal
Reserve System, Economic Well-Being of U.S. Households in 2020 (May 2021).

262Department of Labor, State Responsibilities after the Temporary Unemployment Benefit Programs under the Coronavirus
Aid, Relief, and Economic Security (CARES) Act, as Amended, End Due to State Termination of Administration or When the
Programs Expire, UIPL 14-21, Change 1 (Washington, DC: July 12, 2021).

263An initial claim is the first claim filed by an individual to determine eligibility for Ul benefits after separating from an
employer. Initial claims counts presented are not seasonally adjusted, and counts for the week ending on September 25,
2021, reflect advance initial claims, which are preliminary and subject to revision. In some cases, advance initial claims
represent estimates submitted by states that are later revised.

264During the week ending on September 4, 2021, DOL reported that 94,638 initial PUA claims were submitted
nationwide. For 30 days after the PUA program ended, states were required to continue accepting new PUA applications
for weeks of unemployment before the program ended. During the week ending on September 25, 2021, DOL reported
that 16,752 initial PUA claims were submitted nationwide.

2655ee the enclosure on Economic Indicators in appendix | for more information about economic conditions during
summer 2021.
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According to DOL officials, the number of continued claims may be a better measure of continuing
demand for benefits than the number of initial claims. For example, states and territories reported
that during the week ending on September 11, 2021, about 2.5 million continued claims were
submitted for regular Ul benefits and 431,340 continued claims were submitted for Extended
Benefits.2%°

The number of regular Ul continued claims submitted each week declined overall after the peak in
late April and early May 2020 through September 2021 (see figure). Although some of this decline
was due to claimants’ finding employment, the decline was also likely due to other factors, such
as claimants’ exhausting regular Ul benefits and beginning to claim PEUC or other benefits.2¢’

For example, the persistently high numbers of PEUC continued claims from fall 2020 through the
program’s expiration in early September 2021 suggest that many individuals were experiencing
long-term unemployment and had likely exhausted their regular Ul benefits.2%8

2665tates also reported that about 44,000 continued claims were submitted in other programs, including those for
federal employees and newly discharged veterans, state additional benefit programs, and Short-Time Compensation or
work-sharing, during the week ending on September 11, 2021. In addition, states reported continued claims submitted
that week for the PUA and PEUC programs, which had expired on September 6, 2021. These continued claims were likely
for weeks of unemployment before the programs expired.

267 pfter exhausting regular Ul benefits—generally available for up to 26 weeks in most states, according to
DOL—eligible individuals were generally able to apply for (1) PEUC; then (2) the Extended Benefits program, if activated
in a state; and finally, in certain circumstances, (3) PUA benefits. According to DOL, individuals did not submit claims for
FPUC, and states added FPUC payments onto existing regular Ul, PUA, or PEUC claims.

268 jits Employment Situation news releases, BLS defines the long-term unemployed population as those who are
jobless for 27 weeks or more.
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Weekly Continued Claims Submitted Nationwide for Regular Unemployment Insurance, Pandemic Emergency
Unemployment Compensation, and Extended Benefits, Mar. 1, 2020-Sept. 4, 2021

Weekly continued claims
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Source: GAQ analysis of Depariment of Labor data on continued claims under the regular unemployment insurance (Ul), Pandemic Emergency Unemployment Compensation (PEUC), and
Extended Benefits programs. | GAO-22-105051

Note: After exhausting regular Ul benefits—generally available for up to 26 weeks in most states, according to the Department
of Labor (DOL)—eligible individuals were generally able to apply for (1) PEUC and then (2) the Extended Benefits program, if
activated in a state. The weekly counts of continued claims shown are not seasonally adjusted. Counts are from DOL data that
include any adjustments submitted by states as of September 30, 2021. All 53 states and territories reported regular Ul claims
in each week shown. The number of states and territories reporting PEUC claims varied by week; for example, fewer than half
of the states and territories reported data before mid-May 2020 and at least 50 states and territories reported data each week
from mid-July 2020 through mid-June 2021, when certain states began terminating their PEUC programs. The number of states
reporting Extended Benefits claims each week varied, partly on the basis of the number of states with the program activated
each week. The Extended Benefits program, which existed before the pandemic, is activated in states during periods of high
unemployment, according to DOL.

During the week ending on September 4, 2021, before the pandemic Ul programs expired on
September 6, states and territories reported about 8.5 million continued claims submitted in
the PUA and PEUC programs. This large number of claims, in addition to the approximately

2.4 million regular Ul continued claims submitted that same week, suggests that demand for
unemployment benefits remained high as the CARES Act Ul programs expired. During the week
ending on September 4, 2021, regular Ul continued claims were about 81 percent lower than in
the corresponding week of 2020 but were about 62 percent higher than in the corresponding
week of 2019, before the pandemic.

As we have previously reported, because of backlogs in processing historic numbers of claims in

many states, among other data issues, the number of continued claims did not approximate the
number of individuals claiming benefits during the pandemic. For example, backlogs in claims
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processing led to individuals submitting claims for multiple weeks of benefits in a single reporting
period, which states counted as multiple claims for that reporting period, particularly in the PUA
program. As a result, reliable conclusions about trends in the number of individuals claiming
benefits cannot be drawn from data on continued claims.

Although the timeliness of regular Ul first payments improved through early 2021, it has
generally declined since April 2021, and some claimants still face substantial delays in
receiving benefits. The timeliness of first payments of regular Ul benefits declined substantially
early in the pandemic, as states faced extensive claims-processing backlogs resulting from
historically high numbers of claims.?%® As we have previously reported, first-payment timeliness
nationwide improved from fall 2020 through January 2021. Subsequently, regular Ul first-payment
timeliness nationwide fluctuated from February through April 2021, then generally declined
through August 2021.270 First-payment timeliness was about 23 percentage points lower in August
than in January 2021 (see figure).

269pOL monitors timeliness of benefit payments in the regular Ul program. One of DOL’s core performance measures
is the percentage of all regular Ul first payments made within either 14 or 21 days of the first week of benefits for
which claimants are eligible; DOL considers 87 percent to be an acceptable level of performance. DOL uses 14 days

as the timeliness goal for states with a waiting week requirement and uses 21 days for states without a waiting week
requirement. According to DOL, some states require individuals who are otherwise eligible for benefits to serve a
waiting period—generally 1 week—before receiving benefits. In its guidance released at the start of the pandemic, DOL
recommended that states consider temporarily waiving their waiting week requirements. Thus, we focus on payments
made within 21 days. We analyzed first-payment timeliness data that states had reported to DOL as of September 27,
2021. At that point, 52 of the 53 states and territories had reported data for August 2021 and all 53 had reported data
for July 2021 and prior months.

270The extension of the CARES Act Ul programs at the end of 2020, according to DOL officials, may have affected
payment timeliness because states had to reassign staff and focus resources on implementing new program
requirements.
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Timeliness of First Payments of Regular Unemployment Insurance (Ul) Benefits, Jan. 2020-Aug. 2021
Percentage of regular Ul first benefits paid within 21 days (nationwide)
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Source: GAD analysis of Department of Labor data on timeliness of first benefits paid for regular Ul | GAO-22-105051

Note: We analyzed Ul first-payment timeliness data that states had reported to the Department of Labor (DOL) as of September
27,2021. At that point, 52 of the 53 states and territories had reported data for August 2021 and all 53 had reported data

for July 2021 and prior months. One of DOL’s core performance measures is the percentage of all regular Ul first payments
made within either 14 or 21 days of the first week of benefits for which claimants are eligible, depending on whether the

state requires that individuals who are otherwise eligible for benefits serve a waiting period—generally 1 week—before
receiving benefits. We focus on payments made within 21 days because in guidance released at the start of the pandemic, DOL
recommended that states consider temporarily waiving their waiting week requirements. According to DOL, states must pay at
least 87 percent of regular Ul claims within 14 or 21 days to reach an acceptable level of performance.

According to DOL officials, when they asked officials in some states about the reasons for the
decrease in timeliness in May and June 2021, they cited the additional time and effort needed to
process backlogs of claims needing adjudication and appeals, decreased numbers of staff, and
enhanced fraud prevention efforts that have resulted in more adjudication issues for states to
resolve. In some states, many regular Ul claimants continue to face delays before receiving their
first payments. For example, in 16 states, at least half of regular Ul claimants who received their
first benefits in August 2021 had been waiting longer than 3 weeks. In addition, nationwide, about
21.7 percent of regular Ul claimants who received their first benefits in August 2021 had been
waiting longer than 10 weeks. By comparison, of the regular Ul claimants nationwide who received
their first benefits in March 2020, less than 3 percent had been waiting longer than 3 weeks and
less than 1 percent longer than 10 weeks.

The number of states holding federal loans to pay Ul benefits, and the total amount of
these loans, decreased slightly in late summer 2021.2”" Because of persistently high numbers

27TWhile the CARES Act Ul programs are federally funded, regular Ul is funded primarily through state and federal
taxes on employers. When a state exhausts the funds available for regular Ul benefits, it may borrow from the federal
government. According to DOL data, even before the pandemic, many states were not collecting enough Ul tax revenue
to satisfy the solvency standard specified in DOL regulations providing for interest-free loans to states. See 20 C.F.R. §
606.32 (2019).
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of Ul claims during the pandemic, some states have held substantial federal loans to pay Ul
benefits. As of September 24, 2021, 12 states and territories held federal loans totaling about
$45.3 billion. This total loan balance is approximately $8.2 billion less than we reported in July

2021, and seven states that previously held these loans have repaid them.?72

As we have previously reported, some states have used their Coronavirus Relief Fund payments,
under guidance from the Department of the Treasury, to pay for Ul benefits in order to reduce or
prevent loan balances and avoid possible future increases in employer tax rates.?’ Generally, if a
federal loan balance to pay Ul benefits is held by a state for 2 or more years, the rate of the federal
tax on employers that is used to fund the Ul program will increase.?’4 States may continue to use
these Coronavirus Relief Fund payments for expenses through the end of 2021.27> In addition,

the American Rescue Plan Act of 2021 provided funds to states, local governments, territories,

and tribal governments. States and territories may use these funds, under an interim final rule
from the Department of the Treasury, to restore their Ul trust funds or to repay federal loan
balances.?’®

States have continued to identify overpayments in the regular Ul and CARES Act Ul
programs, and 30 states are reporting data to DOL on recovered PUA overpayments. DOL
reported that as of September 27, 2021, states and territories had identified approximately
$18.3 billion in overpayments made in Ul programs during the first 5 quarters of the pandemic

272t the end of 2010, after the 2007-2009 recession and early recovery, 30 states and territories held approximately
$40.2 billion in federal loans to pay Ul benefits. We did not adjust this 2010 loan balance amount for inflation. According
to the National Bureau of Economic Research, the 2007-2009 recession began in December 2007 and ended in June
2009. The total loan balance held by states at the end of 2010 represented the highest year-end balance from the
2007-20009 recession until 2020. Total loan balances fluctuate throughout any given year.

273The CARES Act established the $150 billion Coronavirus Relief Fund to provide payments to state, local, territorial,
and tribal governments to cover the costs of necessary expenditures incurred because of the COVID-19 pandemic. Pub.
L. No. 116-136, 8 5001, 134 Stat. 281, 501-504. In its guidance on the Coronavirus Relief Fund, the Department of the
Treasury reported that states may use this funding to make payments to their state Ul trust funds to prevent expenses
related to the COVID-19 public health emergency from causing these Ul trust funds to become insolvent. On January
15,2021, the Department of the Treasury republished in a final form the guidance it had previously made available

on its website regarding the Coronavirus Relief Fund. Prior to publication in the Federal Register, the last version of its
guidance and frequently asked questions documents were dated September 2, 2020, and October 19, 2020, respectively.
86 Fed. Reg. 4,182 (Jan. 15, 2021).

274The regular Ul program is primarily funded through state and federal taxes on employers. Under the Federal
Unemployment Tax Act, employers are generally required to pay a federal unemployment tax at a rate of 6.0 percent on
the first $7,000 of wages paid to an employee each year, which funds administrative costs associated with the regular

Ul program and the federal share of benefits paid under the Extended Benefits program, among other things. The
Federal Unemployment Tax Act provides a credit of up to 5.4 percent against federal tax liability to employers who

pay state taxes timely under an approved state Ul program. If a state has outstanding loan balances on January 1 for

2 consecutive years and does not repay the full amount of its loans by November 10 of the second year, the Federal
Unemployment Tax Act credit rate for employers in that state will be reduced. Thus, the federal taxes paid by employers
will increase, all else being equal.

275The Department of the Treasury reported that as of December 31, 2020, it had obligated all of the $150 billion from
the Coronavirus Relief Fund to state, local, territorial, and tribal governments. The Consolidated Appropriations Act, 2021
extended the period for states and other entities to use these funds through December 31, 2021. Pub. L. No. 116-260,
div. N, tit. X, § 1001, 134 Stat. 1182, 2145.

276Coronavirus State and Local Fiscal Recovery Funds, 86 Fed. Reg. 26,786, 26,822 (May 17, 2021). Funds may be used to
restore a state’s unemployment trust fund to its balance on January 27, 2020, or to pay back advances received for the
payment of benefits between January 27, 2020, and May 17, 2021. 31 C.F.R. § 35.6(b)(5).
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combined (April 2020 through June 2021).2’7 These reported overpayments are not necessarily a
result of fraud, though some may be.2’8 This $18.3 billion in reported overpayments includes

* $6.3 billion in FPUC overpayments,?’?

* $6.0 billion in PUA overpayments,?80

$5.4 billion in regular Ul and Extended Benefits overpayments, and

* $0.7 billion in PEUC overpayments.?®'

States and territories may waive and not recover overpayments in certain circumstances.?8? States
and territories reported waiving about $0.2 billion of regular Ul, Extended Benefits, PEUC, and

277 s we have previously reported, DOL data show that the dollar amount of state-reported overpayments in the
regular Ul program increased substantially during the pandemic, coinciding with historically high numbers of Ul claims.
States have also reported large amounts of overpayments in the CARES Act Ul programs. Regarding underpayments,
states do not report the actual amount of underpayments to DOL. However, states estimate underpayments based on
representative samples of paid and denied regular Ul claims and report these estimates to DOL. In calendar year 2020,
states estimated about $696 million in regular Ul underpayments, although this estimate does not include the second
quarter (April 1, 2020, through June 30, 2020). According to DOL officials, DOL provided operational flexibilities to states
in response to the pandemic by temporarily suspending this sampling process during the second quarter of 2020 to
allow states to implement the CARES Act Ul programs.

278\While overpayments may be caused by unintentional error, fraud involves obtaining something of value through
willful misrepresentation. Whether an act is fraudulent is determined through the judicial or other adjudicative systems.

273FPUC benefits are paid in addition to other Ul benefits. About 93 percent of reported FPUC overpayment
amounts were paid on regular Ul or PUA claims.

280states and territories report PUA overpayments data to DOL on a monthly basis, and the total amount shown
includes overpayments related to identity theft. We accessed the PUA overpayments data on September 27,

2021; these data are subject to change as more states report data and as states revise previously reported data.
For consistency with the regular Ul overpayment data, which states and territories report on a quarterly basis,

the PUA overpayment amount shown is for April 2020 through June 2021. As of September 27, 2021, 42 states

and territories had reported an additional approximately $1.4 billion of PUA overpayments identified in July and
August 2021. The number of states and territories that have reported PUA overpayments data varies by month; for
example, 18 reported overpayment amounts in April 2020, 41 reported overpayment amounts in July 2021, and 20
reported overpayment amounts in August 2021.

281Because overpayment amounts by program are rounded to billions of dollars, the sum of these rounded
amounts differs from the total overpayment amount. States and territories report regular Ul, Extended Benefits,
PEUC, and FPUC overpayments data to DOL on a quarterly basis. We accessed the data on September 27, 2021. At
that point, not all states and territories had reported overpayment amounts for all programs in all quarters. States
and territories may revise the amount of overpayments they have identified for 3 years after the reporting quarter,
according to DOL. For this report, we excluded overpayments related to emergency unemployment compensation
programs prior to the pandemic. Thus, the totals we calculate differ slightly from those available on DOL’s Ul
overpayment recovery website, which, according to DOL officials, include nonpandemic emergency programs, such
as those enacted during the 2007-2009 recession.

282According to DOL, states generally may waive a nonfraud overpayment, in accordance with state law, if the
overpayment was not the fault of the claimant and if requiring repayment would be against equity and good conscience
or would otherwise defeat the purpose of the Ul law. States were authorized to waive PUA overpayments under the
Consolidated Appropriations Act, 2021. According to this act, if an individual receives PUA benefits they were not entitled
to, the state must generally require such individuals to repay the amount; however, the state can waive that requirement
if the individual was without fault and repayment would be contrary to equity and good conscience. Pub. L. No. 116-260,
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FPUC overpayments during the first 5 quarters of the pandemic combined (April 2020 through
June 2021).283 In response to a recommendation in our March 2021 report, DOL updated state
reporting requirements for the PUA program in September 2021 to include the collection of data
on waived PUA overpayments.284

In late May 2021, DOL’s Office of Inspector General (OIG) reported, among other things, that some
states did not perform required overpayment recovery activities.?8> Specifically, DOL’s OIG found
that 19 states (38 percent) did not perform the required overpayment recovery activities, such

as benefit offsets, for the recipients to repay the Ul overpayments.?8® The OIG further reported
that once states identify overpayments, it is essential that they complete recovery activities to
mitigate the risk of financial loss as a result of overpaid claims.?8” The OIG recommended that
DOL assist states with reporting of claims, overpayments, and fraud to create clear and accurate
information and then use the overpayment and fraud reporting to prioritize and assist states with
fraud detection and recovery. DOL agreed with the OIG’s recommendation and said it would take
steps to implement the recommendation.

When states and territories recover overpayments, they report the recovered amount in the
period when the recovery occurs. For example, states and territories reported recovering about
$0.4 billion in the PEUC and FPUC programs combined from April 2020 through June 2021 (i.e.,
during the first 5 quarters those programs existed).?88 In response to a recommendation in our
January 2021 report, DOL updated its state reporting requirements for the PUA program to include
the collection of data on recovered PUA overpayments. As of September 27, 2021, 30 states had

div. N, tit. I, 8 201(d), 134 Stat. 1182, 1952. According to DOL, states are able to retroactively waive PUA overpayments
from the beginning of the program onward.

283\e accessed the waived overpayments data on September 27, 2021; these data are subject to change as more states
and territories report data and as states and territories revise previously reported data.

284Department of Labor, Pandemic Unemployment Assistance (PUA) Program: Updated Operating Instructions and Reporting
Changes, UIPL 16-20, Change 6 (Washington, DC: Sept. 3, 2021).

285Department of Labor, Office of Inspector General, COVID-19: States Struggled to Implement CARES Act Unemployment
Insurance Programs, Report No. 19-21-004-03-315 (Washington, DC: May 28, 2021).

286 this case, benefit offsets are benefits withheld by the state agency to satisfy the requirement for the recipient to
repay an overpayment.

287DOL has issued various guidance during the pandemic related to overpayments, including the following: Department
of Labor, Program Integrity for the Unemployment Insurance (Ul) Program and the Ul Programs Authorized by the Coronavirus
Aid, Relief, and Economic Security (CARES) Act of 2020—Federal Pandemic Unemployment Compensation (FPUC), Pandemic
Unemployment Assistance (PUA), and Pandemic Emergency Unemployment Compensation (PEUC) Programs, UIPL 23-20
(Washington, DC: May 11, 2020); Addressing Fraud in the Unemployment Insurance (Ul) System and Providing States with
Funding to Assist with Efforts to Prevent and Detect Fraud and Identity Theft and Recover Fraud Overpayments in the Pandemic
Unemployment Assistance (PUA) and Pandemic Emergency Unemployment Compensation (PEUC) Programs, UIPL 28-20
(Washington, DC: Aug. 31, 2020); Benefits Held by Banks and Financial Institutions as a Result of Suspicious and/or Potentially
Fraudulent Activity and the Proportional Distribution Methodology Required for Recovering/Returning Federally Funded
Unemployment Compensation (UC) Program Funds, UIPL 19-21 (Washington, DC: May 4, 2021); and Grant Opportunity to
Support States with Fraud Detection and Prevention, Including Identity Verification and Overpayment Recovery Activities, in All
Unemployment Compensation (UC) Programs, UIPL 22-21 (Washington, DC: Aug. 11, 2021).

288\\e accessed the recovered overpayments data on September 27, 2021; these data are subject to change as more
states and territories report data and as states and territories revise previously reported data.
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reported some data on recovered PUA overpayments, reporting a combined total of about $0.3
billion recovered from April 2020 through June 2021.287

Because of the limited number of states and territories that had reported data on recovered

and waived PUA overpayments to DOL as of September 27, 2021, our related recommendations
remained open. Sustained reporting by more states is needed to help inform DOL, policymakers,
and the public about the amount of PUA overpayments that states have waived and recovered
and about the amount that remains outstanding.

States and territories also report the amounts of fraud overpayments—a subset of the total
overpayment amounts.??® During the first 5 quarters of the pandemic combined (April 2020
through June 2021), states and territories reported about $1.5 billion in overpayments they had
identified as fraud across the Ul programs.?®! However, according to DOL, states do not report
these overpayments as fraud until investigations are complete and fraud has been confirmed,
which may take a long time. As a result, states’ and territories’ ongoing investigations into
whether overpayments were due to fraud could contribute to increasing amounts of fraud
overpayments reported in the coming months. For example, four of the 47 states and territories
that had reported PUA overpayments as of September 27, 2021, had not yet reported any fraud
overpayments.

In addition to reporting overpayments they identify under program requirements, states conduct
independent assessments of representative samples of paid and denied claims of permanent Ul
programs to determine the accuracy of Ul benefit payments and estimate the amount and rate of
improper payments.??? According to DOL, by conducting these assessments, states can develop
and implement corrective actions if the assessments identify improper payments, including
potentially fraudulent payments.??3 For fiscal year 2020, DOL allowed states to suspend these
assessments for 3 months to enable the states to reassign staff to address increased claims

289s of September 27, 2021, states and territories had also reported recovering about $1.6 billion in the regular Ul
and Extended Benefits programs during the first 5 quarters of the pandemic combined (April 2020 through June 2021).
However, the amounts recovered for any quarter may be from overpayments established in many previous periods.
Thus, the total amount does not measure the extent to which overpayments made during the pandemic have been
recovered.

290According to DOL guidance, an overpayment is established when a formal notice of determination has been issued.
Whether an act is fraudulent is determined through the judicial or other adjudicative systems. According to DOL,
because states may use different definitions for categorizing an overpayment as fraudulent, an overpayment that is
classified as fraudulent in one state might not be classified as fraudulent in another state.

29TWe accessed the fraud overpayments data on September 27, 2021; these data are subject to change as more

states and territories report data and as states and territories revise previously reported data. Of the $1.5 billion in
overpayments identified as fraud, states and territories reported about $624 million from FPUC, $587 million from PUA,
$293 million from the regular Ul and Extended Benefits programs, and $33 million from PEUC.

292pp improper payment is defined as any payment that should not have been made or that was made in an incorrect
amount (including overpayments and underpayments) under statutory, contractual, administrative, or other legally
applicable requirements. 31 U.S.C. § 3351(4). For the purpose of producing an improper payment estimate, when the
executive agency cannot determine, due to lacking or insufficient documentation, whether a payment is proper or not,
the payment shall be treated as an improper payment. 31 U.S.C. 8 3352(c)(2).

293The state assessments of improper payments include potential fraud; however, states’ definitions for categorizing an
overpayment as fraudulent may vary.
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volume.?%* According to DOL officials, the methodology for fiscal year 2020, including the 3-month
suspension, was approved by the Office of Management and Budget (OMB) and complied with

OMB guidance.??>

Additionally, as we reported in November 2020, DOL made the decision not to include claims
filed exclusively under the CARES Act Ul programs in its existing program for estimating
improper payments.??® According to DOL officials, because PUA has unique and distinct eligibility
requirements, applying the improper payment methodology for the regular Ul program would
not be appropriate. We also reported that DOL planned to conduct an improper payment risk
assessment after the first year of each CARES Act Ul program’s operations.?%’

In July 2021, DOL officials told us that they were actively planning to conduct an improper
payment risk assessment in accordance with OMB guidance and to then develop improper
payment estimates for CARES Act Ul programs.2%8 Officials also said that DOL had formed a
working group to develop new sampling and investigative methodologies to estimate improper
payments for the PUA program and that DOL planned to extrapolate regular Ul data to the PEUC
program.??? DOL officials stated that they anticipated the new improper payment estimates would
be included in DOL’s fiscal year 2022 agency financial report. We have previously reported that the
identification of improper payments could suggest that a program is vulnerable to fraud; however,
it is important to note that fraud is a specific type of improper payment and that improper
payment estimates are not intended to measure fraud in a particular program.

294poLs fiscal year for reporting improper payment estimates covers July 1 of the previous year through June 30 of the
current year. For example, DOL’s fiscal year 2020 improper payment estimate generally covers July 1, 2019, through June
30, 2020. However, the sampling and investigation program was suspended for the quarter April 1, 2020, through June
30, 2020, because of operational flexibilities provided to states in response to the pandemic, according to DOL.

2931y addition, DOL’s OIG reported that an independent auditor had concluded that DOL had met all the statutory
criteria for compliance with the Payment Integrity Information Act of 2019. The OIG also reported that DOL had received
direction from OMB to utilize the results from the first 3 quarters of the program year for its improper payment
reporting in fiscal year 2020 and that DOL’s decision to suspend fourth quarter program year testing was approved

by OMB. Department of Labor, Office of Inspector General, The U.S. Department of Labor Complied with the Payment
Integrity Information Act for FY 2020, but Reported Unemployment Insurance Information Did Not Represent Total Program
Year Expenses, Report No. 22-21-007-13-001 (Washington, DC: Aug. 6, 2021).

296According to DOL guidance, once a claim was selected for a state’s assessment sample, any dollars provided through
the FPUC program would be calculated as part of the claimant’s Total Whole Amount of Overpayments/Underpayments
as “Federal Supplemental Payment” in addition to dollars provided through the regular Ul program.

297Guidance from OMB states that agency management is responsible for managing payment integrity risks to reduce
improper payments and protect taxpayer funds. According to the guidance, all newly established programs should
complete an improper payment risk assessment after the first 12 months of the program. See Office of Management
and Budget, Appendix C to OMB Circular A-123: Requirements for Payment Integrity Improvement, OMB Memorandum
M-18-20 (Washington, DC: June 26, 2018). In March 2021, OMB issued a revised version of OMB Circular A-123, Appendix
C, effective starting in fiscal year 2021. See Office of Management and Budget, Appendix C to OMB Circular A-123,
Requirements for Payment Integrity Improvement, OMB Memorandum M-21-19 (Washington, DC: Mar. 5, 2021).

298According to OMB guidance, agencies are to develop improper payment estimates for those programs determined to
be susceptible to the risk of significant improper payments. See Office of Management and Budget, Appendix C to OMB
Circular A-123, Requirements for Payment Integrity Improvement, OMB Memorandum M-21-19 (Washington, DC: Mar. 5,
2021).

299p0L officials stated that they do not plan to produce an improper payment estimate for the FPUC program, because
the program augmented benefits under the regular Ul program and CARES Act Ul programs and did not have separate
eligibility requirements.
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For more information about fraud risks in the Ul programs, DOL’s efforts to address potential
fraud, and the extent to which DOL has comprehensively assessed fraud risks, see the enclosure
on Unemployment Insurance Fraud Risk Management in appendix I.

Methodology

To conduct this work, we analyzed regularly reported DOL data for calendar years 2019, 2020, and
2021, having obtained the most recent data on September 30, 2021. We reviewed relevant federal
laws, DOL guidance, and DOL OIG reports. We interviewed DOL officials about program data and
agency actions; we also interviewed DOL OIG officials and National Association of State Workforce
Agencies staff. In addition, we reviewed data file documentation and written responses from DOL
officials. Further, we interviewed DOL officials about the Ul database, PUA claims data files, and
data on outstanding federal loans to pay Ul benefits, specifically related to state-reported data

on claims counts, overpayments, payment timeliness, and loan balance amounts. We examined
the data for outliers, missing values, and errors. We determined that the DOL data we used were
sufficiently reliable for the purposes of this report.

Agency Comments

We provided DOL and OMB with a draft of this enclosure. DOL provided technical comments on
this enclosure, which we incorporated as appropriate. OMB did not provide any comments.

GAO’s Ongoing Work

We continue to examine the implementation and administration of CARES Act Ul programs

and the implications of high claims volumes during the pandemic on the timeliness of benefit
payments and on overall program integrity. We are conducting additional work to examine
selected claimants’ experiences during the pandemic and experiences with accessing CARES

Act Ul programs. We are also continuing to analyze selected states’ data on PUA benefit receipt,
by race and ethnicity, as part of our ongoing work on the PUA program. In addition, we are
examining programmatic risks and challenges for the Ul program as well as options for program
transformation.

GAOQ’s Prior Recommendations

The table below presents our recommendations on Ul programs from prior bimonthly CARES Act
reports.
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Prior GAO Recommendations Related to Unemployment Insurance (Ul) Programs

Recommendation

Status

The Secretary of Labor should ensure the Office of
Unemployment Insurance collects data from states on
the amount of overpayments waived in the Pandemic
Unemployment Assistance (PUA) program, similar to the
regular Ul program (March 2021 report).

Open—partially addressed. The Department of

Labor (DOL) agreed with our recommendation and

on September 3, 2021, issued PUA program guidance
and updated instructions for states to report PUA
overpayments waived. As of September 27, 2021, this
recommendation remained open, as PUA data were not
yet available for September 2021. We will continue to
monitor state reporting of PUA overpayments waived.

The Secretary of Labor should ensure the Office of
Unemployment Insurance collects data from states on the
amount of overpayments recovered in the PUA program,
similar to the regular Ul program (January 2021 report).

Open—partially addressed. DOL agreed with our
recommendation and on January 8, 2021, issued

PUA program guidance and updated instructions for
states to report PUA overpayments recovered. As of
September 27, 2021, only 30 states had begun reporting
some data on the amount of PUA overpayments
recovered. Sustained reporting by more states is
needed to help inform DOL, policymakers, and the
public about the amount of PUA overpayments states
have recovered. We will continue to monitor state
reporting of PUA overpayment recovery data.

The Secretary of Labor should ensure the Office of
Unemployment Insurance pursues options to report the actual
number of distinct individuals claiming benefits, such as by
collecting these already available data from states, starting
from January 2020 onward (November 2020 report).

Page 183

Open—partially addressed. DOL partially agreed
with our recommendation. Specifically, DOL agreed to
pursue options to report the actual number of distinct
individuals claiming Ul benefits. However, DOL did not
agree with the recommended retroactive effective date
of the reporting. In a letter dated March 30, 2021, DOL
stated that it had begun developing a new state report
that would capture data related to distinct individuals
claiming regular Ul benefits; DOL estimated that this
data collection might begin in early 2022. DOL also
reiterated its concerns about the feasibility of states’
reporting this information retroactively, including for
the pandemic Ul programs, without detracting from
their primary obligation for timely and accurate claims
processing.

We maintain that DOL should pursue options to report
the actual number of distinct individuals claiming

Ul benefits, retroactive to January 2020. Even if the
information is unavailable for some time, these data
are vital to understanding how many individuals
received Ul benefits as well as the size of the population
supported by the Ul system during the pandemic. Given
the substantial investment in Ul programs during the
pandemic, an accurate accounting of the size of the
population supported by this funding may be critical

to understanding the efficiency and effectiveness of
the nation’s response to unemployment during the
pandemic. An accurate accounting may also be critical
to helping DOL and policy makers identify lessons
learned about the administration and use of regular
and expanded Ul benefit programs.
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Recommendation

Status

In August 2021, DOL officials said their work on the
new state report that would capture data related to
distinct individuals claiming regular Ul benefits had
been delayed by other competing priorities related to
implementing the American Rescue Plan Act of 2021.
The officials said that in spite of this delay, they hoped
to complete the report by early 2022.

The Secretary of Labor should ensure the Office of

Unemployment Insurance revises its weekly news releases to
clarify that in the current unemployment environment, the
numbers it reports for weeks of unemployment claimed do not
accurately estimate the number of unique individuals claiming

benefits (November 2020 report).

Closed—addressed. DOL’s weekly news release of
December 10, 2020, clarified that the numbers reported
for weeks of Ul benefits claimed do not represent the
number of unique individuals claiming benefits.

The Secretary of Labor should, in consultation with the

Small Business Administration (SBA) and the Department
of the Treasury, immediately provide information to state
unemployment agencies that specifically addresses SBA's
Paycheck Protection Program (PPP) loans, and the risk of

improper payments associated with these loans (June 2020

report).

Closed—addressed. DOL issued guidance on August
12, 2020, clarifying that individuals working full time
and being paid through PPP are not eligible for Ul. The
guidance also clarified that individuals working part
time and being paid through PPP would be subject to
certain state policies, including state policies on partial
unemployment, to determine their eligibility for Ul
benefits. Further, the guidance clarified that individuals
being paid through PPP but not performing any services
would similarly be subject to certain provisions of

state law. Finally, the guidance noted that an individual
receiving full compensation would be ineligible for Ul.

Source: GAO. | GAO-22-105051

Related GAO Products

Management Report: Preliminary Information on Potential Racial and Ethnic Disparities in the Receipt
of Unemployment Insurance Benefits during the COVID-19 Pandemic. GAO-21-599R. Washington, D.C.:

June 17, 2021.

Contact information: Thomas M. Costa, (202) 512-7215, costat@gao.gov
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Unemployment Insurance Fraud Risk Management

The amount of fraudulent and potentially fraudulent activity in unemployment insurance
programs increased substantially after the three CARES Act temporary expansions, relative to the
amount of such activity in the regular unemployment insurance program before the pandemic.
Improper payments have also been a long-standing concern in the regular unemployment
insurance program, suggesting the program may be vulnerable to fraud. The Department of
Labor continues to identify and implement strategies to address potential unemployment
insurance fraud and has ongoing program integrity activities to identify risks. However, it has not
comprehensively assessed fraud risks in alignment with leading practices identified in GAO’s Fraud
Risk Framework, which by law must be incorporated in guidelines established by the Office of
Management and Budget for agencies.

Entity involved: Department of Labor

Recommendations for Executive Action

The Secretary of Labor should designate a dedicated entity and document its responsibilities
for managing the process of assessing fraud risks to the unemployment insurance program,
consistent with leading practices as provided in our Fraud Risk Framework. This entity should
have, among other things, clearly defined and documented responsibilities and authority for
managing fraud risk assessments and for facilitating communication among stakeholders
regarding fraud-related issues.

The Secretary of Labor should identify inherent fraud risks facing the unemployment insurance
program.

The Secretary of Labor should assess the likelihood and impact of inherent fraud risks facing the
unemployment insurance program.

The Secretary of Labor should determine fraud risk tolerance for the unemployment insurance
program.

The Secretary of Labor should examine the suitability of existing fraud controls in the
unemployment insurance program and prioritize residual fraud risks.

The Secretary of Labor should document the fraud risk profile for the unemployment insurance
program.

The Department of Labor neither agreed nor disagreed with our recommendation to designate
a dedicated entity for managing the process for assessing fraud risks within the unemployment
insurance program. The department stated that its Chief Financial Officer and the Employment
and Training Administration’s Assistant Secretary are responsible for risk assessment and
management in the Ul program. However, it is important that, consistent with our Fraud Risk
Framework, the Department of Labor clearly document this designation and these officials’
antifraud responsibilities.
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The Department of Labor neither agreed nor disagreed with our other five recommendations.

The department stated that its current process allows it to identify, evaluate, and manage risks.
However, the department also said it will incorporate the recommended practices and approaches
moving forward.

Background

The unemployment insurance (Ul) system is a federal-state partnership that provides temporary
financial assistance to eligible workers who become unemployed through no fault of their

own. States design and administer their own Ul programs within federal parameters, and the
Department of Labor (DOL) oversees states’ compliance with federal requirements, such as by
ensuring states pay benefits when they are due. Regular Ul benefits—those provided under the
state Ul programs in place before the CARES Act was enacted—are funded primarily through
state taxes levied on employers and are intended to typically be lower than a claimant’s previous
employment earnings, according to DOL.3%0

The CARES Act created three federally funded temporary Ul programs that expanded benefit
eligibility and enhanced benefits, which were amended by the Consolidated Appropriations Act,
2021 and the American Rescue Plan Act of 2021.3%" These programs expired on September 6,
2021, although some states ended their participation before that date.

1. Pandemic Unemployment Assistance (PUA) authorized Ul benefits for individuals not
otherwise eligible for Ul benefits, such as self-employed and certain gig economy workers,
who were unable to work as a result of specified COVID-19-related reasons.3%2

30076 pe eligible for regular Ul benefits, applicants generally must be able and available to work and actively seeking
work. 42 U.S.C. § 503(a)(12). Administration of the regular Ul program is financed by a federal tax on employers,
according to DOL.

307The CARES Act also addressed other aspects of the Ul system, such as authorizing certain flexibilities for states to
hire additional staff and funding for Short-Time Compensation programs. In addition to the CARES Act, the Families
First Coronavirus Response Act provided up to $1 billion in emergency grant funding to states in fiscal year 2020 for Ul
administrative purposes. In addition, on August 8, 2020, the President signed a memorandum directing the Department
of Homeland Security’s Federal Emergency Management Agency (FEMA) to provide up to $44 billion in lost wages
assistance. Pursuant to the presidential memorandum, upon receiving a FEMA grant, states and territories could provide
eligible claimants $300 or $400 per week—which included a $300 federal contribution—in addition to their Ul benefits.
The White House, Memorandum on Authorizing the Other Needs Assistance Program for Major Disaster Declarations Related
to Coronavirus Disease 20719 (Aug. 8, 2020). FEMA approved 53 states and territories to provide lost wages assistance to
eligible claimants for a maximum of 6 weeks of unemployment experienced from the week ending on August 1, 2020,
through the week ending on September 5, 2020. These 53 states and territories included the District of Columbia. For
the purpose of this enclosure, we categorize the District of Columbia as a state.

302At the time of the program’s expiration, PUA generally authorized up to 79 weeks of benefits. Pub. L. No. 117-2, §
9011(a), (b), 135 Stat. 4, 118; Pub. L. No. 116-260, div. N, tit. Il, 8 201(a), (b), 134 Stat. 1182, 1950-1951 (2020); Pub. L.
No. 116-136, § 2102, 134 Stat. 281, 313 (2020).
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2. Federal Pandemic Unemployment Compensation (FPUC) generally authorized an additional
weekly benefit for individuals who were eligible for weekly benefits under the regular Ul and

CARES Act Ul programs.393

3. Pandemic Emergency Unemployment Compensation (PEUC) generally authorized additional
weeks of Ul benefits for those who had exhausted their regular Ul benefits.3%4

In addition, the Consolidated Appropriations Act, 2021 created the Mixed Earner Unemployment

Compensation (MEUC) program, which was extended by the American Rescue Plan Act of 2021.39°
According to DOL, the MEUC program was intended to cover regular Ul claimants whose benefits
do not account for significant self-employment income and who thus may have received a lower

regular Ul benefit than the benefit they would have received had they been eligible for PUA.30°

See the enclosure on Unemployment Insurance Programs in appendix | for additional background
information.

Federal and state entities continue to investigate and report on high levels of fraud, potential
fraud, and fraud risks in the Ul programs.3%7 At the federal level, DOL’s Office of Inspector General
(OIG) and the Department of Justice (DOJ) continue to investigate potential Ul fraud and highlight
the level of fraud, potential fraud, and fraud risks in the Ul programs. As of July 14, 2021, DOL OIG
officials reported that they had opened more than 21,000 complaints and investigations involving
alleged Ul fraud since the pandemic began. The DOL OIG last reported that it had identified and
recovered more than $160 million in Ul fraud, according to the DOL OIG’s website.

303rpyc generally authorized an additional $600 benefit through July 2020 and authorized an additional $300
benefit for weeks beginning after December 26, 2020, through the end of the program. Pub. L. No. 117-2, § 9013,
135 Stat. 4, 119; Pub. L. No. 116-260, div. N, tit. Il, 8 203, 134 Stat. 1182, 1953; Pub. L. No. 116-136, § 2104, 134 Stat.
at 318.

304t the time of the program’s expiration, PEUC generally authorized an additional 53 weeks of benefits for
claimants who were fully unemployed. Pub. L. No. 117-2, § 9016(a), (b), 135 Stat. 4, 119-120; Pub. L. No. 116-260, div.
N, tit. Il, § 206(a), (b), 134 Stat. 1182, 1954; Pub. L. No. 116-136, § 2107, 134 Stat. at 323.

305The MEUC program, which was voluntary for states, authorized an additional $100 weekly benefit for certain Ul
claimants who received at least $5,000 of self-employment income in the most recent tax year prior to their application
for Ul benefits. Pub. L. No. 117-2, 8 9013(a), 135 Stat. 4, 119; Pub. L. No. 116-260, div. N, tit. I, 8 261(a)(1), 134 Stat. 1182,
1961. The $100 weekly benefit was in addition to other Ul benefits received by claimants; however, individuals receiving
PUA benefits could not receive MEUC payments.

306According to DOL, 51 states and territories elected to participate in the MEUC program, and Idaho and South Dakota
opted not to participate. However, 23 states terminated their participation in June or July 2021, before the program
expiration date, and one state intended to terminate participation but did not because of litigation at the state level,
according to DOL. The remaining 27 states and territories continued participating in the MEUC program until it expired
in Sep