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COVID-19

Federal Efforts Could Be Strengthened by Timely and
Concerted Actions

What GAO Found

In the government’s ongoing response to the COVID-19 pandemic, the Congress
and the administration have taken action on multiple fronts to address challenges
that have contributed to catastrophic loss of life and profound economic
disruption. These actions have helped direct much-needed federal assistance to
support many aspects of public life, including local public health systems and
private-sector businesses.

However, the nation faces continued public health risks and economic difficulties
for the foreseeable future. Among other challenges, the public health system,
already strained from months of responding to COVID-19 cases, will face the
additional task of managing the upcoming flu season. At the same time, many of
the federal, state, and local agencies responsible for responding to the ongoing
public health emergency are called on to prepare for and respond to the current
hurricane season. Timely and concerted federal leadership will be required in
responding to these and other challenges.

GAO has identified lessons learned and issues in need of continued attention by
the Congress and the administration, including the need to collect reliable data
that can drive decision-making; to establish mechanisms for accountability and
transparency; and to protect against ongoing cyber threats to patient information,
intellectual property, public health data, and intelligence. Attention to these
issues can help to make federal efforts as effective as possible.

GAO has also identified a number of opportunities to help the federal government
prepare for the months ahead while improving the ongoing federal response:

Medical Supply Chain

The Department of Health and Human Services (HHS) and the Federal
Emergency Management Agency (FEMA), with support from the Department of
Defense (DOD), have taken numerous, significant efforts to mitigate supply
shortages and expand the medical supply chain. For example, the agencies have
coordinated to deliver supplies directly to nursing homes and used Defense
Production Act authorities to increase the domestic production of supplies.

However, shortages of certain types of personal protective equipment and testing
supplies remain due to a supply chain with limited domestic production and high
global demand. The Food and Drug Administration (FDA) and FEMA have both
identified shortages, and officials from seven of the eight states GAO interviewed
in July and August 2020 identified previous or ongoing shortages of testing
supplies, including swabs, reagents, tubes, pipettes, and transport media.
Testing supply shortages have contributed to delays in turnaround times for
testing results. Delays in processing test results have multiple serious
consequences, including delays in isolating those who test positive and tracing
their contacts in a timely manner, which can in turn exacerbate outbreaks by
allowing the virus to spread undetected. In addition, states and other nonfederal
entities have experienced challenges tracking supply requests made through the
federal government and planning for future needs. GAO is making the
following recommendations:

e HHS, in coordination with FEMA, should immediately document roles
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and responsibilities for supply chain management functions transitioning to HHS, including continued support from
other federal partners, to ensure sufficient resources exist to sustain and make the necessary progress in
stabilizing the supply chain.

e HHS, in coordination with FEMA, should further develop and communicate to stakeholders plans outlining specific

actions the federal government will take to help mitigate supply chain shortages for the remainder of the
pandemic.

e HHS and FEMA—working with relevant stakeholders—should devise interim solutions, such as systems and
guidance and dissemination of best practices, to help states enhance their ability to track the status of supply
requests and plan for supply needs for the remainder of the COVID-19 pandemic response.

HHS and the Department of Homeland Security (DHS) objected to GAQ’s initial draft recommendations. GAO
made revisions based on their comments. GAO maintains that implementation of its modified recommendations
is both warranted and prudent. These actions could contribute to ensuring a more effective response by helping
to mitigate challenges with the stability of the medical supply chain and the ability of nonfederal partners to
track, plan, and budget for ongoing medical supply needs.

Vaccines and Therapeutics

Multiple federal agencies continue to support the development and manufacturing of vaccines and therapeutics to prevent
and treat COVID-19. These efforts are aimed at accelerating the traditional timeline to create a vaccine (see figure).

Traditional Timeline for Development and Creation of a Vaccine
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Note: See figure 5 in the report.

As these efforts proceed, clarity on the federal government’s plans for distributing and administering vaccine, as well as
timely, clear, and consistent communication to stakeholders and the public about those plans, is essential. DOD is
supporting HHS in developing plans for nationwide distribution and administration of a vaccine. In September 2020, HHS
indicated that it will soon send a report to Congress outlining a distribution plan, but did not provide a specific date for
doing so. GAO recommends that HHS, with support from DOD, establish a time frame for documenting and
sharing a national plan for distributing and administering COVID-19 vaccine, and in developing such a plan
ensure that it is consistent with best practices for project planning and scheduling and outlines an approach for
how efforts will be coordinated across federal agencies and nonfederal entities. DOD partially concurred with the
recommendation, clarifying that it is supporting HHS in developing plans for nationwide distribution and
administration of vaccine. HHS neither agreed nor disagreed with the recommendation, but noted factors that
complicate the publication of a plan. GAO maintains that a time frame is necessary so all relevant stakeholders
will be best positioned to begin their planning. On September 16, 2020, HHS and DOD released two documents
outlining a strategy for any COVID-19 vaccine. GAO will evaluate these documents and report on them in future
work. GAO will also continue to conduct related work, including examining federal efforts to accelerate the development
and manufacturing of COVID-19 vaccines and therapeutics.

COVID-19 Data

Data collected by the Centers for Disease Control and Prevention (CDC) suggest a disproportionate burden of COVID-19
cases, hospitalizations, and deaths exists among racial and ethnic minority groups, but GAO identified gaps in these data.
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To help address these gaps, on July 22, 2020, CDC released a COVID-19 Response Health Equity Strategy. However,
the strategy does not assess whether having the authority to require states and jurisdictions to report race and ethnicity
information is necessary to ensure CDC can collect such data. CDC's strategy also does not specify how it will involve key
stakeholders, such as health care providers, laboratories, and state and jurisdictional health departments. GAO
recommends that CDC (1) determine whether having the authority to require the reporting of race and ethnicity
information for cases, hospitalizations, and deaths is necessary for ensuring more complete data, and if so, seek
such authority from Congress; (2) involve key stakeholders to help ensure the complete and consistent
collection of demographic data; and (3) take steps to help ensure its ability to comprehensively assess the long-
term health outcomes of persons with COVID-19, including by race and ethnicity. HHS agreed with the
recommendations.

In addition, HHS’s data on COVID-19 in nursing homes do not capture the early months of the pandemic. HHS’s Centers
for Medicare & Medicaid Services (CMS) began requiring nursing homes to report COVID-19 data to CDC by May 17,
2020, starting with information as of May 8, 2020, but made reporting prior to May 8, 2020 optional. By not requiring
nursing homes to submit data from the first 4 months of 2020, HHS is limiting the usefulness of the data in helping to
understand the effects of COVID-19 in nursing homes. GAO recommends that HHS, in consultation with CMS and
CDC, develop a strategy to capture more complete data on COVID-19 cases and deaths in nursing homes
retroactively back to January 1, 2020. HHS partially agreed with this recommendation by noting the value of
having complete data, but expressed concern about the burden of collecting it. GAO maintains the importance of
collecting these data to inform the government’s continued response and recovery, and HHS could ease the
burden by incorporating data previously reported to CDC or to state or local public health offices.

Economic Impact Payments

The Department of the Treasury’s (Treasury) Internal Revenue Service (IRS) has issued economic impact payments (EIP)
to all eligible individuals for whom IRS has the necessary information to do so; however, not everyone eligible was able to
be initially identified. To help ensure all eligible recipients received their payments in a more timely manner, IRS took
several actions to address challenges GAO reported on in June, including a policy change—reopening the Non-Filers tool
registration period for federal benefit recipients and extending it through September 30—that should allow some eligible
recipients to receive supplemental payments for qualifying children sooner than expected. However, Treasury and IRS
lack updated information on how many eligible recipients have yet to receive these funds. The lack of such information
could hinder outreach efforts and place potentially millions of individuals at risk of missing their payment. GAO
recommends that Treasury, in coordination with IRS, (1) update and refine the estimate of eligible recipients who
have yet to file for an EIP to help target outreach and communications efforts and (2) make estimates of eligible
recipients who have yet to file for an EIP, and other relevant information, available to outreach partners to raise
awareness about how and when to file for EIP. Treasury and IRS neither agreed nor disagreed with the
recommendations and described actions they are taking in concert with the recommendations to notify around 9
million individuals who may be eligible for an EIP.

Coronavirus Relief Fund

The Coronavirus Relief Fund (CRF) is the largest program established in the four COVID-19 relief laws that provides aid
to states, the District of Columbia, localities, tribal governments, and U.S. territories. Audits of entities that receive federal
funds, including CRF payments, are critical to the federal government’s ability to help safeguard those funds. Auditors that
conduct single audits follow guidance in the Single Audit Act’'s Compliance Supplement, which the Office of Management
and Budget (OMB) updates and issues annually in coordination with federal agencies. OMB issued the 2020 Compliance
Supplement in August 2020, but the Compliance Supplement specified that OMB is still working with federal agencies to
identify the needs for additional guidance for auditing new COVID-19-related programs, including the CRF payments, as
well as existing programs with compliance requirement changes. According to OMB, an addendum on COVID-19-related
programs, including the CRF payments, will be issued in the fall of 2020. Further delays in issuing this guidance could
adversely affect auditors’ ability to issue consistent and timely reports. GAO recommends that OMB, in consultation
with Treasury, issue the addendum to the 2020 Compliance Supplement as soon as possible to provide the
necessary audit guidance, as many single audit efforts are underway. OMB neither agreed nor disagreed with the
recommendation.

Guidance for K-12 Schools

State and local school district officials tasked with reassessing their operating status and ensuring their school buildings
are safe are generally relying on guidance and recommendations from federal, state, and local public health and
education officials. However, portions of CDC’s guidance on reopening K-12 schools are inconsistent, and some federal
guidance appears misaligned with CDC's risk-based approach on school operating status. Based on GAO'’s review,
Education has updated the information and CDC has begun to do so. GAO recommends that CDC ensure that, as it
makes updates to its guidance related to schools’ operating status, the guidance is cogent, clear, and internally
consistent. HHS agreed with the recommendation.
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Tracking Contract Obligations

Federal agencies are tracking contract actions and associated obligations in response to COVID-19 using a National
Interest Action (NIA) code in the Federal Procurement Data System-Next Generation. The COVID-19 NIA code was
established in March 2020 and was recently extended until March 31, 2021, while a draft of this report recommending that
DHS and DOD extend the code beyond September 30, 2020, was with the agencies for comment. GAO has identified
inconsistencies in establishing and closing these codes following previous emergencies, and has continued concerns with
the criteria that DHS and DOD rely on to determine whether to extend or close a code and whether the code meets long-
term needs. GAO recommends that DHS and DOD make updates to the 2019 NIA Code Memorandum of
Agreement so as to enhance visibility for federal agencies, the public, and Congress on contract actions and
associated obligations related to disaster events, and to ensure the criteria for extending or closing the NIA code
reflect government-wide needs for tracking contract actions in longer-term emergencies, such as a pandemic.
DHS and DOD did not agree, but GAO maintains implementation of its recommendation is essential.

Address Cybersecurity Weaknesses

Since March 2020, malicious cyber actors have exploited COVID-19 to target organizations that make up the health care
and public health critical infrastructure sector, including government entities, such as HHS. GAO has identified numerous
cybersecurity weaknesses at multiple HHS component agencies, including CMS, CDC, and FDA, over the last 6 years,
such as weaknesses in key safeguards to limit, prevent, and detect inappropriate access to computer resources.
Additionally, GAO’s March 2019 high-risk update identified cybersecurity and safeguarding the systems supporting the
nation’s critical infrastructure, such as health care, as high-risk areas. As of July 2020, CMS, FDA, and CDC had made
significant progress by implementing 350 (about 81 percent) of the 434 recommendations GAO issued in previous reports
to address these weaknesses. Based on the imminent cybersecurity threats, GAO recommends that HHS expedite
implementation of GAQO’s prior recommendations regarding cybersecurity weaknesses at its component
agencies. HHS agreed with the 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 Secretary of Health and Human Services in coordination with the Administrator of
the Federal Emergency Management Agency—who head agencies leading the COVID-19
response through the Unified Coordination Group—should immediately document

roles and responsibilities for supply chain management functions transitioning to the
Department of Health and Human Services, including continued support from other
federal partners, to ensure sufficient resources exist to sustain and make the necessary
progress in stabilizing the supply chain, and address emergent supply issues for the
duration of the COVID-19 pandemic. (Recommendation 1)

The Secretary of Health and Human Services in coordination with the Administrator

of the Federal Emergency Management Agency—who head agencies leading the
COVID-19 response through the Unified Coordination Group—should further develop
and communicate to stakeholders plans outlining specific actions the federal government
will take to help mitigate remaining medical supply gaps necessary to respond to the
remainder of the pandemic, including through the use of Defense Production Act
authorities. (Recommendation 2)

The Secretary of Health and Human Services—who heads one of the agencies leading
the COVID-19 response through the Unified Coordination Group—consistent with their
roles and responsibilities, should work with relevant federal, state, territorial, and tribal
stakeholders to devise interim solutions, such as systems and guidance and dissemination
of best practices, to help states enhance their ability to track the status of supply requests
and plan for supply needs for the remainder of the COVID-19 pandemic response.
(Recommendation 3)

The Administrator of the Federal Emergency Management Agency—who heads one

of the agencies leading the COVID-19 response through the Unified Coordination
Group—consistent with their roles and responsibilities, should work with relevant federal,
state, territorial, and tribal stakeholders to devise interim solutions, such as systems and
guidance and dissemination of best practices, to help states enhance their ability to track
the status of supply requests and plan for supply needs for the remainder of the COVID-19
pandemic response. (Recommendation 4)

The Secretary of Health and Human Services, with support from the Secretary of Defense,
should establish a time frame for documenting and sharing a national plan for distributing
and administering COVID-19 vaccine, and in developing such a plan ensure that it is
consistent with best practices for project planning and scheduling and outlines an
approach for how efforts will be coordinated across federal agencies and nonfederal
entities. (Recommendation 5)

As the Centers for Disease Control and Prevention (CDC) implements its COVID-19
Response Health Equity Strategy, the Director of the Centers for Disease Control and
Prevention should determine whether having the authority to require states and
jurisdictions to report race and ethnicity information for COVID-19 cases, hospitalizations,
and deaths is necessary for ensuring more complete data, and if so, seek such authority
from Congress. (Recommendation 6)
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Page 2

As CDC implements its COVID-19 Response Health Equity Strategy, the Director of the
Centers for Disease Control and Prevention should involve key stakeholders to help ensure
the complete and consistent collection of demographic data. (Recommendation 7)

As CDC implements its COVID-19 Response Health Equity Strategy, the Director of the
Centers for Disease Control and Prevention should take steps to help ensure CDC'’s ability
to comprehensively assess the long-term health outcomes of persons with COVID-19,
including by race and ethnicity. (Recommendation 8)

The Secretary of the Treasury, in coordination with the Commissioner of Internal Revenue,
should update and refine the estimate of eligible recipients who have yet to file for

an economic impact payment to help target outreach and communications efforts.
(Recommendation 9)

The Secretary of the Treasury, in coordination with the Commissioner of Internal Revenue,
should make estimates of eligible recipients who have yet to file for an economic

impact payment, and other relevant information, available to outreach partners to raise
awareness about how and when to file for economic impact payments. (Recommendation
10)

The Director of the Office of Management and Budget, in consultation with the
Department of the Treasury, should issue the addendum to the 2020 Compliance
Supplement as soon as possible to provide the necessary audit guidance.
(Recommendation 11)

The Director of the Centers for Disease Control and Prevention should ensure that, as it
makes updates to its federal guidance related to reassessing schools’ operating status, the
guidance is cogent, clear, and internally consistent. (Recommendation 12)

The Secretary of Homeland Security, in coordination with the Secretary of Defense, should
(1) revise the criteria in the 2019 National Interest Action code memorandum of agreement
to clearly identify steps they will take to obtain input from key federal agencies prior to
extending or closing a National Interest Action code, (2) establish timelines for evaluating
the need to extend a National Interest Action code, and (3) define what constitutes a
consistent decrease in contract actions and routine contract activity to ensure the criteria
for extending or closing the National Interest Action code reflect government-wide

needs for tracking contract actions in longer term emergencies, such as a pandemic.
(Recommendation 13)

The Secretary of Defense, in coordination with the Secretary of Homeland Security, should
(1) revise the criteria in the 2019 National Interest Action code memorandum of agreement
to clearly identify steps they will take to obtain input from key federal agencies prior to
extending or closing a National Interest Action code, (2) establish timelines for evaluating
the need to extend a National Interest Action code, and (3) define what constitutes a
consistent decrease in contract actions and routine contract activity to ensure the criteria
for extending or closing the National Interest Action code reflect government-wide

needs for tracking contract actions in longer term emergencies, such as a pandemic.
(Recommendation 14)

The Secretary of Health and Human Services, in consultation with the Centers for Medicare
& Medicaid Services and CDC, should develop a strategy to capture more complete data
on confirmed COVID-19 cases and deaths in nursing homes retroactively back to January
1, 2020, and to clarify the extent to which nursing homes have reported data before

May 8, 2020. To the extent feasible, this strategy to capture more complete data should

GAO-20-701



incorporate information nursing homes previously reported to CDC or to state or local

public health offices. (Recommendation 15)
Based on the imminent cybersecurity threats, the Secretary of Health and Human Services

should expedite implementation of our prior recommendations regarding cybersecurity
weaknesses at its component agencies. (Recommendation 16)
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Introduction

September 21, 2020
Congressional Committees

The Coronavirus Disease 2019 (COVID-19) pandemic has resulted in catastrophic loss of life

and substantial damage to the global economy, stability, and security. Worldwide, there were
27,738,000 reported cases and 900,000 reported deaths due to COVID-19 as of September 10,
2020; within the United States, there were 6,344,000 cumulative reported cases and over 177,000
reported deaths.! The country also continues to experience serious economic repercussions and
turmoil. As of August 2020, there were 13.6 million unemployed individuals, compared to nearly
5.9 million individuals at the beginning of the calendar year.? Due to the potential for increasing
infections in the fall and winter, which would coincide with the hurricane and flu seasons, this is a
pivotal time for the federal government to enhance preparations.

In response to the far-reaching public health and economic crisis, Congress and the administration
have taken a series of actions. For example, in March 2020, Congress passed, and the President
signed into law, the CARES Act, which provides over $2 trillion in emergency assistance and health
care response for individuals, families, and businesses affected by COVID-19.3

The CARES Act includes a provision for us to conduct monitoring and oversight of the federal
government’s efforts to prepare for, respond to, and recover from the COVID-19 pandemic.* We
are to report on, among other things, the effect of the pandemic on public health, the economy,
and public and private institutions. As of September 9, 2020, we had 76 audits under way related
to the pandemic examining a variety of issues, including vaccines, COVID-19 testing, the Strategic
National Stockpile (SNS), use of the Defense Production Act (DPA), the Department of Veterans
Affairs’ (VA) response to COVID-19, child welfare and education, worker safety, and homeowner
and renter protections. We continue to actively coordinate our audits with other accountability

1Beginning April 14, 2020, states could include probable as well as confirmed COVID-19 cases in their reports to the
Centers for Disease Control and Prevention (CDC). Prior to that time, counts only included 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 have not been tested or may have not sought medical care. National Center for Health Statistics (NCHS) provisional
death counts include both confirmed and probable or presumed deaths. The counts reported are the total number

of deaths received and coded as of the date of analysis and do not represent all deaths that occurred in that period.
Provisional counts are incomplete because of the lag in time between when the death occurred and when the death
certificate is completed, submitted to NCHS, and processed for reporting purposes. This delay is an average of 1-2
weeks and can range from 1-8 weeks or more, depending on the jurisdiction, age, and cause of death.

2Bureau of Labor Statistics, Unemployment Level (UNEMPLOY), retrieved from FRED, Federal Reserve Bank of St. Louis,
accessed September 4, 2020, https://fred.stlouisfed.org/series/UNEMPLOY.

3pub. L. No. 116-1 36, 134 Stat. 281 (2020). As of September 1, 2020, three other relief laws were also enacted in
response to the COVID-19 pandemic: the Coronavirus Preparedness and Response Supplemental Appropriations Act,
2020, Pub. L. No. 116-123, 134 Stat. 146; Paycheck Protection Program and Health Care Enhancement Act, Pub. L. No.
116-139, 134 Stat. 620 (2020); and Families First Coronavirus Response Act, Pub. L. No. 116-127, 134 Stat. 178 (2020). In
this report, we refer to these four laws, each of which was enacted as of September 1, 2020, and provides supplemental
appropriations for the COVID-19 response, as “COVID-19 relief laws,” and the supplemental funding appropriated by
these laws as “COVID-19 relief funds.”

4pub. L. No. 116-136, § 19010, 134 Stat. at 579-81.
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organizations, including the Pandemic Response Accountability Committee, federal inspectors
general, and state and local auditors.?

On August 31, 2020, we issued a report that provided a brief update on federal spending on the
nation’s COVID-19 response efforts and indicators for monitoring the public health system’s
preparedness for, response to, and recovery from COVID-19 and key areas of the economy

targeted by federal efforts.®
This report examines

1. the key actions the federal government has taken, to date, to respond to and recover from
COVID-19 and

2. evolving lessons learned relevant to the nation's response to the COVID-19 pandemic.

This report also includes 30 enclosures on a range of topics focused on the federal response to the
pandemic. They are presented in appendix .

Given the government-wide scope of this report, we undertook a variety of methodologies to
complete the work, including examining a wide range of data sources and interviews with federal
and state agencies and other entities. We examined federal laws, agency documents, guidance,
processes, and procedures. In addition, we reviewed published reports and research papers
related to our reporting objectives.

More information on our scope and methodology is in appendix Il. Additionally, a list of ongoing
COVID-19 related work and the status of recommendations made in the June 2020 report are in
appendices Il and IV, respectively.

We conducted this performance audit from May 2020 to September 2020 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.

°>The CARES Act created the Pandemic Response Accountability Committee within the Council of the Inspectors General
on Integrity and Efficiency to promote transparency and conduct and support oversight of covered funds and the
COVID-19 response to (1) prevent and detect fraud, waste, abuse, and mismanagement and (2) mitigate major risks that
cut across program and agency boundaries.

6GA0, covip-19: Brief Update on Initial Federal Response to the Pandemic, GAO-20-708 (Washington, D.C.: Aug. 31, 2020).
Our first report was issued on June 25, 2020. See GAO, COVID-19: Opportunities to Improve Federal Response and Recovery
Efforts, GAO-20-625 (Washington, D.C.: June 25, 2020).
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Background

After a spike of about 65,000 new cases per day in late July, on average, the United States had

about 40,000 reported new COVID-19 cases per day in early September.” Figure 1 shows the
reported U.S. COVID-19 cases per day as a 7-day moving average.

Figure 1: Reported COVID-19 Cases per Day in the United States, as of September 10, 2020

7-day moving average of reported cases per day
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Source: GAO analysis of Centers for Disease Control and Prevention (CDC) data. | GAD-20-701

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. Prior to that time, counts only included 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

7CDC-reported cases include both confirmed and probable cases. CDC defines a confirmed case as meeting
confirmatory laboratory evidence for COVID-19, i.e. a positive molecular test. According to CDC, a probable case

is defined by one of the following: (1) meeting clinical criteria and epidemiologic evidence with no confirmatory
laboratory testing performed for COVID-19; (2) meeting presumptive laboratory evidence and either clinical criteria
or epidemiologic evidence; or (3) meeting vital records criteria with no confirmatory laboratory testing performed for
COVID-19.
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have not been tested or may have not sought medical care. The data presented in the figure were last updated on September
10, 2020. The 7-day moving average of new cases (current day plus 6 preceding days divided by 7) was calculated to smooth
variations in daily counts.

The number of reported new cases has varied geographically. For example, in early September,
the states with the highest reported new cases adjusted by population were North Dakota, South
Dakota, Arkansas, lowa, and Oklahoma. Figure 2 shows reported cases per 100,000 population by
state, from September 3-9, the most recent data available at the time of this analysis.

Figure 2: Reported COVID-19 Cases September 3-9, 2020, by State, per 100,000 Population

Reported cases September 3-9, 2020, per 100,000 population

E 0 to less than 40
D 40 to less than 80
[ s0toless than 120
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Source: GAQ analysis of Centers for Disease Control and Prevention (CDC) and U.S. Census Bureau data. | GAQ-20-701

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. Prior to that time, counts only included 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

have not been tested or may have not sought medical care. The data presented in the figure were last updated on September
9, 2020. Rates were calculated using population estimates from U.S. Census Bureau, 2018 American Community Survey 1-Year
Estimates as the number of cases per 100,000 population.
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According to the Centers for Disease Control and Prevention (CDC), the fall and winter months
may present additional challenges. First, colder months tend to decrease the availability of
outdoor spaces and activities. Indoor spaces are more risky than outdoor spaces because there is
less ventilation and it may be harder to keep people sufficiently distanced, which could increase
the spread of infectious disease.

Second, according to CDC, it is likely that influenza (commonly known as flu) viruses and the
virus that causes COVID-19 will both be spreading during the 2020-2021 flu season. Flu and
other respiratory viruses are most common during the fall and winter. While the exact timing
and duration of flu seasons can vary, flu activity often begins to increase in October. CDC
estimates that influenza has resulted in approximately 9-45 million illnesses, 140,000-810,000
hospitalizations, and 12,000-61,000 deaths in the United States annually since 2010, though the
severity of each flu season can vary.

Federal COVID-19 Funding and Spending

As of July 31, 2020, about $2.6 trillion had been appropriated to fund response and recovery
efforts for—as well as to mitigate the public health, economic, and homeland security effects

of —COVID-19 (see fig. 3).8 As of July 31, 2020, the most recent date for which government-

wide information was available, the federal government had obligated a total of $1.6 trillion

and expended $1.5 trillion of the COVID-19 relief funds as reported by federal agencies on
USAspending.gov.® The Business Loan Programs, Economic Stabilization and Assistance to
Distressed Sectors programs, unemployment insurance, economic impact payments, the Public
Health and Social Services Emergency Fund, and the Coronavirus Relief Fund represent $2.2
trillion, or 85 percent, of the total amounts appropriated.’® For these six largest spending areas,
agencies estimated obligations totaling $1.4 trillion and expenditures totaling $1.4 trillion as of July
31, 2020.™

8An appropriation provides legal authority for federal agencies to incur obligations and make payments out of the U.S.
Treasury for specified purposes.

9An 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 the other party 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 is not accounted for in the appropriations provided by
the COVID-19 relief laws. USAspending.gov, accessed on September 1, 2020.

10sBA’s Business Loan Program account includes activity for PPP and certain loan subsidies.

11Agencies were directed to report and attest obligations and expenditures of COVID-19 relief funds for the period
ended July 31, 2020, to USAspending.gov by August 28, 2020 and certify by November 16, 2020.
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Figure 3: Appropriations for COVID-19 Response from COVID-19 Relief Laws Enacted, as of July 31, 2020, by Major

Spending Area
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Other Business Loan
Programs
(Small Business
Administration)

$150B (6%)
Coronavirus Relief Fund
(Department of the Treasury)

$232B (9%)
Public Health and
Social Services

Emergency Fund
(Department of Health
and Human Services)

$282B (11%) §
Economic Impact Payments o 0
(Department of the Treasury) ,\G
$500B (19%)
Economic Stabilization
$377B (14%) and Assistance to
Unemployment Insurance Distressed Sectors
(Department of Labor) (Department of the Treasury)

Source: GAO analysis of appropriation warrant information provided by the Department of the Treasury as of
July 31, 2020. | GAO-20-701

Notes: COVID-19 relief appropriations reflect amounts appropriated under the Coronavirus Preparedness and Response
Supplemental Appropriations Act, 2020, Pub. L. No. 116-123, 134 Stat. 146; Families First Coronavirus Response Act, Pub. L.
No. 116-127, 134 Stat. 178 (2020); CARES Act, Pub. L. No. 116-136, 134 Stat. 281 (2020); and Paycheck Protection Program and
Health Care Enhancement Act, Pub. L. No. 116-139, 134 Stat. 620 (2020). These data are based on appropriations warrant
information provided by the Department of the Treasury as of July 31, 2020. These amounts could increase in the future for
programs with indefinite appropriations, which are appropriations that, at the time of enactment, are for an unspecified
amount. In addition, this figure does not represent transfers of funds that federal agencies may make between appropriation

accounts or transfers of funds they may make to other agencies.
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Major Findings

Key Federal Actions to Respond to and Recover from
COVID-19

Public Health Response

In this section, we cover the Department of Health and Human Services’ (HHS), the Federal
Emergency Management Agency’s (FEMA), and other stakeholders’ public health response to
the COVID-19 pandemic. HHS and FEMA are leading the COVID-19 response through the Unified

Coordination Group (UCG). " These efforts include managing the medical supply chain; increasing
testing capacity; developing, manufacturing, and distributing COVID-19 vaccines and therapeutics;
and collecting data on racial and ethnic disparities as they relate to COVID-19. However, challenges
remain. We are making nine recommendations to improve the federal government’s public health
response. '3

According to HHS, the department had obligated about $144 billion of its more than $250 billion
in COVID-19 relief funds and expended about $99 billion as of July 31, 2020. As of that date, FEMA
reported that it had expended $2.5 billion for COVID-19 related assistance.

Medical Supply Chain

The federal government has continued to take steps to put supplies in the hands of those who
need them. However, the availability of certain types of personal protective equipment (PPE)
remains constrained and testing supply shortages persist due to a supply chain overwhelmed
by the demands of the global pandemic and certain supplies not being produced domestically.
In addition, states and other nonfederal entities have experienced challenges tracking supply
requests made through the federal government and planning for future needs.

Federal efforts to mitigate supply chain shortages. HHS and FEMA—with support from the
Department of Defense (DOD)—have taken numerous actions to mitigate supply shortages and
expand the medical supply chain, chiefly through the Supply Chain Advisory Group (Advisory
Group).' Charged by the UCG with maximizing the nationwide availability of supplies and
equipment, the Advisory Group has focused on four key supply activities, according to its officials:

12The UCG was established by the U.S. Government COVID-19 Response Plan—known as the PanCap Adapted, issued
March 13, 2020—to coordinate the response to COVID-19. The UCG is led by officials from HHS and FEMA.

13Eight of these recommendations are developed in this section. The ninth recommendation—regarding collecting data
on confirmed COVID-19 cases and deaths in nursing homes—is developed in the finding on evolving lessons learned.

T4as of June 15, 2020, the Supply Chain Task Force became known as the Advisory Group, and is part of a reorganization
of the original eight UCG task forces. The two groups generally have similar roles and are led by the same official, Rear
Admiral John Polowcyzk, an expert in logistics planning and execution on detail from DOD’s Joint Chiefs of Staff, and
include officials from FEMA and HHS. According to DOD, the Supply Chain Task Force was the primary federal body
coordinating and managing supply chain responsibilities. In contrast, the Advisory Group has an advisory and assistance
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* Helping preserve existing supplies. The Advisory Group worked with CDC and the Food and
Drug Administration (FDA) to provide guidance to health care providers and others on PPE
decontamination and equipment efficiencies, such as techniques for using one ventilator to

provide oxygen to two individuals simultaneously.’

 Accelerating the delivery of supplies. On June 30, 2020, FEMA concluded its operation of
Project Air Bridge, which expedited the delivery of materials from overseas, such as masks
and gloves.'® Additionally, based on the Advisory Group’s efforts to understand national
demand, HHS and FEMA used DPA Title | authorities to place priority ratings on at least 18
contracts from March through May 2020 to acquire ventilators, N95 respirators, and other face
coverings, with most types of items scheduled to be delivered by August 31, 2020." DPA Title
| authorities require the contractor (and the contractor’s supply chain) to provide preferential
treatment to fulfill the delivery requirements of the rated contract or order.

» Expanding the production of supplies. The Advisory Group and others have continued efforts to
increase the domestic production of supplies. For example, as of August 15, 2020, DOD had
used DPA Title Il authorities and other funds to award about $627 million on 17 projects to
expand domestic production of medical (including testing) supplies, such as N95 respirators,

testing kits, and swabs.'8

These efforts to increase supply production will also help HHS accumulate stockpiles to
prepare for future shortages when current demand for supplies abates. Specifically, HHS
intends to build a 90-day supply of PPE in the SNS, including N95 respirators, gloves, and

testing supplies, in case of an increase in COVID-19 cases."®

» Gathering data to help allocate scarce supplies. To aid in the allocation of PPE, the Advisory
Group gathered supply and demand data from a variety of sources, including interagency
partners and industry. For example, by obtaining and aggregating proprietary information on
supply orders to, and fulfillments from, the six largest domestic medical supply distributors,
officials said they received real-time information on the movement of critical medical supplies

role, focused on transitioning responsibilities to other federal stakeholders. We refer to both as the Advisory Group in
this report.

15According to FEMA officials, this effort transferred in March 2020 to another UCG work group, now known as the
Healthcare Resilience Working Group.

16The Advisory Group, then the Supply Chain Task Force, led Project Air Bridge as a temporary solution to expedite
the transportation of commercially distributed PPE from international manufacturers to the United States.
According to FEMA officials, shipments by air were at least nine times faster than shipments by sea. FEMA officials
said they would evaluate the reinstatement of an effort comparable to Project Air Bridge, if necessary. According
to FEMA officials, the project concluded because private manufacturers and distributors have increased domestic
production and international manufacturing capacity, and are using more maritime resources to bring in supplies.

"7Enacted in 1950, the DPA helps ensure the availability of industrial resources to meet national defense needs.
See Pub. L. No. 81-774, 64 Stat.798 (1950) (codified, as amended, at 50 U.S.C. 88 4501 et seq.). Over time, the scope
of the DPA has been expanded to include certain emergency preparedness activities and critical infrastructure
protection and restoration.

8DpA Title 1l authorities enable DOD to provide financial incentives to private companies to increase production
capabilities for critical security needs.

19For more information on HHS’s effort to rebuild the SN, including the 90-day target quantities and state efforts
to stockpile supplies, see the Medical Supply Chain enclosure of this report in appendix .
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and a sense of gaps and shortfalls in supplies.?® The Advisory Group transitioned this data
collection effort to HHS, and ASPR officials told us the transition was completed September 1,
2020.

FEMA and HHS also have taken other steps to fulfill the critical supply needs of state, local, tribal,
and territorial governments and health care facilities, including the following:

» Nursing home distributions. FEMA also coordinated the delivery directly to Medicare- and
Medicaid-certified nursing homes of a 14-day supply of gloves, surgical masks, gowns, and eye
protection from May through August 2020. Additionally, in July 2020, HHS announced that it
would provide point-of-care testing devices and kits to all nursing homes across the country,
beginning with distribution to 2,000 prioritized nursing homes.?" According to HHS’s Daily
Communications Report, as of September 3, 2020, the federal government had shipped 9,894
nursing homes almost 3 million tests and 10,637 testing instruments.

* Monthly state testing allocations. According to HHS officials, states received monthly allocations
of certain testing supplies based, in part on each state’s testing plan, utilization of supplies
from the prior month, epidemiological indicators, and logistical considerations. HHS officials
also said that states are able to request additional testing supplies when needed, which HHS
makes every effort to accommodate.

Additionally, CDC’s International Reagent Resource continues to distribute
reagents—substances needed to process tests—and other resources to public health
laboratories; CDC officials told us they are able to fulfill 90 percent or more of the requests

they receive.??

 Federal delivery deferrals. According to Advisory Group officials, the federal government is
renegotiating contracts with some of its manufacturers to defer delivery of N95 respirators
to federal warehouses to help ensure supplies are available on the commercial market.
Additionally, the government will work with the manufacturers to allocate those supplies to
nursing homes, hospitals, and other groups that had not been previously prioritized, such as
dentists’ offices.

In total, as of September 1, 2020, the federal response had provided approximately 92.4 million
NO95 respirators, 28.1 million nonsurgical gowns, 79.7 million gloves, 228.4 million face masks, as
well as other PPE to state, tribal, and territorial entities, according to federal data provided in a

20Advisory Group officials told us they now collect data from nine medical supply distributors.

21point-of-care testing can be defined as testing that is performed near or at the site of a patient. For more
information on point-of-care testing, see GAO, Medical Devices: Capabilities and Challenges of Technologies to Enable
Rapid Diagnoses of Infectious Diseases, GAO-17-347 (Washington, D.C.: Aug. 14, 2017).

22ps of late July 2020, the International Reagent Resource’s website stated that it may occasionally reduce or
cancel orders if limited inventory, high-request volumes, or back-to-back orders exceed the International Reagent
Resource’s current ability, and it encouraged laboratories to limit requests to a 7- to 10-day supply in order

to support equitable nationwide testing. See International Reagent Resource, “COVID-19 Diagnostic Supplies
Frequently Asked Questions (FAQs),” accessed July 27, 2020, https://www.internationalreagentresource.org/
QuickLinks/Covid19FAQ.aspx. HHS does not provide supplies directly to commercial laboratories, which account for
about half of all COVID-19 tests performed nationwide.
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COVID-19 senior leadership brief. In addition, according to HHS’s Daily Communications Report
dated September 10, 2020, the federal government had distributed over 95 million swabs and 76
million units of test tubes and transport media (solution for transporting viral material to keep
samples viable for testing) to states, as well as point-of-care tests and kits among other items.?3

Officials with the Advisory Group, FEMA, and the office of the Assistant Secretary for Preparedness
and Response (ASPR) told us that the supply chain for many items had improved greatly since
earlier in the response, and FEMA is taking additional actions to help with distribution of medical
supplies now and in the future. For example, FEMA reported that supply of some types of gloves
(latex as well as vinyl examination and surgical gloves) has largely caught up with demand.?* This
was echoed by officials representing seven of the eight states we spoke to in July and August 2020,
who said that the situation related to PPE had improved since earlier in the response. Additionally,
officials in all eight states we interviewed told us that they had or were in the process of building
stockpiles of PPE—with most building at least a 30-day supply—indicating an improvement in the
availability of certain PPE.

FEMA and HHS are taking additional actions to help address supply chain issues. HHS announced
it has established a National Testing Implementation Forum to bring together key stakeholders
from across commercial, public health, academic, and other sectors to help identify and devise

solutions to address testing supply issues, among other things.2>

Additionally, on August 17, 2020, FEMA announced it was establishing a 5-year voluntary
agreement to enhance coordination, planning, and information sharing between federal
departments and agencies and private sector partners around the manufacture and distribution
of medical supplies for COVID-19 and future pandemics, under DPA Title VIl authorities.?® The
DPA provides participants to the agreement limited protection from antitrust liability for specific
actions taken in developing and executing the agreement.

Remaining medical supply chain challenges. Even with the federal efforts taken and improved
availability of some supplies, there are ongoing constraints around certain types of PPE and testing
supplies:

23According to a COVID-19 senior leadership brief, FEMA and HHS had distributed over 1,900 Abbott ID NOW devices,
and about 1.9 million Abbott ID NOW tests to state, tribal, and territorial governments, as of September 7, 2020. Abbott
ID NOW tests are a type of point-of-care COVID test.

2456e 85 Fed. Reg. 48,113, 48,116 (Aug.10, 2020).

235ee Department of Health and Human Services, “HHS Announces National COVID-19 Testing Implementation Forum”
(July 21, 2020), accessed August 20, 2020, https://www.hhs.gov/about/news/2020/07/21/hhs-announces-national-
covid-19-testing-implementation-forum.html. According to the announcement, the forum is not a federal advisory
committee, but it will provide an opportunity for better communication among stakeholders. The first meeting of the
forum occurred on July 30, 2020 and, according to HHS, meetings will occur every two weeks.

26Among other things, DPA Title VIl authorities authorize the President to consult with representatives of industry,
business, financing, agriculture, labor, and other interests in order to provide for the making of voluntary agreements
and plans of action to help provide for national defense. FEMA adopted a two-part structure for the voluntary
agreement. First, the agreement allows FEMA to form a committee, which will include representatives from stakeholders
involved with the distribution or manufacture of critical medical resources. Then, based on needs, the committee may
form subcommittees to execute specific plans of action targeting specific medical supplies or challenges. The text of the
voluntary agreement is available at 85 Fed. Reg. 50,035 (Aug. 17, 2020).
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* FDA announced a list of devices determined to be in short supply. On August 14, 2020, FDA
published a list of devices—PPE, testing supplies and equipment, and ventilation-related
products—that it had determined to be in shortage during the duration of the COVID-19
pandemic (see fig. 4).2” The Advisory Group and FEMA officials also acknowledged the
constrained availability of supplies, in part due to limited U.S. manufacturing and high global
demand. For example, FEMA stated that the agency had open requests from state, local, tribal,
and territorial governments for more than 139 million nitrile gloves (which Advisory Group
officials said were not domestically manufactured), 11 million surgical gowns, and 6 million
N95 respirators, as of August 4, 2020.28 FEMA also noted that the supply of N95 respirators
for medical use is not expected to catch up to demand until January 2021. Officials within
HHS’s Office of the Assistant Secretary for Health (OASH), who lead federal efforts to support
states in their COVID-19 testing plans, acknowledge that there are testing supply shortages. In
particular, they noted shortages around some of the more efficient testing platforms requiring
specialized and proprietary supplies.

Figure 4: Food and Drug Administration (FDA) List of Devices Determined to be in Shortage, as of August 2020

Personal protective Testing supplies Ventilation-related
equipment and equipment products
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Source: GAO summary of FDA information. | GAO-20-701

27See Food and Drug Administration, Medical Device Shortages During the COVID-19 Public Health Emergency, (Aug.

14, 2020), accessed August 17, 2020, https://www.fda.gov/medical-devices/coronavirus-covid-19-and-medical-
devices/medical-device-shortages-during-covid-19-public-health-emergency. FDA is required under section 506)(g)
of the Federal Food, Drug and Cosmetics Act to maintain a publicly available, up-to-date list of the devices FDA

has determined to be in shortage. Section 506) was created by the CARES Act and includes requirements for
manufacturers of certain devices to notify FDA “of a permanent discontinuance in the manufacture of the device”
or “an interruption in the manufacture of the device that is likely to lead to a meaningful disruption in supply of that
device in the United States” during a declared public health emergency. See Pub. L. No. 116-136, § 3121, 134 Stat. at
363-66. In addition, FDA published a list of discontinued devices as reported to FDA by manufacturers. As of August
14, two infusion pumps had been reported as discontinued.

285ee 85 Fed. Reg. 48,113, 48,116 (Aug. 10, 2020).
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* Officials from seven of eight states interviewed in July and August 2020 and stakeholder groups we
interviewed also identified ongoing constraints around certain types of PPE. For example, one state
official told us that the state was unable to fulfill local entities’ requests for N95 respirators
and nitrile gloves, but that the state had a sufficient supply of other items, such as face shields.
Additionally, two states’ officials we interviewed expressed concern about the uncertain path
of the virus and the impact of a fall surge on supply availability. As such, while the commercial
market is currently the route for most states to obtain supplies, some state officials told us
they plan to continue to request supplies from FEMA for items with more limited availability.

* Information reported by nursing homes and medical provider associations also indicated ongoing
specific constraints with PPE. According to data that nursing homes self-reported to CDC,
about 22 percent of nursing homes reported they did not have a 1-week supply of at least
one or more of the following: N95 respirators, surgical masks, gloves, eye protection, or
gowns, as of July 26, 2020. The American Nurses Association surveyed both members and
nonmembers in late July and early August about their PPE experiences over the prior 2 weeks.
Their results found that 88 percent of the over 14,000 responding nurses reported being
required or encouraged to reuse single-use N95 respirators. For those who reported reusing
NO95 respirators, 62 percent expressed concerns about their safety as a result. Additionally,
the biggest obstacle to physicians reopening their practices is “ongoing shortages of PPE,
especially N95 masks and gowns,” according to a June 30, 2020, American Medical Association
letter to the Vice President, who leads the White House Coronavirus Task Force.2?

 States and associations also report pervasive testing supply shortages. Consistent with FDA’s
reporting of key testing supply shortages for the duration of the pandemic, officials from
seven of the eight states we interviewed in July and August 2020 identified previous or ongoing
shortages of testing supplies, including swabs, reagents, tubes, pipettes, and transport

media.3?

The Association of Public Health Laboratories reported in early August that 23 percent

of public health laboratories reported they would run out of reagents or other testing
supplies within a week.3" Officials in six of the eight states we interviewed identified difficulty
acquiring reagents and test kits from the commercial market, and one state official noted that
challenges obtaining testing supplies have grown with the increase in testing demand across
the country. Hospitals in Arkansas have had to limit their COVID-19 testing to 10 percent of full
capacity due to a shortage of reagents, according to a July 2020 letter from members of the

29The Vice President is the Chair of the White House Coronavirus Task Force, which is responsible for coordinating a
whole-of-government response to COVID-19.

30According to officials in five of eight states we interviewed, some of these shortages have been exacerbated by
supply quality problems—including that FEMA and HHS had distributed swabs in bulk that required repackaging,
test tubes that were incompatible with certain equipment, and transport media that were contaminated. According
to FEMA and HHS officials, FEMA has taken steps to collect and replace some of these materials and has put a hold
on the contracts associated with deficient supplies. According to HHS officials, the agency has put controls in place
to monitor the quality of testing supplies states are receiving. We will continue to monitor this issue.

31See Association of Public Health Laboratories, “Lab Testing Capacity and Capability Survey Data Dashboard:
Week of 8.10.2020,” accessed August 18, 2020, https://www.aphl.org/programs/preparedness/Crisis-Management/
COVID-19-Response/Pages/COVID-19-Dashboard.aspx.
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Arkansas congressional delegation to the Vice President.3? Furthermore, officials from three
of eight states and two stakeholder groups that we interviewed in July and August identified
plastic supplies such as pipettes as a new type of item in shortage.

In HHS’s initial COVID-19 Strategic Testing Plan, submitted to Congress in May 2020, HHS did
not identify specific actions it or other federal agencies would take to address certain testing
supply shortages.33 For example, the May COVID-19 Strategic Testing Plan stated that because
an efficient reagent marketplace was already in place, the federal government did not intend
to purchase and distribute reagents on behalf of states; however, we heard from several states
that they were experiencing reagent shortages.

The subsequent COVID-19 Strategic Testing Plan, submitted to Congress in August 2020,
outlined recent actions that the federal government had taken to enhance the testing supply
chain, including using DPA authorities for supplies such as reagents, and that HHS would
consider further use of DPA authorities moving forward.?* However, the August COVID-19
Strategic Testing Plan did not identify actions to address pipettes and other plastic supplies
that states and stakeholders have recently reported to be in short supply.

Although officials, including within OASH, acknowledged ongoing supply challenges, they provided
their perspective on the issue:

» ASPR officials noted that “shortages” are subjective and depend upon several factors, including
the amount and target number of days of supplies the state or hospital has determined to
stockpile, or the time that it takes between requesting and receiving supplies—a perspective
echoed by Advisory Group officials.

» FEMA and ASPR officials noted that state, local, tribal, and territorial governments have
overestimated their needs for supplies. For example, ASPR officials noted that one state with
a population of around 11 million people overestimated its need by requesting approximately
15 million N95 respirators. FEMA officials said it was difficult for states and others to assess
their true resource needs, in particular, earlier in the pandemic. This exacerbated the view
that shortages existed, which in turn may have led to current needs being exaggerated in the
volume of open requests for supplies, according to ASPR officials.

» Some federal officials and stakeholders we spoke with noted that testing supply shortages can
be fluid in nature. Many components are required to run a laboratory-based test, and many
testing instruments require specialized and proprietary supplies to operate. According to some
state officials, the market can experience a shortage in supply for one component that is then
resolved, only to be followed by the shortage in supply of another component. For example,
one state reported that early in the pandemic response, there were reported shortages of

32| etter from John Boozman and Tom Cotton, U.S. Senators, and Rick Crawford, French Hill, Bruce Westerman, and
Steve Womack, U.S. Representatives, to Vice President Pence, July 13, 2020.

33Department of Health and Human Services, Report to Congress: COVID-19 Strategic Testing Plan (May 24, 2020). HHS
is required under the Paycheck Protection Program and Health Care Enhancement Act to update the plan every 90
days until funds provided under the act are expended. Pub. L. No. 116-139, div. B, tit. |, 134 Stat. at 626-27.

34Department of Health and Human Services, Report to Congress: COVID-19 Strategic Testing Plan (August 22, 2020).
HHS did not make the August COVID-19 Strategic Testing Plan available, as of September 4, 2020.
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swabs, but as those shortages resolved, shortages of other instrument-specific items, such as
reagents, emerged.

Federal actions for mitigating remaining supply challenges uncertain. HHS, FEMA, and

their federal partners have taken numerous actions to respond to the unprecedented need

for medical supplies. Yet, as supply constraints continue, we found that HHS and FEMA have

not developed plans outlining specific actions the federal government will take to help mitigate
remaining medical supply gaps needed to respond to the pandemic, including through the use of
DPA authorities.

FEMA and Advisory Group officials agreed a plan is an important step, and Advisory Group officials
said they have begun to think about its development as federal responsibilities for supplies shift
and in preparation for the potential that other agencies may need to step back and shift to other
responsibilities. ASPR officials noted that they have not had an opportunity to develop a plan due
to the need to focus on immediate supply needs, especially for the fall.

ASPR officials also said that they are beginning the planning process through an interagency
working group, known as the Logistics, Supply Chain, and Next Generation SNS working group, to
ensure that supplies are available, including through the SNS, in case of an increase in COVID-19
cases in the fall. This interagency working group provides one opportunity for developing plans
outlining any specific actions the federal government will take—that could be communicated

to states and other stakeholders—so that stakeholders can plan accordingly. HHS’s COVID-19
Strategic Testing Plan, last updated in August and updated every 90 days, provides another
opportunity for HHS to articulate plans for specific actions to mitigate remaining testing supply
gaps. Plans outlining specific forward-looking actions the federal government will take could help
provide certainty to stakeholders.

The March 13, 2020, U.S. Government COVID-19 Response Plan, known as the PanCap Adapted,
outlines several objectives to help ensure a stabilized and resilient medical supply chain that
would also be consistent with developing, and sharing with stakeholders, plans outlining specific
federal actions the federal government will to take to help mitigate remaining medical supply
gaps. The PanCap Adapted also notes the importance of engaging state, local, tribal, and territorial
entities and nongovernmental health care organizations in achieving these objectives:

» assessing critical medical supply chain requirements and gaps,

* identifying and implementing strategies to resolve and mitigate gaps and shortfalls between
production and supplies, and

* developing contingency capacity and capability to address future gaps or shortfalls.3>
Moreover, the PanCAP Adapted calls for the development of an up-to-date, federally executable

health care supply chain management strategy that includes prioritized supplies to sustain the
health care infrastructure.

35Department of Health and Human Services, U.S. Government COVID-19 Response Plan (Mar. 13, 2020).

Page 17 GAO-20-701



Until HHS and FEMA develop and communicate to stakeholders—such as state, local, tribal,

and territorial governments—plans outlining specific actions the federal government will take

to help mitigate remaining medical supply gaps, uncertainty will persist regarding whether the
federal response will align with needs. Further, such plans would provide needed clarity to federal
partners and nonfederal entities on priority needs and ongoing efforts to address those needs. It
will be especially important to develop and communicate plans that detail 1) specific actions for
increasing domestic production of medical supplies, such as circumstances under which agencies
will consider use of DPA authorities, and 2) the conditions under which federal agencies would
consider additional supply support. Taking such steps before the fall, when the United States will
move into flu season and see a possible uptick in COVID-19 cases, both of which could further
disrupt supply availability, will be important.

These plans for the ongoing pandemic can help inform a longer-term, comprehensive national
supply chain strategy, which in turn could help better position all stakeholders for future
pandemics or other chemical, biological, nuclear, or radiological events of this scale. We have
ongoing work that could also inform the development of such a long-term national supply chain
strategy, including work examining the use of the DPA to expand domestic production of critical
medical supplies, federal efforts to overcome barriers to domestic drug manufacturing, and the
SNS.

We will also continue to monitor actions taken in response to two recent Executive Orders focused
on strengthening the domestic medical supply chain in response to challenges highlighted by
COVID-19:

* In May 2020, the President signed an Executive Order authorizing the Chief Executive Officer
of the International Development Finance Corporation to make loans and take other actions to

expand domestic production of strategic resources to respond to the pandemic.3®

* In August 2020, the President signed an Executive Order intended to increase domestic
production of essential medicines, medical countermeasures including PPE, and their critical
inputs.3’ It directs the FDA Commissioner, in consultation with the Director of the Office of
Management and Budget, ASPR, the Assistant to the President for Economic Policy, and the
Director of the Office of Trade and Manufacturing Policy, to create a list of these items within
90 days. It also directs federal agencies to take various steps to increase domestic production
of these items.

Medical supply management responsibility shifting to HHS. Complex medical supply
management responsibilities that have been shared between many agencies during the
nationwide response to COVID-19 are now transitioning to HHS:

36Exec. Order No. 13,922, 85 Fed. Reg. 30,583 (May 19, 2020). The first action the International Development
Finance Corporation initiated under this Executive Order, in July 2020, was an agreement to provide the Eastman
Kodak Company a $765 million loan to produce advance pharmaceutical ingredients, which are used in the
development of pharmaceutical products. In August 2020, the International Development Finance Corporation
announced that it would not proceed with the deal pending a Securities and Exchange Commission investigation
into possible insider trading related to the loan.

37Exec. Order No. 13,944, 85 Fed. Reg. 49,929 (Aug. 14, 2020).
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* Responsibility for procuring and distributing testing swabs and transport media to states
transitioned from FEMA to HHS’s OASH in July 2020, according to HHS officials.

» Responsibility for monitoring commercial supply availability to, for example, inform
procurement decisions by analyzing data from domestic medical supply distributors
transitioned from the Advisory Group to ASPR in September 2020, according to ASPR officials.

» Responsibility for other supply acquisition conducted by DOD on behalf of ASPR—including
market research, contract solicitation, proposal evaluation, and contract execution—will begin
to transition to ASPR in September. In preparation for this transition, DOD is currently guiding
ASPR staff on these activities, according to officials from both agencies.

* Responsibility for fulfilling state, local, tribal, and territorial governments’ requests for supplies
and other resources will transition from FEMA to the SNS, according to HHS officials and

documentation we received from ASPR.38

HHS has been a partner in many of the supply chain management efforts used to respond

to COVID-19. Moreover, ASPR officials noted that these activities would help augment their
current capabilities as the lead for the public health and medical services response.3® However,
this amount of responsibility at the scale the response necessitates may require continued
support from HHS’s federal partners to sustain the progress made to date for the duration of the
pandemic.

For example, ASPR will take over supply acquisition responsibilities from DOD, including awarding
funds for domestic production expansion projects, which DOD and ASPR officials said requires
knowledge of the DPA and other applicable authorities to execute. However, only three of ASPR’S
20 contracting officers had experience using DPA authorities prior to COVID-19, according to
agency officials, and hiring could be a challenge. ASPR officials acknowledged that they will need
to hire acquisition staff with expertise in DPA contracting in the future, adding that staff with such
expertise can be hard to locate.

ASPR officials also noted they would require new authority to enable greater supply acquisition
coordination through the SNS. Specifically, ASPR does not currently have the authority to sell to, or
enter into joint acquisition agreements with, states, which ASPR officials said would benefit state,
local, tribal, and territorial governments.

We found that federal partners have not yet determined in what capacities or for how long
they will continue to support HHS as the department takes on these additional responsibilities.

38According to ASPR and FEMA officials, FEMA has been responsible for fulfilling the request or assigning it to
another agency to complete, such as to ASPR’s SNS. While the timing and aspects of the supply fulfillment transition
are still being discussed, FEMA and ASPR officials told us that they will keep the front-end process whereby
state, local, tribal, and territorial governments make requests for supplies through FEMA the same for continuity
purposes.
3%The National Response Framework is an all-hazards response structure to coordinate federal resources during
emergencies and disasters. It divides the federal response into 15 emergency support functional areas that are most
frequently needed during a national response. ASPR leads Emergency Support Function #8 on behalf of the Secretary of
Health and Human Services.
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ASPR officials said they meet weekly with other agency counterparts to discuss the logistics for
transitioning responsibilities beginning in September, but have not yet developed written plans
because the response necessitates a constant real-time evaluation of each agency’s abilities. Our
prior work has identified leading practices that can help sustain collaboration, such as developing
a plan identifying roles and responsibilities for parties included in the collaborative effort.4°
Transition planning efforts are under way for many of the responsibilities mentioned, but have
not yet culminated in a document that clearly defines the roles and responsibilities in the various
aspects of supply chain management.

It is critically important that HHS and FEMA work with their federal partners to define roles and
responsibilities for managing the medical supply chain to sustain supply chain progress. Until HHS
and FEMA work with their federal partners to immediately document roles and responsibilities

for supply chain management functions transitioning to HHS, they risk losing the momentum and
expertise developed up to this point in the response. Additionally, without clearly defined roles
and responsibilities, the federal response structure may be unable to respond to new supply chain
challenges that could emerge.

State, territory, and tribal challenges managing supplies. As the federal government works to
procure and distribute supplies through multiple channels to meet critical medical supply needs,
its state and other nonfederal partners have experienced a variety of challenges managing supply
needs—such as tracking the status and delivery of supplies from the federal government and
budgeting for ongoing needs. Interviews with state and territorial officials with responsibility for
managing supply needs and budgets and associations representing state, territorial, and tribal
officials have identified the following challenges:

* Knowing when or which supplies will arrive. Officials from the majority of 10 states we
interviewed, as well as officials from one FEMA regional office and an association representing
emergency managers, described challenges regarding deliveries.*! For example, an official
from one state described frustrating experiences verifying the delivery of supplies and said
that manifests containing tracking information often arrived several days behind the arrival
of the actual shipment. The official noted that the people delivering federal supplies did not
provide estimated times of arrival and said that on multiple occasions, the delivery went to a
place other than the expected delivery site, requiring state officials to respond to phone calls
at 2 or 3 a.m. to help manage the resulting confusion.

An official from another state similarly described frustrations with uncertainty about when
PPE would be delivered, saying that even a number of months into the response, the state's
staff cannot say with any confidence when items will arrive; rather, shipments “just show up”
without advance notice.

40GA0, Managing for Results: Key Considerations for Implementing Interagency Collaborative Mechanisms, GAO-12-1022
(Washington, D.C.: Sept. 27, 2012) and Results-Oriented Government: Practices That Can Help Enhance and Sustain
Collaboration among Federal Agencies, GAO-06-15 (Washington, D.C.: Oct. 21, 2005).

41The 10 states include the eight selected states discussed throughout this section and two additional
states—Kansas and lowa—that joined an interview with the National Emergency Management Association and
offered individual perspectives and experiences from their own states.
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 Tracking deliveries made directly to local points of care. Officials from the majority of the
states we interviewed, as well as officials from one FEMA regional office, reported having
trouble confirming that the right entities received correct and usable supplies when supplies
provided through federal programs arrive directly at local points of care, such as hospitals,
laboratories, or nursing homes. For example, officials from one state described trying to track
supplies delivered directly to medical facilities, and after raising the issue with FEMA and
HHS representatives, received only a list of which counties received the supplies but not the
specific facilities where those supplies were delivered. Another state official in a different FEMA
region said that the FEMA regional office provided information stating that FEMA had shipped
supplies to somewhere in the state, but the information did not specify where the supplies
went or to whom they were delivered.

* Budgeting for ongoing supply needs. State officials described challenges determining how to
best apply funding from various federal programs and make budgeting decisions for future
supply needs:

» Officials from the majority of the 10 states we interviewed expressed concerns
and frustrations over uncertainty about whether and to what extent states and
other recipients would be responsible for sharing the cost of supplies provided
by the federal government. Officials from the majority of FEMA regional offices
we interviewed also described states’ confusion about reimbursement, cost share
responsibility, and concerns about potential duplication of benefits.

FEMA generally reimburses 75 percent of the eligible cost of medical supplies that

states purchase under its Public Assistance program and received through mission
42
assignments. Conversely, supplies that states and other recipients receive directly

from the SNS are covered at 100 percent and are not subject to cost sharing. To
illustrate, officials from at least two states described being uncertain as to which
supplies and delivery efforts were provided by FEMA programs and which were
provided through another federal channel because shipments did not always contain
paperwork indicating the provider, compounding confusion about whether their states
would be responsible for sharing the cost for such supplies and activities.

» State officials also reported that different timelines and guidance for FEMA’s Public
Assistance Program and the CRF make it difficult for nonfederal entities to optimize
resources from these programs. Certain supplies are eligible under both programs.

In addition, the Department of the Treasury (Treasury) has provided information
describing use of the CRF to meet the nonfederal cost share for FEMA assistance.
Therefore, state, territorial, and tribal officials have to make decisions about the best
way to apply these funds to meet their medical supply needs. According to one state
official, the different timelines and requirements for each program, particularly the
requirement that payments from the CRF may only be used to cover costs incurred by

42See 44 C.F.R. § 206.47 (2019). This nonfederal cost share can be waived or reduced. However, to date, no
such waiver or reduction has been approved. FEMA may recommend that the federal cost share be increased
to 90 percent whenever a disaster is so extraordinary that actual federal obligations under the Stafford Act,
excluding FEMA administrative cost, meet or exceed a certain qualifying threshold. See 44 C.F.R. § 206.47(b)
(2019). If warranted by the needs of the disaster, FEMA may recommend up to 100 percent federal funding
for a limited period in the initial days of the disaster irrespective of the per capita impact. 44 C.F.R. § 206.47(d)
(2019).
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the end of calendar year 2020, have made deciding the best way to use these funds
challenging. 43 Completing Public Assistance projects typically takes time, and users
can face delays during the review and approval process.

Challenges tracking supplies limit the ability of state, territorial, and tribal officials to determine if
their supply requests have been met, which orders are pending, and what additional requests they
may need to make. These tracking challenges, combined with uncertainty about the eventual cost
share responsibility states and other nonfederal entities have, limits the information they can use
to understand their overall supply picture and to budget for ongoing and future supply needs.

The PanCAP Adapted anticipates that states would request federal assistance when requirements
exceeded state, local, tribal, and territorial capabilities to respond to COVID-19. In addition, it
describes the responsibilities of federal agencies to ensure stabilization of the medical supply
chain, including the distribution of critical medical supplies. However, for the distribution of
supplies, it focuses on use of the SNS, and as we reported in June 2020, nationwide need for
critical supplies to respond to COVID-19 quickly exceeded the quantity of supplies contained in the
SNS.#* When this condition became clear, the federal government and its nonfederal partners had
to employ numerous additional avenues to meet supply needs.

Findings from Crimson Contagion—a 2019 national exercise that approximated some of the
conditions of the COVID-19 pandemic—foreshadowed this challenge.** The findings noted that
resource request and allocation tracking was not transparent to the range of state, local, tribal,
territorial, and federal response partners because these resources are all tracked via different
processes in different systems and across several agencies, which posed a challenge to developing
a comprehensive common operating picture to track resource needs and supply movement.

The provision of supplies through federal programs for COVID-19 involved using systems that
previously had not worked together to deliver supplies at this scale or in a situation with this level
of worldwide resource scarcity, and required pursuit of numerous avenues to try to meet the
needs. For example, one FEMA region reported that its states and territories sourced PPE requests
through all of the following channels: (1) state and federal stockpiles, (2) existing contracts (while
applying for reimbursements through FEMA’s Public Assistance Program), (3) FEMA mission
assignments, and (4) donations.

435ee 42 U.S.C. § 801(d)(3).
44GA0-20-625.

4>The Crimson Contagion 2019 Functional Exercise, conducted August 13-16, 2019, exercised the nation's ability to
respond to a large-scale outbreak of a novel avian influenza virus (H7N9) strain, which quickly spreads via human-
to-human transmission around the world and across the continental United States with high rates of morbidity and
mortality. The exercise was a multistate, whole-of-government effort focused on the response and policy issues of
workforce viability, critical infrastructure protection, economic impact, social distancing, scarce resource allocation,
prioritization of vaccines and other countermeasures, and medical surge operations. As we reported in June 2020, HHS
officials told us they had not been able to address the Crimson Contagion findings because they were busy responding
to the COVID-19 pandemic. FEMA officials similarly told us that because the draft findings and recommendations were
compiled 2 months before reports of the novel coronavirus emerged, they were not able to implement solutions before
the pandemic response began. Because the capabilities needed to visualize end-to-end deliveries across multiple
entities are complex, it is understandable that more time will be required to devise solutions.
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The scale and nature of this response, global supply shortages, and rapidly shifting ground
conditions have added to the challenges faced by states, territories, and tribes—some of which
are working with their own complex organizational arrangements, such as large and decentralized
health care networks consisting of both public and private entities. At the same time, state officials
and FEMA regional officials we interviewed have noted that federal guidance and communication
to help address these issues have not always been provided consistently and effectively to state
decision makers to help them to stay abreast of changing conditions and policy interpretations.

Further, standards for internal control state that management should communicate the necessary
quality information externally to achieve the entity’s objectives and address related risks.*® In

the case of the COVID-19 response, providing the states, territories, and tribes with clear and
consistent information about critical supply needs is an indispensable part of supporting their
critical role in response to nationally significant biological incidents like COVID-19. In addition, it
will be important in the immediate term as the crisis continues.

Officials from the Advisory Group told us they are able to track daily transactional information
from six major medical supply distributors. By tracking orders from hospitals, nursing homes,
and other users to help understand the aggregate national demand; monitoring movement of
materials from manufacturers to distributors; and monitoring order fulfillment, the Advisory
Group is able to visualize where supplies are moving in the country.

Nevertheless, the challenges that states, territories, and tribes have faced in tracking the status
and fulfillment of supplies continue to hamper their efforts to plan for and help ensure their
supply needs are met. Officials from the Advisory Group acknowledged that, although the group
shares what it can of the information it uses to visualize supply demand and usage nationwide,
some of this information is proprietary and there are limits on sharing with nonfederal partners.
At the same time, officials from the Advisory Group noted that some states have had more success
tracking supplies delivered through federal and other channels, and there may be an opportunity
to identify best practices that help states better monitor their overall supply operating picture.

As the nation prepares for additional COVID-19 cases this fall and winter, it is essential that
agencies leading the response through the UCG take steps to address the information challenges
nonfederal partners are experiencing and help ensure better capability in the coming months. The
UCG has the opportunity to design interim systems and guidance and disseminate best practices
to help address the challenges states, territories, and tribes face in the immediate COVID-19
response effort. Until these agencies devise such interim solutions to address challenges tracking
the status of supply requests during the pandemic, states and other nonfederal entities will
continue to be limited in their ability to plan for supply needs for the remainder of the COVID-19
pandemic response.

Given the complexity of the problem, the number of federal and nonfederal entities involved, and
the complex and decentralized environment in which a response like this operates, building long-
term capability solutions will be challenging. Establishing reliable, end-to-end logistics tracking
capabilities from points of care back through the multiple distribution channels required in a

46GA0, Standards for Internal Control in the Federal Government, GAO-14-704G (Washington, D.C.: Sept. 10, 2014).
According to internal control principle 15.02, open two-way external reporting lines allow for this communication.
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response of this scale is a significant undertaking and not likely to be resolved in the near term.
We have ongoing and planned work on planning and building capabilities for nationally significant
biological events, as well as work on the future of the SNS. We will continue to monitor long-term
issues and solutions through this work.

GAO Recommendations Related to the Medical Supply Chain

* The Secretary of Health and Human Services in coordination with the Administrator of the Federal Emergency
Management Agency—who head agencies leading the COVID-19 response through the Unified Coordination
Group—should immediately document roles and responsibilities for supply chain management functions
transitioning to the Department of Health and Human Services, including continued support from other federal
partners, to ensure sufficient resources exist to sustain and make the necessary progress in stabilizing the supply
chain, and address emergent supply issues for the duration of the COVID-19 pandemic. (Recommendation 1)

* The Secretary of Health and Human Services in coordination with the Administrator of the Federal Emergency
Management Agency—who head agencies leading the COVID-19 response through the Unified Coordination
Group—should further develop and communicate to stakeholders plans outlining specific actions the federal
government will take to help mitigate remaining medical supply gaps necessary to respond to the remainder of the
pandemic, including through the use of Defense Production Act authorities. (Recommendation 2)

* The Secretary of Health and Human Services —who heads one of the agencies leading the COVID-19 response
through the Unified Coordination Group—consistent with their roles and responsibilities, should work with relevant
federal, state, territorial, and tribal stakeholders to devise interim solutions, such as systems and guidance and
dissemination of best practices, to help states enhance their ability to track the status of supply requests and plan
for supply needs for the remainder of the COVID-19 pandemic response. (Recommendation 3)

* The Administrator of the Federal Emergency Management Agency—who heads one of the agencies leading the
COVID-19 response through the Unified Coordination Group—consistent with their roles and responsibilities,
should work with relevant federal, state, territorial, and tribal stakeholders to devise interim solutions, such
as systems and guidance and dissemination of best practices, to help states enhance their ability to track the
status of supply requests and plan for supply needs for the remainder of the COVID-19 pandemic response.
(Recommendation 4)

Source: GAO. | GAO-20-701

Testing Capacity

Federal agencies have taken several key actions in recent months to increase testing. Diagnostic
testing in the U.S. increased in July compared to June, while remaining about the same from July
to August, according to testing data available on the HHS website.#” However, testing capacity
has struggled at times to keep up with increased demand, driven in part by the supply shortages
described above. This has led to some delays in turnaround times for testing results. HHS and

47\We analyzed testing data for June, July and August 2020 that we downloaded from HHS’s website. According to

HHS, the data represent viral COVID-19 laboratory test (polymerase chain reaction) results from laboratories in the
United States, including commercial and reference laboratories, public health laboratories, hospital laboratories, and
other testing locations. The data may not include results from all testing sites, such as point-of-care test sites, nor do
they include COVID-19 antigen testing results, which are a specific type of viral test that can be administered at the
point-of-care. According to HHS, point-of-care tests represented about 25 percent of all testing in the United States in
August 2020. HHS notes on its website that the testing data reflect the majority, but not all, COVID-19 tests in the United
States, and that the data are provisional and subject to change. Testing data were available for download on https://
healthdata.gov/dataset/covid-19-diagnostic-laboratory-testing-pcr-testing-time-series, accessed September 4, 2020.
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some researchers suggest that in light of testing constraints, tests should be prioritized for people
with symptoms and other high-risk populations. Emerging testing innovations and approaches
may offer increased access to testing moving forward.

Key federal actions to support testing. HHS has undertaken several key actions to expand
testing levels and capacity since our June report.*® HHS’s COVID-19 Strategic Testing Plan states
that the role of the federal government is to provide strategic guidance and help scale supplies,

among other things, while states, territories, and tribes are responsible for formulating and
49
implementing testing plans.

» Continued federal expenditures for testing. The COVID-19 relief laws appropriated a total of $26.5
billion to HHS to support COVID-19 testing. HHS reported total testing-related obligations of
about $14.35 billion as of July 31, 2020, and total expenditures of $1.17 billion.>° See table 1 for
HHS-reported obligations and expenditures for testing-related activities.

Table 1: HHS's Reported Obligations and Expenditures for Testing-Related COVID-19 Response Activities,
as of July 31, 2020

Key Activity Obligations Expenditures
($ billions) ($ billions)

Percentage of obligations

expended, as of July 31,

2020

$12.690 $0.867 7%
Support to state,
local, territorial, and
tribal organizations’
preparedness
Testing for uninsured 0.163 0.161 99
Testing 1.496 0.137 9
Total 14.349 1.165 8

Source: GAO analysis of Department of Health and Human Services (HHS) information. | GAO-20-701

Note: the percentages represent the share of obligations for each key activity that were expended as of July 31, 2020.

We requested information from HHS to explain why expenditures represent a small share

of total obligations. HHS responded that it was primarily due to the slow rate at which states

have used the funds they were awarded; however, HHS’s response did not address why its
48 @y pepslitures of amounts allocated for federal testing activities comprised 9 percent of its

49Department of Health and Human Services, Report to Congress: COVID-19 Strategic Testing Plan. HHS is required under
the Paycheck Protection Program and Health Care Enhancement Act to update the plan every 90 days until funds
provided under the act are expended. Pub. L. No. 116-139, div. B, tit. |, 134 Stat. at 626-27.

SOAccording to CDC officials, $10.25 billion in funds provided under the Paycheck Protection Program and Health
Care Enhancement Act were obligated for awards to states, territories, and local jurisdictions through CDC’s
Epidemiology and Laboratory Capacity for Prevention and Control of Emerging Infectious Diseases cooperative
agreement to help them expand their testing and contact tracing capacity, among other things. An HHS official told
us that recipients draw down funds in accordance with their own jurisdictional policies and practices. In addition,
the Indian Health Service will provide $750 million to IHS, tribal, and urban Indian Health programs to expand
testing capacity and testing-related activities.
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obligations. HHS noted that the length of time it will take to spend all federal appropriations
allocated for testing is highly dependent on the progression of the COVID-19 pandemic and its
impact on specific U.S. geographic locations and populations.

The Paycheck Protection Program and Healthcare Enhancement Act required each state,
territory, or local jurisdiction receiving funding to submit to HHS a plan for how they will meet
their testing targets.>! Officials from states we interviewed told us they intend to use these
funds to support testing in various ways, such as by procuring additional testing supplies when
available, creating partnerships with local private sector entities to expand testing capacity,
improving mobile testing capacity, expanding the laboratory and epidemiological workforce,
and investing in information technology upgrades. HHS officials told us that the funding is
available to recipients for 30 months and is expected to be expended over time.

» Enhanced support for testing supplies. As described above, FEMA and HHS have continued to
procure swabs, transport media, and point-of-care tests on behalf of states and territories.
FEMA and HHS also procured point-of-care tests on behalf of certain federal agencies.”? HHS
will continue to procure these supplies through December 2020.

* Invested in new testing technologies. In late July, the National Institutes of Health's (NIH) Rapid
Acceleration of Diagnostics (RADX) initiative awarded contracts totaling nearly $250 million
to seven companies to support new testing technologies. NIH stated that these investments
have the potential to increase the number, type, and availability of tests by fall 2020.>3 Four
of the technologies could increase testing capacity while reducing the time to receive test
results. Three of the technologies use platforms that can give rapid results in non-laboratory
settings, such as work sites, nursing homes, and schools. In early September, NIH announced
an additional round of awards totaling over $129 million to nine companies.>*

* Invested in capacity expansion for two laboratories. On August 13, 2020, HHS announced a $6.5
million dollar investment in two commercial laboratories.>> Specifically, the agency is providing
these companies with resources, such as testing equipment and supplies, to increase testing
capacity by up to an additional 4 million tests per month starting in early October.

» Expanded support for testing sites. HHS established public-private partnerships with a
commercial laboratory company and retail pharmacy and grocery store chains to implement

5Tpub. L. No. 116-139, div. B, tit. |, 134 Stat. at 624. States submitted interim plans that covered May and June in late
May, and plans for July through December were submitted on July 10. According to HHS, states’ testing targets for
May and June 2020 ranged from testing 2 percent of each state’s population to nearly 15 percent each month.

5256ome of the other agencies include the Indian Health Service, the Department of Veterans Affairs, and the
Department of Energy.

535ee National Institutes of Health, “NIH Delivering New COVID-19 Testing Technologies to Meet U.S. Demand” (July
31, 2020), accessed August 6, 2020, https://www.nih.gov/news-events/news-releases/nih-delivering-new-covid-19-
testing-technologies-meet-us-demand.

>45ee National Institutes of Health, “NIH continues to boost national COVID-19 testing capacity” (Sept. 2, 2020),
accessed September 4, 2020, https://www.nih.gov/news-events/news-releases/nih-continues-boost-national-
covid-19-testing-capacity.

35ee Department of Health and Human Services, “HHS Invests in Diagnostic Labs to Expand COVID-19
Testing Capacity in the United States” (Aug. 13, 2020), accessed August 18, 2020, https://www.hhs.gov/about/
news/2020/08/13/hhs-invests-in-diagnostic-labs-to-expand-covid-19-testing-capacity-in-the-united-states.html.
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and reimburse testing through August 2020.°° As of mid-August, these sites had tested more
than 1.6 million individuals, according to HHS documentation. In addition, HHS set up surge
temporary testing sites in multiple communities to increase federal support in areas with

recent spikes in new cases and hospitalizations.>’

Clarified guidance and implemented enforcement mechanisms to enhance testing data. Shortly
before the August 1, 2020 testing data reporting deadline, HHS published implementation
specifications with standard definitions for all of the data that laboratories are required to
report to CDC through state and territorial health departments.”® These specifications are
aimed to help improve the quality of testing data CDC receives, and in turn allow the agency
to more accurately monitor testing. According to CDC, 40 of the 56 states and territorial
jurisdictions had completely developed the capability to relay detailed testing data to CDC as
of August 24, 2020.

To improve consistency and uniformity in the reporting of testing data, on September 2,

2020, CMS published an interim final rule that provides sanctions for laboratories that fail to
report COVID-19 testing data consistent with the form and manner specified by HHS.>® We will
monitor the implementation of this guidance in our ongoing work.

Testing capacity constraints. Although HHS has undertaken efforts to increase testing across
the country, laboratory testing capacity has been constrained due to shortages in supplies and
equipment, as well as increased demand for tests associated with emerging hotspots in disease
transmission. These constraints have led to delays in the turnaround times for testing results.
Such delays have multiple serious consequences, including delays in isolating and tracing the
contacts of those who test positive, which can exacerbate outbreaks by allowing the virus to
spread undetected.

Two large commercial laboratories reported delays in July 2020:

* In early July, LabCorp announced on its website that its average time to deliver test results was
4 to 6 days, citing constraints in the availability of supplies and equipment.®0

>6This partnership program has supported nearly 800 testing sites. After federal payments end, the program
provides testing sites an option for reimbursement through private insurance, Medicare, and Medicaid. According
to HHS officials, these testing sites can submit claims for reimbursement for testing services provided to the
uninsured to the COVID-19 Uninsured Program, which is administered by HRSA. In some states, Medicaid is the
primary payer for COVID-19 testing for uninsured individuals because state Medicaid programs have requested and
received CMS approval to cover this testing.

>/HHS provided federal support to establish temporary testing sites that each offered 5,000 no-cost tests per day
for a period of 5 to 12 days.

58Department of Health and Human Services, COVID-19 Lab Data Reporting Implementation Specifications, (July 31,
2020), accessed August 3, 2020, https://www.hhs.gov/sites/default/files/hhs-guidance-implementation.pdf.

5985 Fed. Reg. 54,820, 54,873 (Sep. 2, 2020).

60LabCorp, “Media Statement: Testing Demand and Result Timeframe: July 8, 2020,” accessed July 8, 2020, https://
www.labcorp.com/coronavirus-disease-covid-19/labcorp-newsroom/media-statement-testing-demand-and-result-
timeframe.
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* Quest Diagnostics announced in late July that the average turnaround time for reporting test
results had increased to 7 days or more for nonpriority populations.®’

Both companies reported their turnaround times had decreased to 1-3 days by August 10, 2020,
citing the use of new testing techniques that helped to increase their capacity.®? Similarly, the
Association of Public Health Laboratories reported that most public health laboratories were
able to meet their COVID-19 testing demand in the first 2 weeks of August.®3 According to HHS
documentation, 97 percent of tests run by six commercial laboratories returned results within

3 days by early September.64 However, future surges in demand for tests could lead to further
delays in testing turnaround times if laboratory supply shortages and other capacity constraints
have not abated.

To help alleviate laboratory testing capacity constraints, HHS and some researchers have
suggested that testing should be prioritized for certain populations. Some states have also
recommended prioritizing testing for specific populations.

* In the HHS COVID-19 Strategic Testing Plan, submitted to Congress on August 22, 2020, HHS
stated that communities seeing increased turnaround times for test results may choose
to prioritize testing to only those who “need” a test according to CDC or state and local
guidelines; however, HHS did not define who needs a test in this plan. Subsequently, on
August 24, CDC revised its testing guidelines to state that asymptomatic individuals with a
known exposure to COVID-19 do not necessarily need a test unless they are a vulnerable
individual or their health care provider or state or local public health officials recommend a
test. Further, the revised guidelines stated that asymptomatic individuals without a known
exposure do not need to be tested.®>

Several public health organizations, including the American Medical Association, the National
Association of County and City Health Officials, and others, have expressed concern over CDC’s
guidelines for asymptomatic people who have been exposed to COVID-19, citing the need for a
rationale for the change. For example, the Association of American Medical Colleges expressed
concern that the new CDC guidelines will result in less testing of asymptomatic individuals,
who may go on to infect others if they carry the virus. GAO will continue to monitor this issue.

» Several states, including Alabama, California, Michigan, Minnesota, and Virginia, have
issued guidelines for prioritizing testing of certain populations, such as people requiring
hospitalization and health care workers. Guidelines from California, Minnesota, Michigan, and

61 Quest Diagnostics, “Quest Diagnostics Media Statement about COVID-19 Testing,” accessed July 27, 2020, https://
newsroom.questdiagnostics.com/COVIDTestingUpdates. Quest Diagnostics defines priority populations as hospital
patients, pre-operative patients in acute care settings, and symptomatic health care workers.

62Quest Diagnostics also cited its efforts to reduce test orders for lower-risk patients.

63Association of Public Health Laboratories, “Lab Testing Capacity and Capability Survey Data Dashboard,” accessed
August 19, 2020, https://www.aphl.org/programs/preparedness/Crisis-Management/COVID-19-Response/Pages/
COVID-19-Dashboard.aspx.

64The six laboratories, according to HHS, are LabCorp, Quest Diagnostics, BioReference Laboratories, Mayo Clinic, ARUP
Laboratories, and Sonic Healthcare USA.

65¢DC defined exposure as being within 6 feet of a person with a COVID-19 infection for at least 15 minutes.
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Virginia recommend prioritizing testing for asymptomatic individuals who are close contacts of
confirmed COVID-19 cases.

* In May 2020, the University of Minnesota’s Center for Infectious Disease Research and Policy
noted that the need for testing will likely far outpace capacity, particularly during surges, and
recommended prioritizing testing based on CDC guidelines at that time.®

Emerging testing technologies and approaches. Recent innovations in testing technology
provide the potential to alleviate capacity constraints. For example, in July 2020, FDA authorized
the first two COVID-19 diagnostic tests for use with pooled samples.®’ In a pooled testing strategy,
laboratories pool samples from multiple individuals in one batch to run a single test, and samples
are subsequently tested individually only if the pooled batch returns a positive or inconclusive
result.®® According to LabCorp and Quest Diagnostics, two laboratory companies that have
received authorizations for pooled testing, this technique can help to optimize testing capacity.
The White House Coronavirus Task Force encouraged this testing approach for counties with a test
positivity rate between 5 and 10 percent, stating that it could increase access to testing and reduce
turnaround times for results.®® Additionally, on August 15, 2020, FDA authorized a new laboratory-
based saliva viral test that does not require specialized collection supplies or certain reagents that
have been, at times, in short supply.”®

In addition, as an alternative approach to addressing laboratory testing capacity constraints, some
researchers have proposed an increased use of point-of-care antigen tests as a means to increase
access to testing while reducing strain on laboratories.”! Antigen tests can be administered

and processed at care settings, such as clinics, and results are available in about 15 minutes,

66Center for Infectious Disease Research and Policy, COVID-19: The CIDRAP Viewpoint, Part 3: Smart Testing for
COVID-19 Virus and Antibodies (May 20, 2020). The report recommended prioritizing testing based on the following
hierarchy: (1) those with symptoms who are critically ill and hospitalized; (2) symptomatic health care workers and
first responders, symptomatic individuals in congregate living facilities, and symptomatic essential workers; (3)
symptomatic individuals in the community, and (4) asymptomatic people living in congregate settings (e.g., long-
term care facilities or homeless shelters).

67FDA authorized these two tests using an emergency use authorization. FDA may issue an emergency use authorization
if the agency determines that certain medical products, such as a test, “may be effective” at diagnosing, treating, or
preventing a disease, among other criteria. See 21 U.S.C. 8 360bbb-3. An emergency use authorization allows tests to

be made available in a much shorter time frame than typically would be necessary for approval or clearance, in part
because it requires a lower level of evidence than the “effectiveness” standard that is required for FDA product approvals
and clearances. To approve tests outside of an emergency, FDA determines whether there is reasonable assurance

that the tests are safe and effective for their intended clinical use or that they otherwise meet the applicable statutory
standard.

68As of September 3, 2020, FDA had authorized four pooled tests. According to FDA officials, one of the authorized
pooled tests can test samples from up to 7 individuals.
69White House Coronavirus Task Force, Governors Report (July 19, 2020).

70Department of Health and Human Services, “Coronavirus (COVID-19) Update: FDA Issues Emergency Use
Authorization to Yale School of Public Health for SalivaDirect, Which Uses a New Method of Saliva Sample Processing”
(Aug. 15, 2020), accessed August 16, 2020, https://www.fda.gov/news-events/press-announcements/coronavirus-
covid-19-update-fda-issues-emergency-use-authorization-yale-school-public-health.

71Antigen viral tests are a type of diagnostic test that detects the presence of a protein that is part of SARS-CoV and
SARS-CoV-2. As of September 3, 2020, FDA had granted emergency use authorizations for four antigen tests.
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eliminating the risk of delayed turnaround times. Antigen tests are also less costly than other viral
diagnostic tests. However, antigen tests have lower sensitivity than other viral tests, meaning they

have a higher chance of producing false negatives.’?

* Public health researchers from the Rockefeller Foundation and Harvard University have called
for an increased use of antigen tests in a screening capacity, including among asymptomatic
individuals, noting that this approach would be useful when re-opening certain settings, such
as schools and large workplaces.

* InJuly and August 2020, the federal government awarded contracts to manufacturers of three
antigen tests to purchase or increase production of these tests. For example, HHS awarded
a contract for the delivery of 150 million Abbott BinaxNOW COVID-19 Ag Card Point of Care
tests, with the intention of distributing them for testing at schools and for testing other
special needs populations.’? Also, in August 2020, 10 states joined together to conduct group
purchasing of 5 million antigen tests.”*

We have a body of ongoing work related to testing, and we will continue to monitor testing levels
and federal efforts to address testing capacity constraints, among other things.

Vaccine and Therapeutics Development, Manufacturing, and Distribution

Multiple federal agencies continue to support the development, manufacturing, and distribution
of vaccines and therapeutics to prevent and treat COVID-19. Through Operation Warp Speed—a
partnership between DOD and HHS, including HHS’s Biomedical Advanced Research and
Development Authority (BARDA), CDC, and NIH—DOD is supporting HHS in developing plans

for nationwide distribution and administration of any licensed or authorized COVID-19 vaccine.
However, as of September 4, 2020, HHS had not documented or shared its plans, being developed
with support from DOD, with relevant stakeholders or the public. Early understanding of planning
efforts—such as key assumptions being made about how a vaccine will be prioritized, allocated,
and administered—is essential to help ensure that coordination takes place across all levels of
government and with other stakeholders and that clear and consistent messages are shared with
the public on the safety and efficacy of any available vaccines. On September 16, 2020, HHS and

72\yith this in mind, FDA stated that negative results from an antigen test may need to be confirmed with a polymerase
chain reaction test. According to FDA, antigen tests generally have high specificity, meaning that positive results are
highly accurate.

731 addition, the federal government used DPA authority to contract with two other antigen test manufacturers.
Specifically, through its RADx program, NIH awarded a contract to expand manufacturing capacity for Quidel
antigen tests from 84 million to 220 million per year, and DOD and HHS awarded a contract to Becton, Dickinson,
and Company to expand manufacturing capacity of its antigen test by 50 percent, to more than 12 million test kits
per month by the end of February 2021.

74ps of August 19, 2020, states taking part in the testing compact, in collaboration with the Rockefeller Foundation,
included Arkansas, Louisiana, Maryland, Massachusetts, Michigan, North Carolina, Ohio, Rhode Island, Utah, and
Virginia.
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DOD released two documents outlining a strategy for any COVID-19 vaccine. GAO will evaluate
these documents and report on them in future work.

Federal efforts on developing and manufacturing vaccines and therapeutics. Federal
agencies have provided funding to accelerate the development and manufacturing of vaccines and

75
therapeutics for COVID-19. (See fig. 5 for an overview of the traditional timeline for development

76
and FDA licensure of a vaccine.) Many of these activities are part of Operation Warp Speed.

* HHS and DOD have announced a total of about $12.6 billion in awards to support Operation
Warp Speed and to accelerate the development, manufacturing, and distribution of COVID-19
vaccines and therapeutics, as of September 1, 2020.”7 For example, HHS and DOD announced
an award of a $138 million contract for the production of more than 100 million prefilled
syringes by the end of 2020.

* Manufacturing capacity is being advanced for selected Operation Warp Speed vaccine
candidates while they are still in development; typically, large-scale manufacturing of vaccine
occurs after it is shown to be safe, pure and potent (i.e., safe and effective). According to HHS,
the federal government is taking a financial risk by manufacturing certain selected vaccines
before information about the vaccines’ safety and efficacy is known to ensure vaccines are
available as soon as possible, once such information is determined.

* A memorandum of understanding between DOD and HHS states that DOD will coordinate
the logistics, supply chain, development, and manufacturing of vaccines and therapeutics in
support of Operation Warp Speed, among other things.

750ur review is specific to federal efforts; there are also many nonfederal, privately funded efforts to develop vaccines
and therapeutics, which are outside the scope of our review. Further, a World Health Organization document reported
that as of September 3, 2020, 142 vaccine candidates were in preclinical evaluation globally, and 34 vaccine candidates
were in clinical evaluation (phase 1 to phase 3 clinical trials). See World Health Organization, “Draft Landscape of
COVID-19 Candidate Vaccines” (Sept. 3, 2020), accessed September 3, 2020, https://www.who.int/publications/m/item/
draft-landscape-of-covid-19-candidate-vaccines.

76Secretary of Health and Human Services Alex Azar and Secretary of Defense Mark Esper oversee Operation Warp
Speed, with Dr. Moncef Slaoui designated as chief advisor and General Gustave F. Perna confirmed to be chief operating
officer. Department of Health and Human Services, “Fact Sheet: Explaining Operation Warp Speed” (Sept. 1, 2020),
accessed September 3, 2020, https://www.hhs.gov/coronavirus/explaining-operation-warp-speed/index.html. DOD also
launched an Operation Warp Speed website. See Department of Defense, Coronavirus: Operation Warp Speed, accessed
August 18, 2020, https://www.defense.gov/Explore/Spotlight/Coronavirus/Operation-Warp-Speed/.

7"This amount includes awards for the acquisition of medical materiel needed to administer vaccines and
therapeutics, according to DOD.
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Figure 5: Traditional Timeline for Development and Licensure of a Vaccine
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Note: Phase 1 clinical trials test the safety of a product with a small group of people (usually less than 100). Phase 2 clinical
trials look at questions such as the maximum tolerated dose, the optimal schedule for giving the product (how many doses
and at what time intervals), and whether the immune system is having the desired responses. These studies are conducted
with a medium-size population of volunteers (usually a few hundred to 1,000). Phase 3 clinical trials look at things like whether
the product prevents new infections or, if people become infected, if the product helps control the infections so they do not
become severe. These studies involve many thousands of people, usually including participants who are at increased risk for
infection.

Additionally, licensure of a vaccine requires that the establishment in which the vaccine is manufactured, processed, packed, or
held meets standards designed to assure that the vaccine continues to be safe, pure, and potent (i.e., safe and effective).

Additionally, BARDA is making investments in the development of vaccines and therapeutics for
COVID-19.

* As of August 18, 2020, BARDA had awarded about $10.8 billion in support of seven vaccine
candidates; these awards included support for the development, manufacturing, and purchase
of vaccine doses. Of these seven vaccine candidates, one was in phase 1 of clinical trials, one
was in phase 1 and phase 2 of clinical trials, one was in phase 2, three were in phase 3, and the

78
remaining vaccine candidate was not yet in clinical trials, as of September 3, 2020.

* BARDA also awarded about $1 billion for nine therapeutic candidates as of August 18, 2020,
and two of these candidates were in phase 1 of clinical trials, one was in phase 2 of clinical
trials, and one was in phase 3 trials as of September 1, 2020. In addition, two therapeutics that
received BARDA awards had been in phase 3 clinical trials but were no longer supported by

79
BARDA.

78six of the seven vaccine candidates receiving awards from BARDA are part of Operation Warp Speed, according
to HHS, and as such, part of the award amount reported for BARDA is also included in the Operation Warp Speed
award amounts cited previously.

790ne therapeutic candidate (sarilumab) had been in a phase 3 clinical trial, but as of July 2, 2020, the trial was
stopped and was no longer receiving federal funding because it did not meet its primary and key secondary
endpoints. Specifically, minor positive results from the trials were not statistically significant and there was the
presence of severe adverse events, such as multi-organ dysfunction syndrome, according to the manufacturer.
Another therapeutic candidate (tocilizumab) had also been in a phase 3 clinical trial, but as of July 29, 2020, the trial
stopped and the therapeutic was no longer supported by BARDA. During the trial, the drug did not meet its primary
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NIH has also established a COVID-19 Prevention Network that aims to enroll thousands of
volunteers in large-scale phase 3 trials of vaccines and of monoclonal antibodies—Ilaboratory-
made antibodies that may be able to serve as another prevention option until a vaccine becomes

80
available. For each of the phase 3 trials, NIH is working to enroll 30,000 people and include as
diverse a population as possible, including different racial and ethnic groups and a range of age

81
groups, according to HHS.

Federal efforts on distribution, including prioritizing and allocating vaccine. The federal
government has taken some steps to begin determining how any licensed or authorized vaccine
might be distributed, including which groups may have priority and how it might be allocated and
administered. Among actions taken are the following:

* HHS and DOD announced that McKesson Corporation will be a central distributor of COVID-19
vaccines and related supplies in support of Operation Warp Speed. McKesson, which distributed
the H1N1 vaccine during the H1N1 pandemic, will work under CDC'’s guidance to deliver
COVID-19 vaccine to administration sites, according to HHS and DOD announcements released
on August 14, 2020.

* HHS has announced it is planning a tiered approach for vaccine distribution. This tiered approach
will build on a methodology developed as part of pandemic influenza planning and will be
adjusted based on experience during the first wave of the COVID-19 response, among other
things, according to an Operation Warp Speed Fact Sheet.

* CDCand NIH have sponsored a committee of experts to develop a framework to assist policymakers
in planning for the equitable allocation of COVID-19 vaccine. This committee—convened through
the National Academies of Sciences, Engineering, and Medicine and the National Academy
of Medicine—held its most recent public meeting in early September 2020. On September
1, 2020, the committee released a discussion draft of a potential allocation framework for
public comment.82 The committee’s final report, expected early this fall, will include a final
recommended allocation framework, according to a press release announcing the draft
framework. The press release also noted that the committee’s final report will address related

endpoint of improved clinical status in patients with COVID-19-associated pneumonia, or its key secondary endpoint
of reduced patient mortality, according to the manufacturer.

80Monoclonal antibodies usually only last for a few months, thus potentially requiring people to get multiple infusions or
injections on a regular schedule for them to remain effective.

8TWe have reported on existing mistrust of clinical research stemming from historical events among African Americans,
such as the Tuskegee Syphilis Study, and a manufacturer’s efforts to address these issues to increase participation of
racially and ethnically diverse populations. See GAO, Investigational Drugs: FDA and Drug Manufacturers Have Ongoing
Efforts to Facilitate Access for Some Patients, GAO-19-630 (Washington, D.C.: Sept. 9, 2019). We have also reported on the
importance of including women in clinical research; see GAO, National Institutes of Health: Better Oversight Needed to Help
Ensure Continued Progress Including Women in Research, GAO-16-13 (Washington, D.C.: Oct. 22, 2015).

82National Academies of Sciences, Engineering, and Medicine 2020. Discussion Draft of the Preliminary Framework
for Equitable Allocation of COVID-19 Vaccine (Washington, D.C.: Sept. 1, 2020), accessed September 4, 2020, https://
www.nap.edu/catalog/25914/discussion-draft-of-the-preliminary-framework-for-equitable-allocation-of-covid-19-
vaccine.
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issues, such as vaccine hesitancy, demand, and promotion as well as risk communication and
83
strategies for community engagement.

* CDC's Advisory Committee on Immunization Practices has established a COVID-19 vaccine work

84
group to consider approaches for vaccine distribution.  This work group intends to collect,

analyze, and prepare information related to COVID-19 vaccines for presentation, discussion,
85
deliberation, and vote by the advisory committee. It is expected to make recommendations

on the groups for vaccine prioritization to CDC and HHS Ieadership.86 As of August 26, 2020,
these recommendations had not yet been made. According to HHS, the advisory committee
recognizes that vaccine prioritization will be an iterative process that will be continually refined
as more information about the COVID-19 virus, vaccines, and vaccine availability becomes
known.

» CDC sent early distribution planning documents to states. CDC sent several documents to state
and local jurisdictions in late August 2020 to help them prepare for COVID-19 vaccination.
These documents include (1) planning scenarios for state and local jurisdictions to use
to develop operational plans for early COVID-19 vaccination when vaccine supply may be
constrained, (2) planning assumptions, such as the potential timing for initial availability of a
vaccine and storage and handling requirements, and (3) a checklist of early planning action
items, such as identifying existing community vaccination providers.

Representatives of state, local, and territorial health officials and health care providers, including
physicians, nurses, and immunization managers we interviewed, emphasized the need for

the federal government to develop and share plans for the distribution and administration of
COVID-19 vaccine before one becomes available. For example:

83NIH and cDC requested that the committee consider the criteria that should be used to set priorities for
equitable distribution among potential vaccine recipients. In its draft discussion framework, the committee
identified four risk-based criteria: (1) the risk of acquiring infection because of greater exposure to the virus; (2) the
risk of severe morbidity and mortality, giving higher priority to individuals at greater probability of severe disease
or death from infection; (3) the risk of a negative social impact for individuals providing those functions upon which
other people’s lives and livelihood directly depend; and (4) risk of transmitting disease to others.

84The Advisory Committee on Immunization Practices is comprised of medical and public health experts who make
recommendations on the use of vaccines in the civilian population of the United States. Its recommendations serve
as public health guidance for safe use of vaccines and other related products.

85According to CDC, the COVID-19 vaccine work group has 41 members, including advisory committee voting
members, liaisons, ex-officios, and consultants with expertise in epidemiology, vaccine safety, vaccinology,
immunology, general medicine, geriatrics, pediatrics, obstetrics and gynecology, immunocompromised hosts,
vaccine administration and delivery, public health and surveillance, ethics, health equity, communications, and
emergency preparedness.

86The work group assumed the initial number of COVID-19 vaccine doses will be limited, which will affect which
populations might be prioritized. At the July 29, 2020, public meeting, the work group proposed prioritizing essential
workers, such as health care professionals, and high-risk populations, such as the elderly. At the August 26, 2020
meeting, the work group identified potential challenges with vaccine distribution and administration, such as
storage and specific handling requirements for vaccine; holding mass vaccination clinics while maintaining social
distancing; and reaching those in rural areas and racial and ethnic minorities.
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* Representatives said they would need time to enroll additional providers if a COVID-19 vaccine
is distributed using the established immunization network that was used during the H1N'

87
pandemic in 2009.

* It will be important to consider if using uniformed military personnel will improve or undermine
confidence in a COVID-19 vaccine, if DOD is expected to play a role in vaccine distribution and
administration. This is particularly true in certain minority and underserved communities,
where trust in the medical and political systems is strained, according to state, local, and
territorial health officials.

» Advanced planning will be needed to develop and disseminate clear public health messaging
to help ensure public acceptance and uptake of the vaccine. It will be important to address
vaccine hesitancy for people concerned about the safety or effectiveness of the vaccine and

to manage expectations about vaccine availability, according to representatives of state, local,
88
and territorial health officials and immunization managers.

HHS officials agreed that developing a national plan is critical. In congressional testimony on
July 2, 2020, HHS officials said that critical plans needed to be developed for how a COVID-19
vaccine would be distributed and administered across the United States and that critical
components include ensuring vaccine safety, effectiveness, and ultimately, vaccine confidence.
89 On September 4, 2020, HHS indicated that it would soon send a report to Congress outlining
a distribution plan that takes into consideration the frameworks for vaccine distribution the
department is developing, but did not provide a specific date for doing so.

In finalizing its distribution and administration plans, it will be important for HHS to define the
specific roles and responsibilities for the various federal and nonfederal entities involved and
include plans for public messaging to help ensure vaccine confidence. Our past work and that
of others have demonstrated that proper planning—including incorporating best practices
for project planning and scheduling and sharing information with stakeholders in a timely

87During the HIN1 pandemic, the infrastructure of the Vaccines for Children program was used to distribute

the vaccine. This is a federally funded program that provides vaccines at no cost to children who might not
otherwise be vaccinated because of their families’ inability to pay. The program, administered by CDC, distributes
pediatric vaccines to states and health care providers. During the HIN1 pandemic, CDC used the program’s central
distributor to ship H1N1 vaccine; the use of this existing vaccine distribution system (enrolling additional providers
to receive vaccine from the central distributor who were not part of the Vaccines for Children program) was
generally cited as an effective way to distribute about 127 million of doses of H1N1 vaccine by state and local health
officials.

88\e have also previously reported that the need for clear and consistent communication to the public about
vaccine availability was a lesson learned from the H1N1 pandemic. See GAQ, Influenza Pandemic: Lessons from the
H1N1 Pandemic Should Be Incorporated into Future Planning, GAO-11-632(Washington, D.C.: June 27, 2011).

89Francis Collins, Director, National Institutes of Health, Robert R. Redfield, Director, Centers for Disease Control and
Prevention, and Gary Disbrow, Acting Director, Biomedical Advanced Research and Development Authority, Hearing on
Operation Warp Speed, vaccines, diagnostics, and therapeutics, testimony before the Senate Committee on Appropriations,
Subcommittee on Labor, Health and Human Services, Education, and Related Agencies, 116th Cong., 2nd sess., July 2,
2020.
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manner—will also be critical to the success of distributing and administering any licensed or
90
authorized vaccine.

By establishing a time frame for documenting and sharing a national distribution and
administration plan, HHS, with support from DOD, can better ensure that all relevant stakeholders
are best positioned to help plan and prepare for administering a vaccine and manage public
expectations regarding a vaccine’s availability, safety, and efficacy. Moreover, in developing a

plan that is consistent with best practices for project planning and scheduling and outlines the
approach for how efforts will be coordinated across federal agencies and nonfederal entities, HHS,
with support from DOD, can help prepare for a timely, effective, and well-coordinated response
involving any licensed or authorized vaccine. On September 16, 2020, HHS and DOD released two
documents outlining a strategy for any COVID-19 vaccine. These documents were released after
we completed our audit work and we will evaluate and report on them in future reports.

We will continue to conduct work related to vaccines and therapeutics, including examining federal
efforts to accelerate the development, manufacturing, and distribution of COVID-19 vaccines and
therapeutics through Operation Warp Speed. We also plan to continue work examining the federal
government’s plans to distribute and administer any licensed or authorized COVID-19 vaccine

as well as plans for public messaging to stakeholders and the public about vaccine availability,
efficacy, and safety.

GAO Recommendation Related to Vaccine Distribution

The Secretary of Health and Human Services, with support from the Secretary of Defense, should establish a time frame
for documenting and sharing a national plan for distributing and administering COVID-19 vaccine, and in developing
such a plan ensure that it is consistent with best practices for project planning and scheduling and outlines an approach
for how efforts will be coordinated across federal agencies and nonfederal entities. (Recommendation 5)

Source: GAO. | GAO-20-701

HHS Efforts to Collect COVID-19 Data by Race and Ethnicity

HHS, particularly CDC, collects and makes publicly available data on various indicators of COVID-19
burden, including cases, hospitalizations, and deaths. CDC also collects and makes publicly
available data on testing, such as the total number of positive tests out of the total number of
tests reported.

90see Schedule Assessment Guide: Best Practices for Project Schedules—Exposure Draft, GAO-12-120G (Washington D.C.: May
30, 2012); GAO-11-632; and Influenza Pandemic: HHS Needs to Continue Its Actions and Finalize Guidance for Pharmaceutical
Interventions, GAO-08-671 (Washington, D.C.: Sept. 30, 2008). In the Schedule Assessment Guide, we identified 10 best
practices, such as the need to include all activities involved in the project’s objectives and to sequence those events in

a logical order. See also, Project Management Institute, A Guide to the Project Management Body of Knowledge (PMBOK®
Guide)—Sixth Edition (2017). This guide describes that a project plan is a comprehensive document that defines the
basis of all project work and describes how the project will be executed, monitored, and controlled. Additionally,
Standards for Internal Control in the Federal Government states that, in deciding what information is required to achieve
objectives, management should consider the needs of both internal and external users and that management should
externally communicate necessary quality information in order to meet objectives. See GAO-14-704G.
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Available data, although limited, suggest that a disproportionate burden of COVID-19 cases,
hospitalizations, and deaths exists among racial and ethnic minority groups. For example, CDC
found that non-Hispanic American Indian/Alaska Native persons were hospitalized with COVID-19
from March 1, 2020, to August 1, 2020, at a rate 5.2 times that of non-Hispanic White persons, and
that non-Hispanic Black and Hispanic or Latino persons were hospitalized at a rate 4.7 times that
of non-Hispanic White persons when adjusting for age.”"

In addition, it is important to assess the potential long-term effects of those who have had
COVID-19, including an examination of effects among different populations. Preliminary research
suggests that individuals who have had COVID-19, including those who have been hospitalized,
may suffer long-term health outcomes, such as heart, brain, or lung abnormalities.®?

Gaps in data HHS collects by race and ethnicity and actions to improve data. The following
describes four types of data HHS, including CDC, collects and gaps we identified in these data
specific to race and ethnicity, as well as actions to improve some of these data.

» Testing. CDC publishes data on COVID-19 testing results on its website, such as the total
number of positive tests out of the total number of tests reported. However, it does not
include results by race and ethnicity, as these data are not typically collected by laboratories
or sent to laboratories by providers, according to some stakeholders we interviewed.® We
previously reported that since August 1, 2020, all laboratories have been required to report
data on COVID-19 test results by race and ethnicity to CDC.%* On July 31, 2020, HHS published
guidance with standard definitions for all information that should be included in testing data,
including categories to be used for race and ethnicity data.®”

» Cases. CDC collects and makes available data on COVID-19 cases, including those that are
probable or confirmed, from state and jurisdictional health departments. However, as of July
31, 2020, race and ethnicity data were not available for more than half—52.6 percent—of

91Centers for Disease Control and Prevention, COVIDView: A Weekly Surveillance Summary of U.S. COVID-19 Activity (Aug. 6,
2020).

2For example, see V. O. Puntmann et al., “Outcomes of Cardiovascular Magnetic Resonance Imaging in Patients
Recently Recovered From Coronavirus Disease 2019 (COVID-19),” JAMA Cardiology (2020); L. Mao et al., “Neurologic
Manifestations of Hospitalized Patients with Coronavirus Disease 2019 in Wuhan, China,” JAMA Neurology (2020); and Y.
Zhao et al., “Follow-up Study of the Pulmonary Function and Related Physiological Characteristics of COVID-19 Survivors
Three Months after Recovery,” EClinicalMedicine (2020).

9BWe interviewed or received written responses from stakeholders including the American Hospital Association,
the American Medical Association, the Association of Public Health Laboratories, the Association of State and
Territorial Health Officials, the Council of State and Territorial Epidemiologists, the COVID Tracking Project, the
National Association of County and City Health Officials, and the National Independent Laboratory Association.
These stakeholders were selected for a variety of reasons, including their representation of entities involved in the
collection of data on indicators of COVID-19.

94The CARES Act included a provision requiring laboratories to submit the result of each COVID-19 test in a manner
specified by the Secretary of Health and Human Services. Pub. L. No. 116-136, 8 18115, 134 Stat. at 574. HHS
guidance requires the reporting of test results by race and ethnicity. Department of Health and Human Services,
COVID-19 Pandemic Response, Laboratory Data Reporting: CARES Act Section 18115 (June 4, 2020).

95Department of Health and Human Services, COVID-19 Lab Data Reporting Implementation Specifications.
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cases with case report forms received by CDC, or 63.8 percent of total cases reported.?®
CDC officials stated that they have worked with state and local partners to improve the
completeness of demographic data, including race and ethnicity, obtained through case
reporting.

In addition, CDC updated its epidemiological case report form on May 15, 2020, to encourage
state and jurisdictional health departments to report more detailed demographic case data,
including race and ethnicity, when reporting case information.?” CDC is also working to expand
electronic case reporting through an initiative called Electronic Case Reporting Now, which the
agency expects will improve the completeness of race and ethnicity data for cases.’®

* Hospitalizations. CDC collects and makes available data on COVID-19 hospitalizations, including
by race and ethnicity. CDC’s COVID-19-Associated Hospitalization Surveillance Network (COVID-
NET) makes data available on hospitalizations by race and ethnicity. However, as of August
1, 2020, these data were limited to approximately 10 percent of the U.S. population because
the data represent select counties in 14 participating states.® CDC also collects data on
hospitalizations from states and jurisdictions that voluntarily report cases; however, according
to CDC officials, these data are incomplete.

» Deaths. CDC collects and makes available data on COVID-19 deaths through death certificates
collected in the National Center for Health Statistics’ National Vital Statistics System (NVSS).190
According to CDC, as of August 7, 2020, data on race and ethnicity were available for almost all
(over 99 percent) of COVID-19 deaths reported through this system.

CDC also collects and makes available data on deaths reported to the case surveillance system
from state and jurisdictional health departments. However, CDC reported that as of July 30,
2020, several states did not provide data on race and ethnicity for deaths reported through
case reporting. Race and ethnicity data were available for 83.4 percent of deaths with case
report forms received by CDC, or 64.6 percent of total deaths reported through case reporting,

96¢DC officials noted that the number of cases with case report forms received by CDC is less than the total
number of reported cases because there is generally a 2-week lag from when total cases are reported by state and
jurisdictional health departments to when CDC receives the case report forms.

5ee https://www.cdc.gov/coronavirus/2019-ncov/downloads/pui-form.pdf, accessed July 24, 2020. CDC does not
require states or jurisdictions to complete case report forms, but rather encourages states and jurisdictions to
voluntarily submit them along with other information they submit to CDC on case information.

98E|ectronic Case Reporting is the automated generation and transmission of case reports from electronic health
records to public health agencies for review and action.

99COVID-NET is a surveillance system maintained by CDC that collects data on COVID-19 hospitalizations that

are confirmed by laboratory testing. It includes data from hospitals in select counties in California, Colorado,
Connecticut, Georgia, lowa, Maryland, Michigan, Minnesota, New Mexico, New York, Ohio, Oregon, Tennessee, and
Utah. As of August 1, 2020, approximately 6.4 percent of the data reported in COVID-NET lacked data on race and
ethnicity.

100¢cpC’'s NVSS is maintained by its National Center for Health Statistics and is the source for official statistics on
deaths in the United States. Deaths reported through this system do not distinguish between laboratory confirmed
COVID-19 deaths and clinically confirmed COVID-19 deaths, including those for which COVID-19 is listed as a
“presumed” or “probable” cause of death as indicated on death certificates.

Page 38 GAO-20-701


https://www.cdc.gov/coronavirus/2019-ncov/downloads/pui-form.pdf

as of July 31, 2020."%" According to CDC, it is important to have complete data on deaths by
race and ethnicity through case reporting because these data are generally available 2 weeks
before data reported through NVSS, allowing state and jurisdictional health departments to
identify trends more rapidly.

Gaps will likely persist in data by race and ethnicity. CDC expects that the steps it and HHS

have taken will improve the availability of race and ethnicity information for some of the data it
collects on testing and indicators of COVID-19 burden. However, gaps in data we identified will

likely continue to persist for a variety of reasons, as described below.

» Testing. HHS’s testing guidance requires laboratories to report demographic data and

recommends that health care or other providers, such as public health testing providers who
do not require a doctor’s order, report demographic data to laboratories. However, some
stakeholders we interviewed said it would be difficult for laboratories to comply with HHS’s
guidance on testing because providers may not collect demographic data from patients at the
point of care and are unlikely to do so unless there are requirements or incentives associated

with capturing these data.’%?

To help address these difficulties, CDC officials stated that the agency has conducted outreach
to provider organizations such as the American Medical Association to offer education and
assistance on collecting testing data. HHS officials stated that ongoing support for health care
providers will be needed to help ensure complete and consistent collection and reporting of
testing data.

Cases. CDC encourages state and jurisdictional health departments to report information

on race and ethnicity through its case report form, but agency officials stated that CDC does
not have the authority to require the reporting of this information. Further, CDC may not be
receiving consistent race and ethnicity data on cases.

HHS reported that as of June 25, 2020, 21 state health departments reported race for cases
using combined categories, such as including American Indian/Alaska Native and Native
Hawaiian/Pacific Islander in an “Other” category.'%3 CDC noted that while its case report form
includes these two racial groups as separate, state and jurisdictional health departments

may report categories for race and ethnicity as “Other” within their state or jurisdictional case
reporting systems. HHS stated that it is important to separate data on these two racial groups
for testing and all indicators of COVID-19 burden, including cases, hospitalizations, and deaths.

107¢DC officials noted that the number of deaths with case report forms received by CDC is less than the total
number of reported deaths through case reporting because there is generally a 2-week lag from when total deaths
are reported by state and jurisdictional health departments to when CDC receives case report forms noting deaths.

1021, addition to limitations on the collection of demographic information from point-of-care sites, such as
physician’s offices, we reported in June 2020 that testing data reported by CDC may not include all tests performed
by laboratories at these locations. For more information, see GAO-20-625.

103Hs’s Data Inclusion Policy uses the Office of Management and Budget’'s (OMB) standard categories for racial
and ethnic groups specified in Office of Management and Budget, Revisions to the Standards for the Classification of
Federal Data on Race and Ethnicity, OMB Directive 15 (Oct. 30, 1997). OMB has established five minimum categories
for race for federal programs to use in data collection: (1) American Indian or Alaska Native; (2) Asian; (3) Black or
African American; (4) Native Hawaiian or Other Pacific Islander; and (5) White. There are two categories for ethnicity:
(1) Hispanic or Latino and (2) Not Hispanic or Latino.
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HHS explained that the practice of grouping race categories together into an “Other” category
can disguise issues that may be unique to specific minority populations, which can further
exacerbate existing disparities.

* Hospitalizations. CDC officials stated that the agency does not have plans to require hospitals
to report race and ethnicity data for hospitalizations because it does not have the authority
to do so. HHS recently released guidance that directs hospitals to provide hospital capacity
and utilization data directly to HHS, rather than to CDC; however, this guidance does not
include a requirement for hospitals to include race and ethnicity information in their reporting
to HHS.194 Although CDC officials stated that the agency’s collection of hospitalization data,
including race and ethnicity information, through COVID-NET has not been affected by this
guidance, COVID-NET is limited to 14 participating states, and CDC officials noted that the
agency has no immediate plans to expand it to additional states.

* Deaths. CDC officials stated that the agency does not have plans to require states to report
race and ethnicity data for deaths reported through the case surveillance system because it
does not have the authority to do so.

Electronic systems are incompatible and CDC does not have a comprehensive mechanism
to assess long-term health outcomes. Gaps in race and ethnicity data may also persist due to
electronic system incompatibilities, and CDC lacks a comprehensive mechanism to assess the
long-term health outcomes of people who have had COVID-19.

» CDC officials noted that electronic systems that share data between providers, laboratories,
and state and jurisdictional public health departments are often not compatible, resulting in
difficulties in transferring complete information on race and ethnicity for testing and indicators
of COVID-19 burden. For example, officials stated that information on race and ethnicity
from patients’ medical records may not be transferred electronically to laboratories when
providers order tests. Further, the officials said that some state and jurisdictional public
health departments are not able to automatically incorporate laboratory results, including
any associated demographic data such as race and ethnicity, directly into their electronic
surveillance systems for case reporting.

* In addition, CDC does not have a comprehensive mechanism to assess the long-term health
outcomes of people who have had COVID-19, including by race and ethnicity, to identify
potential long-term health effects, such as heart, brain, or lung abnormalities over many
months and years. CDC stated that it is funding several studies, including a cohort study
that will follow 3,900 patients with COVID-19 6 months after infection, to assess potential
complications from COVID-19, including by race and ethnicity. Two additional studies will
examine long-term health outcomes of persons with COVID-19 in specific groups, such as

10455 of July 15, 2020, HHS announced that hospitals and acute/post-acute medical facilities should no longer send
COVID-19 daily capacity and utilization data to CDC’s National Healthcare Safety Network, a system for tracking
health-care-associated infections. Rather, they are directed to report the information to HHS through one of four
specified methods, such as through TeleTracking (an HHS contractor) or through their states, if approved by HHS.
Data collected by HHS will be provided through the HHS Protect Public Data Hub, https://protect-public.hhs.gov/.
According to CDC, this announcement does not affect hospitalization data reported through COVID-NET.
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American Indian populations. However, these studies are limited to specific groups and time
frames, so they are not able to identify long-term health outcomes across other population
subgroups that are not included.

Some research institutions have recommended the formation of registries that identify

and follow individuals who have had COVID-19 over time to better understand the long-

term effects on individual and population health.’% Further, it may be important for CDC

to coordinate with other HHS agencies, such as NIH, which conducts and funds long-term
public health studies. Assessing the long-term effects of COVID-19 is particularly important for
groups who are disproportionately affected by COVID-19, such as racial and ethnic minority
groups, to effectively direct care, inform interventions, and tailor public health messaging to
these communities.

The gaps in consistency and completeness in the data collected by HHS, including CDC, that

we have identified are inconsistent with the Paycheck Protection Program and Health Care
Enhancement Act, which includes a provision that requires HHS to produce regular reports to
Congress on COVID-19 testing, cases, hospitalizations, and deaths, disaggregated by demographic
characteristics including race and ethnicity.'% The act also specifies that these reports should
include epidemiological analysis of such data, which could include an analysis of the long-term
health outcomes of individuals who have had COVID-19 by race and ethnicity.

CDC equity strategy aims to reduce gaps. To help address these gaps, on July 22, 2020, CDC
released a COVID-19 Response Health Equity Strategy to accelerate progress toward reducing
disparities in indicators of COVID-19 burden, among other efforts to achieve health equity.'®” The
strategy includes a priority to expand the evidence base by collecting and reporting complete data
on COVID-19 indicators by race and ethnicity categories, among other things. It also identifies
outcomes, such as ensuring that timely, complete, and representative data are available to the
public and other stakeholders within 3 to 12 months to help inform how CDC addresses racial and
ethnic disparities related to COVID-19.

However, CDC’s equity strategy is missing critical details to help it achieve its priority of collecting
complete data on testing and indicators of COVID-19 burden by race and ethnicity. In particular,
the strategy does not include an assessment of whether having the authority to require states and

1050y example, the Research Triangle Institute has recommended the formation of a broad registry of individuals
who have had COVID-19 to determine the long-term effects of exposure to the disease.

106pyp. L. No. 116-139, div. B, tit. |, 134 Stat. 620 at 626. HHS was required to release a report no later than 21 days after
enactment and then to update and resubmit the report every 30 days until the end of the public health emergency.

See Centers for Disease Control and Prevention, Report to Congress on Paycheck Protection Program and Health Care
Enhancement Act Disaggregated Data on U.S. Coronavirus Disease 2019 (COVID-19) Testing (May 2020); Report to Congress

on Paycheck Protection Program and Health Care Enhancement Act Disaggregated Data on U.S. Coronavirus Disease 2019
(COVID-19) Testing, Initial 30-Day Update (June 2020); Report to Congress on Paycheck Protection Program and Health Care
Enhancement Act Disaggregated Data on U.S. Coronavirus Disease 2019 (COVID-19) Testing, 2nd 30-Day Update (July 2020);
and Report to Congress on Paycheck Protection Program and Health Care Enhancement Act Disaggregated Data on U.S.
Coronavirus Disease 2019 (COVID-19) Testing, 3rd 30-Day Update (August 2020).

107Centers for Disease Control and Prevention, CDC COVID-19 Response Health Equity Strategy: Accelerating Progress
Towards Reducing COVID-19 Disparities and Achieving Health Equity (July 22, 2020).
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jurisdictions to report race and ethnicity information is necessary to ensure CDC can collect more
complete data, and if so, whether CDC should seek such authority from Congress.

Moreover, CDC’s strategy does not specify how it may involve key stakeholders who participate in
the collection of information on race and ethnicity—such as health care providers, laboratories,
and state and jurisdictional health departments—to obtain complete information for testing and
indicators of COVID-19 burden. These key stakeholders are essential to CDC’s strategy, as they are
responsible for the collection of the data on race and ethnicity, and therefore their involvement

is of paramount importance in ensuring the collection of complete and consistent data. Lastly,
CDC’s strategy does not specify how, if at all, CDC plans to assess the long-term health outcomes
of individuals with COVID-19, including by race and ethnicity.

Leading practices to inform COVID-19 data collection by race and ethnicity. Our previous
work has shown that strategic planning for activities below the agency-wide level is a leading
practice for successful agencies, and can help agencies integrate activities, align goals, and
coordinate performance management across different parts of the organization."%® Another
leading practice is to involve key stakeholders when defining desired outcomes to ensure that
agency efforts and resources are targeted at the highest priorities.'® In addition, CDC has
highlighted the importance of collecting data on the recoveries of persons with COVID-19, as
such information is critical to directing care, informing interventions, and tailoring public health
messaging to groups that may be disproportionately affected.’'°

As CDC moves forward with its plans for implementing its COVID-19 Response Health Equity
Strategy, it will be important for the agency to determine whether it is necessary to require states
and jurisdictions to report race and ethnicity data, and if so, to seek authority from Congress to
require the reporting of this information. In making such a determination, CDC can better ensure it
is addressing gaps in critical information.

It will be equally critical for CDC to involve key stakeholders, such as health care providers,
laboratories, and state and jurisdictional health departments, in implementing its equity
strategy. By involving key stakeholders, the agency can help ensure that it collects complete

race and ethnicity data and in a consistent manner. Moreover, by ensuring the ability to assess
comprehensively data on the long-term health outcomes of persons with COVID-19, including
by race and ethnicity, CDC can better ensure it is positioned to consider how groups may be
disproportionately affected over time and how to address any disparate impacts. Without taking
these critical steps, CDC may not be able to target most effectively its pandemic response efforts
to racial and ethnic minority groups that may be disproportionately affected.

We will continue to conduct work examining HHS’s, CDC’s, and other component agencies’
ongoing work regarding indicators of COVID-19 and disparities that exist for various populations.

108p4, example, see GAO, Environmental Protection: EPA Should Develop a Strategic Plan for Its New Compliance Initiative,
GAO-13-115 (Washington, D.C.: Dec. 10, 2012); Managing for Results: Strengthening Regulatory Agencies’ Performance
Management Practices, GAO/GGD-00-10 (Washington, D.C.: Oct. 28, 1999); and Executive Guide: Effectively Implementing the
Government Performance and Results Act, GAO/GGD-96-118 (Washington, D.C.: June 1996).

109GA0/GGD-96-118.
110Centers for Disease Control and Prevention, Morbidity and Mortality Weekly Report, vol. 69, no. 30 (July 31, 2020).
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GAO Recommendations Related to COVID-19 Data by Race and Ethnicity

» As the Centers for Disease Control and Prevention (CDC) implements its COVID-19 Response Health Equity
Strategy, the Director of the Centers for Disease Control and Prevention should determine whether having
the authority to require states and jurisdictions to report race and ethnicity information for COVID-19 cases,
hospitalizations, and deaths is necessary for ensuring more complete data, and if so, seek such authority from
Congress. (Recommendation 6)

* As CDC implements its COVID-19 Response Health Equity Strategy, the Director of the Centers for Disease
Control and Prevention should involve key stakeholders to help ensure the complete and consistent collection of
demographic data. (Recommendation 7)

* As CDC implements its COVID-19 Response Health Equity Strategy, the Director of the Centers for Disease Control
and Prevention should take steps to help ensure CDC’s ability to comprehensively assess the long-term health
outcomes of persons with COVID-19, including by race and ethnicity. (Recommendation 8)

Source: GAO. | GAO-20-701

Table 2 provides a summary of additional information on the federal public health response
presented in enclosures in appendix |, which also include descriptions of GAO’s future work.
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Table 2: Areas in Which the Federal Government Has Taken Action in the Public Health Response to COVID-19

Area name

Federal government’s actions

Medical Supply Chain

The lack of domestic medical supplies combined with a
supply chain that was overwhelmed by the demands of
the global pandemic prompted numerous federal and
state actions to stabilize the supply chain and increase
inventories; however, there continue to be ongoing
constraints around certain types of personal protective
equipment (PPE) and continued testing supply shortages.

COVID-19 Testing Data

On June 4, 2020, the Department of Health and Human
Services (HHS) required laboratories to begin reporting
data on each COVID-19 test by August 1, 2020. Since this
requirement was issued, HHS agencies have taken steps
to improve testing data, but they acknowledged ongoing
challenges to collecting complete and consistent data.

Vaccines and Therapeutics

Many challenges associated with efforts to develop and
manufacture COVID-19 vaccines and therapeutics need
to be overcome. It is also of paramount importance to
have clarity on the planning for their distribution and
administration, as well as timely, clear, and consistent
communication to states and the public about their
availability, efficacy, and safety.

Health Disparities

HHS plays a key role in collecting and making data available
on indicators of COVID-19 burden, including cases,
hospitalizations, and deaths. While race and ethnicity
information is incomplete in these reported data, available
data demonstrate racial and ethnic disparities in indicators
of COVID-19 burden.

Relief for Health Care Providers

HHS continues to disburse the $175 billion appropriated
for the Provider Relief Fund to financially support health
care providers and finance care for COVID-19 patients

and underserved populations. As of July 31, 2020, $129.7
billion had been allocated and about $92.4 billion had been
disbursed to providers.

Nursing Homes

COVID-19 challenges for nursing homes remain, including
challenges related to personal protective equipment,
testing, and staffing shortages.

Medicaid Spending

The potential exists for two HHS agencies to issue
duplicative or erroneous payments to providers, and
challenges in public reporting of Medicaid COVID-19
spending continue to pose risks to transparency and
oversight.

HHS COVID-19 Funding

Page 44

The COVID-19 relief laws appropriated more than $250
billion to HHS to address various aspects of the public
health response to COVID-19, of which about $144 billion
(about 58 percent) had been obligated and about $99
billion (about 40 percent) had been expended as of July 31,
2020, according to department officials. This represents an
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increase of 43 percent and 47 percent since May 31, 2020,
when reported obligations and expenditures were $101
billion and $67 billion, respectively.

Veterans Health Care The Veterans Health Administration hired thousands of
physicians and nurses to strengthen its capacity to respond
to the pandemic.

Military Health The Department of Defense’s plan for potential surges in
COVID-19 cases among department personnel focuses on
accelerating screening and surveillance testing, and the
department has identified CARES Act funding in excess of
current Defense Health Program requirements, resulting in
a redirection of funds.

Defense Support of Civil Authorities The Department of Defense continues to support civil
authorities by providing personnel and supplies in
response to requests for assistance from other federal
agencies on a fully reimbursable basis.

Source: GAO. | GAO-20-701

Assistance to Individuals

This section provides information on government assistance to individuals, including economic
impact payments and unemployment insurance.

Economic Impact Payments

Data on economic impact payment recipients. Treasury and the Internal Revenue Service (IRS)
have issued an EIP to all eligible individuals for whom IRS has the necessary information to do so.
However, Treasury and IRS lack updated information on how many eligible recipients have yet to
receive an EIP, which could hinder outreach efforts and place potentially millions of individuals at
risk of missing their payment. In April 2020, Treasury estimated that 30 million individuals who

do not normally file a tax return (referred to as non-filers) were eligible for an EIP.""" At the time,
Treasury estimated that the 30 million individuals included 16 million Social Security and Railroad
Retirement Board (RRB) benefit recipients for whom data were available, and 14 million individuals
who do not normally file a tax return or receive federal benefits and for whom no data were
available.’?

" Non-filers include individuals with gross income below a certain amount—including some who receive federal
benefits, such as Social Security, that are not subject to tax—and who do not generally need to file a tax return.

112Treasury and IRS sent payments to 17.6 million Social Security and RRB benefit recipients as of July 31, 2020.
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Based on IRS data, as of July 31, 2020, 5.3 million individuals had used an online IRS tool known as

the Non-Filers tool to help them receive their EIP,''3 meaning there could be 8.7 million or more
individuals who are eligible but have not received their EIP.

Treasury has not updated its April estimate of those who have yet to receive their EIP to account
for actual numbers of filers, recipients of federal benefits who received their EIP, those who used
the Non-Filers tool, or other new analyses or data. Treasury officials described the April estimate
as unofficial, citing the uncertainty in the estimate, and stated they have no plans to share it with
IRS’s outreach partners.'"4

Internal control standards state that management should obtain relevant data from reliable
sources and use that information to achieve its objectives.'’ This standard is captured in
Treasury’s strategic plan, which sets a goal of improving analytics to accomplish objectives.'®
Treasury officials cited two reasons for not updating the April estimates. First, the administration
has not produced economic forecasts that include the effects of the pandemic. However, it is
not clear why Treasury would need an updated economic forecast to estimate the number of
individuals eligible for an EIP when Treasury can use 2018 and 2019 tax data and EIP payment
figures to inform its estimates. Second, according to Treasury officials, updated estimates

would not provide the detailed information needed for outreach. Treasury officials said that, for
purposes of potential outreach, they were examining information that third parties use to notify
government agencies and taxpayers about taxable payments to identify individuals with a valid
Social Security number who have not received an EIP.

An updated and refined estimate of individuals who have yet to receive their EIP from Treasury
or IRS could provide greater clarity about which populations may be at risk of missing out on the
payment. Without an updated estimate, Treasury, IRS, other federal agencies, and IRS’s outreach
partners are limited in their ability to appropriately scale and target outreach and communication
efforts to individuals who may be eligible for a payment. Representatives from two organizations
that are conducting outreach on the payments said that an estimate of the number of individuals
who still need the payment, particularly if matched with ZIP code data, could help them to focus
outreach and communication resources. One IRS outreach partner also said eligible recipients
who have not yet filed for the payment are outside the tax system, likely to be very low-income,
and could most use the payment.

IRS’s outreach partnerships. IRS publicized the EIP by partnering with other federal agencies,
nonprofits, and state and local entities. For example, IRS provided its outreach partners with
toolkits that contain information on filing that can be repackaged for social and traditional media

campaigns. IRS also set up a website, the Economic Impact Payment Information Center,""” which

113gee https://www.irs.gov/coronavirus/non-filers-enter-payment-info-here.

4R partners with nationwide and local organizations by providing outreach materials, training, and tax preparation
products for taxpayer assistance and education. IRS partner organizations are meant to serve low to moderate income
populations, older Americans, students, military service members, people with disabilities, and other populations. IRS
refers to these organizations as outreach partners.

115GA0-14-704G.
116Department of the Treasury, Treasury Strategic Plan for Fiscal Years 2018-2022 (Washington, D.C.: 2019).
M75ee https://www.irs.gov/coronavirus/economic-impact-payment-information-center.
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includes EIP frequently asked questions (FAQs) and a tool to check eligibility and the status of
payments. According to IRS officials, the website has been visited over 500 million times.

Officials from IRS outreach partners we spoke with complimented IRS on its rapid response,
especially in answering their questions and pushing out helpful and timely information, when
possible. They also noted some challenges. For example, several said that the EIP Information
Center website was comprehensive, but that it could also be challenging to navigate, especially for
an audience unfamiliar with the tax system or IRS’s website. Two IRS outreach partners said they
repackaged information from the IRS website into simpler language. They also said the online tool
could be difficult to access and navigate, particularly on a mobile device, which may be the only
device readily available to some individuals.

Data coordination. IRS used federal agency data from IRS, VA, the Social Security Administration
(SSA), and RRB to identify and pay individuals eligible for an EIP but have not explored other data
sources that may identify eligible recipients. Treasury has said that recipients of Medicaid and
Supplemental Nutrition Assistance Program (SNAP) benefits likely contain a significant number of
non-filers who have not yet received an EIP. However, Treasury and IRS do not have plans to obtain
such data from either HHS or the Department of Agriculture.

According to Treasury officials, Treasury and IRS want all individuals who are eligible for an

EIP to be able to claim one and are taking steps to raise awareness. However, they are also
concerned about the difficulty of combining data from various agencies, which can be time-
consuming, as well as potential legal restrictions that limit IRS’s ability to share data. The CARES
Act provided explicit authority to use data from SSA and RRB for making payments.''® In addition,
IRS worked with VA and was able to obtain data and automatically deliver payments to those
benefit recipients.

We will continue to explore whether Treasury and IRS could further coordinate with other federal
agencies to obtain and use data to help identify individuals eligible for an EIP before two upcoming
deadlines: October 15, 2020, is the deadline to use the Non-Filers tool to file for an EIP in 2020,

and December 31, 2020, is the last day IRS will issue an EIP in 2020.""°

Disbursing payments to tax filers and non-filers. As of July 31, 2020, Treasury and IRS had
disbursed 163.9 million EIPs totaling $273.5 billion."?° Treasury and IRS had disbursed the majority
of payments by May 22, as shown in figure 6. Between May 22 and July 31, Treasury disbursed
nearly 410,000 payments on average each week. IRS officials reported that as of July 29, the five
U.S. territories had received $4.6 billion, 91 percent of the total amount of EIPs for which they are
estimated to be eligible.!?’

18pyb. L. No. 116-136, § 2201 (a), 134 Stat. at 336-37, (codified at 26 U.S.C. § 6428(f)(5)(B)).

119 The CARES Act prohibits issuance of EIPs after December 31, 2020. Pub. L. No. 116-136, 8 2201(a), 134 Stat. at 336-37
(codified at 26 U.S.C. § 6428(f)(3)(A)). However, individuals are generally allowed to claim a credit when they file taxes in
2021 for tax year 2020 if they did not receive an EIP for the full amount for which they are eligible.

120The volume of payments is taken from the IRS Master File and does not include reversals or payments to residents of
territories. The amount of payments is taken from the IRS general ledger and includes reversals and territory payments.

121The five U.S. territories are Puerto Rico, the U.S. Virgin Islands, American Samoa, Guam, and the Commonwealth of
the Northern Mariana Islands. Residents of the territories who meet income thresholds and other CARES Act eligibility
requirements are eligible for EIPs. The territories disburse payments to eligible residents based on plans they submit to
Treasury. As of July 29, 2020, the total amount (U.S. dollars) paid to residents of each territory was as follows: American
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Figure 6: Number of Economic Impact Payments the Department of the Treasury and Internal Revenue Service
Disbursed to Tax Filers and Non-Filers, as of July 31, 2020
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Source: Internal Revenue Service. | GAO-20-701

Note: Volumes reflect the latest cycle and payment type in which an economic impact payment was paid to an individual.
Likewise, payments are the net of all payment attempts and reversals. Non-filers may receive more than one of the relevant
government benefits, and an individual may be classified as a recipient of more than one government benefit.

According to IRS data, as of July 31, more than 26 million non-filers had received a payment,
including around 21 million who received an automatic payment and more than 5.3 million non-

filers who used the online tool to receive an EIP.122

Samoa, $30.8 million; Guam, $150.2 million; the Northern Mariana Islands, $50.9 million; Puerto Rico, $4.3 billion; and
the U.S. Virgin Islands, $67.8 million.

122The 21 million non-filers who received automatic payments are individuals who receive government benefits and do
not normally file a return. As of July 31, IRS had made 17.5 million payments to Social Security benefit recipients, 59,741
payments to RRB benefitrecipients, 2.9 million payments to Supplemental Security Income (SSI) benefit recipients, and
421,516 to VA benefit recipients. According to IRS officials, 6.8 million individuals used the online Non-Filers tool; of
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Addressing payment challenges. According to analysis by the Treasury Inspector General for Tax
Administration (TIGTA), IRS correctly computed the payment for at least 98 percent of EIPs issued
as of May 21, 2020."23 IRS is working to correct underpayments, and other errors, and provide
guidance for how recipients can claim the correct payment amount.’?4 RS identified almost 1.1
million recipients of the almost 164 million payments made as of July 31 who received an EIP but
who may be owed additional money due to a number of circumstances. For example:

* Non-filers with qualifying children. We reported in June 2020 that individuals who used the Non-
Filers tool between April 10 and May 17 did not receive a payment that included additional
money for qualifying children.’?> As of July 24, IRS identified 355,103 non-filers who received
an individual payment but were still waiting to receive an additional $500 per qualifying child.
On August 5, IRS stated on its EIP FAQ webpage that impacted non-filers were to receive the
payment via direct deposit on August 5, and paper checks or debit cards were scheduled to be
mailed August 7.

Additionally, IRS recently announced a policy change that should allow some eligible recipients
to receive supplemental payments for qualifying children sooner than expected. As we
previously reported, the benefit data IRS had used to automatically send payments to non-
filers did not include information on qualifying children, so those recipients were asked to

use the Non-Filers tool. However, Social Security and RRB benefit recipients, who comprised
nearly 14 million EIP recipients, were given only a few days’ notice to add in information about
qualifying children before they would no longer be able to do so. VA and SSI benefit recipients
had 2 weeks to add qualifying children and totaled 2.5 million payments by the time of the
deadline.

Initially, IRS announced that those who missed the deadline would have to wait to file a tax

return in 2021 to get a payment for qualifying children.126 However, the CARES Act requires
Treasury and IRS to make the payments as “rapidly as possible.”'?” Waiting 9 to 12 months
before an individual or family receives a complete payment during the 2020 tax filing season
would not provide the immediate relief intended by the law. Therefore, in the course of our

those, IRS certified 5.3 million to receive a payment and determined around 1.5 million were ineligible or had previously
received a payment.

123According to Treasury, TIGTA is continuing to work with IRS to determine whether the remaining 3.1 million payments
(2 percent) were computed correctly.

124k0r example, IRS’s Taxpayer Advocate Service can accept cases for taxpayers whose EIP issues fall within one of five
categories, including eligible individuals who : (1) used the Non-Filers tool, and claimed a qualifying child but did not
receive the qualifying child portion of their payment; (2) filed an Injured Spouse Allocation (IRS Form 8379), and had his
or her portion of the payment reduced for the spouse’s child support obligations; (3) received an incorrect payment
amount because IRS incorrectly adjusted their 2018 or 2019 return for a math error; (4) were victims of identity theft; or
(5) filed a joint return with a deceased or incarcerated spouse and whose EIP payment was not issued, was returned, or
was canceled.

125666 GAO-20-625. IRS previously estimated that 450,000 non-filers did not receive their payments for qualifying
children but further refined the number of affected individuals. The reduction is the result of eliminating ineligible
individuals, previously paid individuals either from 2018 returns or the Social Security, RRB, SSI, and VA population
prior to the filing of the 2019 non-filer returns, deceased or incarcerated individuals, or Individual Taxpayer
Identification Number holders not filing jointly with a member of the armed services.

126Among other requirements, a qualifying child must be under age 17 at the end of the taxable year.

127pyb. L. No. 116-136, § 2201(a), 134 Stat. at 336 codified at 26 U.S.C. § 6428(f)(3)(A).
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audit work, we asked IRS officials whether they planned to reopen the Non-Filers tool to
those individuals who missed the deadline to provide EIPs for qualifying children of non-
filers sooner than 2021. IRS officials said they could not reopen the tool to those who missed
the deadline to add qualifying children because they would have to manually process the
additional information and they lacked the resources to do so, given backlogs caused by the
COVID-19 closure of IRS service centers.

On August 14, IRS changed this policy with an announcement that it would reopen the
registration period. Federal beneficiaries who did not previously receive $500 per qualifying
child now have until September 30, 2020, to enter information on their qualifying children
and receive the supplemental $500 payments.'?8 According to IRS officials, IRS figured out
an automated solution that would allow IRS to add information to payments already made.
Opening the registration period and extending it through September 30 allows more eligible
recipients to seek the financial relief to which they are entitled and owed by law.

* Injured spouses and domestic abuse survivors. IRS is also taking action to issue payments to
injured spouses—married taxpayers whose payments were used to cover the past-due child
support of a spouse or ex-spouse. As of July 31, 2020, IRS estimated that 49,522 individuals
filed an injured spouse claim and may be owed an adjustment. On August 25, IRS announced
these catch-up payments will be mailed as checks to any eligible spouse the week of August
31. 129

There also may be some eligible EIP recipients who are domestic abuse survivors but may

not have been able to claim their portion of the EIP if it was provided to an individual’'s bank
account or address to which eligible recipients do not have access. IRS said it is considering
options that may provide relief to domestic abuse survivors, including outreach to advocacy
groups for victims of domestic abuse who can advise survivors of legal and other options they
can pursue in such situations.

» Widows, widowers, and spouses of deceased and incarcerated individuals. In some cases, Treasury
stopped payments to surviving spouses before they were disbursed to account for the death
or incarceration of a spouse. IRS did not yet have an estimate of the number of spouses of
incarcerated individuals who had their portion of the payment stopped. IRS also estimates
nearly 700,000 individuals may have had their payment stopped due to being the spouse of a
decedent. IRS plans to pay the eligible spouses by late summer.

Reissuing lost or destroyed EIP debit cards. Treasury and IRS also experienced some challenges
related to sending “pre-paid” debit cards—cards with the set amount of EIP loaded onto them—to
recipients. Treasury officials said they sent debit cards to recipients for whom the IRS had no bank

account information.’? As of July 31, 2020, 87 percent of the 3.6 million debit cards that had been

128Non-filers who are not federal beneficiaries have until October 15, 2020 to use the Non-Filers tool.

129According to IRS, these catch-up payments will be mailed as checks to any eligible spouse who submitted Form
8379, Injured Spouse Allocation, along with their 2019 federal income tax return or, in some cases, 2018 return.
These spouses do not need to take any action to get their catch-up payments. IRS will automatically issue the
portion of the EIP that was applied to the other spouse's debt.

130Treasury estimates 1.4 to 2.5 million EIPs were mailed 1 or more days earlier than they would have been if the debit
cards had not been issued.
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mailed to payees had been activated. An additional 204,267 or 5.6 percent of the mailed cards
had been reported as lost, stolen, or destroyed, and therefore a card was reissued. While Treasury
and IRS posted several press releases at the same time the debit cards were mailed, Treasury and
IRS officials also acknowledged that they could have done more to alert recipients about when to
expect the cards and how to activate them.

According to Treasury officials, the plain white envelopes in which the debit cards were sent were
intended to provide a degree of security by helping to prevent theft of the cards. However, some
recipients may have thought that the envelope was junk mail or that the debit card was a scam.
Treasury sent a follow-up letter in early July to almost 790,000 recipients of the debit cards who
had yet to activate their card. According to Treasury officials, as they became aware of discarded
cards, they worked with the card issuer to waive the fee for the first reissuance of any EIP card and
reverse any initial reissuance fee that was charged to a recipient.

GAO Recommendations Related to Economic Impact Payments

* The Secretary of the Treasury, in coordination with the Commissioner of Internal Revenue, should update and
refine the estimate of eligible recipients who have yet to file for an economic impact payment (EIP) to help target
outreach and communications efforts. (Recommendation 9)

» The Secretary of the Treasury, in coordination with the Commissioner of Internal Revenue, should make estimates
of eligible recipients who have yet to file for an EIP, and other relevant information, available to outreach partners
to raise awareness about how and when to file for EIP. (Recommendation 10)

Source: GAO. | GAO-20-701

Unemployment Insurance

According to the Department of Labor (DOL) as of July 1, 2020, almost all states had implemented
131
the three CARES Act Ul programs, and were paying benefits under the programs.  DOL’s

data also showed that states have taken advantage of emergency administrative funding
authorized under the Families First Coronavirus Response Act to assist with processing the
unprecedented numbers of Ul claims. According to National Association of State Workforce
Agencies representatives, states have used Families First Coronavirus Response Act funding
to support claims processing by, for example, hiring and training new staff, hiring contractors,
contracting with call centers and consultants, and enhancing their information technology
systems. The three CARES Act Ul programs are as follows:

131 By implementing the CARES Act Ul programs, we mean that the states or territories had signed agreements with
DOL to operate the programs and had begun paying benefits under the programs. For the purposes of these programs,
the District of Columbia and various territories count as states. Although Colorado, New Hampshire and Virginia had
agreements in place to operate the Pandemic Emergency Unemployment Compensation (PEUC) program, they had not
yet begun paying benefits under the program as of July 1, 2020, according to DOL. Similarly, while the U.S. Virgin Islands
had an agreement in place, it had not begun paying benefits under the Pandemic Unemployment Assistance (PUA)
program or the PEUC program. Additionally, the CARES Act Ul programs have operated concurrently with the preexisting
Ul program. We refer to the preexisting Ul program as the regular Ul program and the benefits paid under that program
as regular Ul benefits.
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* Pandemic Unemployment Assistance (PUA) program. Generally authorizes up to 39 weeks of Ul
benefits to individuals not otherwise eligible for Ul benefits, such as self-employed and certain
gig economy workers, who are unable to work as a result of COVID-19, available through

132
December 2020.

* Federal Pandemic Unemployment Compensation (FPUC) program. Generally authorized an
additional $600 benefit that augmented weekly Ul benefits available under the regular Ul

133
program, as well as CARES Act Ul programs, through July 2020.

* Pandemic Emergency Unemployment Compensation (PEUC) program. Authorizes an additional
13 weeks of Ul benefits to those who exhaust their regular Ul benefits, available through

134
December 2020.

On August 8, 2020, the President signed a memorandum directing FEMA to provide up to $44
billion in lost wages assistance from the Disaster Relief Fund."3> Pursuant to the presidential
memorandum, upon receiving a FEMA grant, states and territories may provide eligible claimants
$300 or $400 per week, which includes a $300 federal contribution.’3® As of September 9, 2020,
FEMA had approved lost wages assistance grants to 48 states, the District of Columbia, and Guam.

While the number of initial claims in the regular Ul program has declined overall since the
beginning of April 2020, the number of Ul claims receiving benefits remains persistently high,
which has put pressure on states’ capacity to pay for them. DOL’s latest data for the week
ending September 5, 2020, showed that initial claims in the regular Ul program declined from

137
a high of over 6.2 million for the week ending April 4, 2020 to 857,148.  Despite this overall
decline in initial claims, nationwide, about 13 million regular Ul claims were made for continuing

138
unemployment during the week ending August 22, 2020.

132pyp. L. No. 116-136, § 2102, 134 Stat. at 313.
133pyb. L. No. 116-136, § 2104, 134 Stat. at 318.

134pyb. L. No. 116-136, 8 2107, 134 Stat. at 323. In addition, the CARES Act also addressed other elements of the Ul
system. For example, it also authorized certain flexibilities for states in hiring additional state agency staff.

135The White House, Memorandum on Authorizing the Other Needs Assistance Program for Major Disaster Declarations
Related to Coronavirus Disease 2019 (Aug. 8, 2020).

136According to FEMA, states that provide $400 per week in lost wages assistance would contribute $100 each week in
state funds, while states providing $300 per week in lost wages assistance may count existing state funding used to pay
regular Ul benefits to satisfy the state match.

137|nitial claims counts presented are not seasonally adjusted, and the count for the week ending September 5, 2020
represents advance initial claims, which are preliminary and subject to revision. Due to a change in DOL methods for
seasonally adjusting Ul claims counts, we now report non-seasonally adjusted counts, a change from our prior reports.

138poL also reported that about 14.6 million claims were made for continuing unemployment under the PUA program
during the week ending August 22, 2020. Due in part to backlogs in state processing, the number of regular Ul and PUA
continued claims DOL reports each week includes claims from prior weeks. If an individual claims benefits for multiple
weeks of unemployment during a single reporting period, each week is counted as a separate claim. Claiming benefits
for multiple weeks of unemployment could be more prevalent in the PUA program because it is a new program that took
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As a result of the persistently high volume of claims overall, several states have exhausted

their funds to pay Ul benefits, according to DOL. While the CARES Act Ul programs are federally
funded, regular Ul is primarily funded through state and federal taxes on employers. When a
state exhausts those funds, it may borrow from the federal government. From January 1, 2020,
through August 31, 2020, 13 states—California, Colorado, Connecticut, Hawaii, lllinois, Kentucky,
Massachusetts, Minnesota, New Jersey, New York, Ohio, Texas, and West Virginia—and the U.S.
Virgin Islands took out such loans, totaling about $26 billion. According to DOL, the need for
these loans was especially acute, as the pandemic had exacerbated shortfalls in states’ funds that

existed before the pandemic began.’3® DOL data indicate that such shortfalls were caused by

many states not taking in enough funds to pay Ul benefits according to the standard set in DOL

140
regulations providing for interest-free loans to states.

The expiration of the $600 additional weekly Ul benefit under the FPUC program at the end

of July 2020 will likely negatively affect unemployed workers—in particular, their housing and
food security—and the economy. With the $600 enhancement, some Ul claimants received

more in total Ul benefits than they would have earned in their regular wages if they were still
employed, and others received less. In general, individuals receiving enhanced benefits were
better positioned to spend at pre-pandemic levels without accumulating debt or using retirement
savings than they would have been without the enhanced benefit.

Further, according to a recent post on the Census Bureau’s website, adults in lower-income and
younger households who suffered job losses during the COVID-19 pandemic reported that they

have less confidence that they can pay their next month’s rent or mortgage on time and that
141
they will suffer more food insecurity. ~ With regard to nutrition assistance, generally, those

who receive Ul benefits may not qualify for SNAP benefits. This is because, according to the
Department of Agriculture, Ul is generally treated as income for purposes of SNAP eligibility, and in
some cases, claimants who continue to receive regular Ul benefits may be ineligible for SNAP after
their enhanced benefit under the FPUC program expires.

Enhanced benefits under the FPUC program likely limited the effects of labor market disruptions

142
on consumer spending and helped stabilize the economy, according to multiple studies.  For

example, according to recent University of Chicago research, although consumer spending has
recovered somewhat since mid-April 2020, it remains severely depressed relative to prepandemic

time to implement and individuals are able to claim benefits retroactively. DOL also reported almost 2 million continued
claims made under other unemployment programs, such as the PEUC program, for the week ending August 22, 2020.

139According to DOL, the U.S. Virgin Islands also had a residual loan balance that predated the pandemic, from the Great
Recession.

140566 20 C.F.R. § 606.32 (2019).

141Brian Mendez-Smith and Mark Klee, “Census Bureau’s New Household Pulse Survey Shows Who Is Hardest Hit During
COVID-19 Pandemic” (June 19, 2020), accessed August 9, 2020, https://www.census.gov/library/stories/2020/06/low-
income-and-younger-adults-hardest-hit-by-loss-of-income-during-covid-19.html.

142N atalie Cox et al., Initial Impacts of the Pandemic on Consumer Behavior: Evidence from the Linked Income, Spending,
and Savings Data (Chicago, Illinois: University of Chicago Becker-Friedman Institute, July 2020). See also Diana Farrell et
al., Consumption Effects of Unemployment Insurance During the COVID-19 Pandemic (Washington, D.C.: JP Morgan Chase
Institute, July 2020) and Michael Karpman and Gregory Acs, Unemployment Insurance and Economic Impact Payments
Associated with Reduced Hardship Following CARES Act (Washington, D.C.: Urban Institute, June 2020).

Page 53 GAO-20-701


https://www.census.gov/library/stories/2020/06/low-income-and-younger-adults-hardest-hit-by-loss-of-income-during-covid-19.html
https://www.census.gov/library/stories/2020/06/low-income-and-younger-adults-hardest-hit-by-loss-of-income-during-covid-19.html

levels. The researchers explain that declines in income due to phasing out broad stimulus too

quickly would result in declines in aggregate demand by low-income workers, which could pose
143
challenges to reemployment if businesses close or scale down due to lower consumer demand.

In addition to continuing to provide technical assistance and monitor states’ implementation of
the CARES Act Ul programs, DOL has issued additional guidance on those programs and taken
other actions to reinforce program integrity. For example, DOL’s Occupational Safety and Health
Administration has issued COVID-19 guidelines for employers on providing safe workplaces.
According to DOL, however, most state laws allow claimants to refuse offers of employment for
good cause—which may include, but is not limited to, the degree of risk to an individual’s health
and safety—and still maintain Ul benefits. DOL has encouraged states to ask employers to provide
information to state Ul agencies when workers decline suitable work without good cause.

Following a recommendation in our June 2020 report, DOL issued guidance on August 12, 2020,
addressing potential risks that certain workers being paid wages with Paycheck Protection
Program (PPP) proceeds could also simultaneously be receiving Ul benefits.’4 The guidance
clarified that individuals working full-time and being paid through PPP are not eligible for Ul,

and that individuals working part-time and being paid through PPP would be subject to certain
state policies, including policies on partial unemployment. 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, and noted that an individual receiving full compensation would be
ineligible for UI.

Table 3 provides a summary of additional information on federal assistance to individuals
presented in enclosures in appendix |, which also include descriptions of GAO’s future work.

14370 the extent that workers quickly find reemployment after the expiration of the FPUC program, any effects on
spending would not be expected. However, it may be challenging for workers to find employment. According to Bureau
of Labor Statistics data, job openings in June 2020 reflect an 18 percent decline compared to June 2019.

144Department of Labor, Unemployment Insurance Program Letter, No. 14-20, Change 1 (Aug. 12, 2020).
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Table 3: Areas in Which the Federal Government Has Taken Action to Assist Individuals in Response to COVID-19

Area name

Federal government’s actions

Child Nutrition

Almost 400 million fewer meals for children were provided
in March and April 2020 as compared with March and April
2019, and school districts and other providers reported
ongoing and potential challenges to providing meals during
the pandemic.

Employer Tax Relief

Some information is available about how employers are
claiming refundable tax credits, but the extent of claims

for the first and second quarters of 2020 will remain
unknown until the relevant forms have been filed and
processed; the Internal Revenue Service and the Small
Business Administration are collaborating on a data-sharing
agreement to ensure the applicable tax credit recipients are
not also receiving loans and are in compliance with law.

Unemployment Insurance Programs

As the unemployment insurance system continues to

face a high number of initial claims, the Department of
Labor continues to monitor states’ implementation of

the CARES Act unemployment insurance programs, has
issued additional guidance, and has taken steps to address
program integrity.

Head Start

The Office of Head Start is awarding CARES Act funds to all
grantees (based on their existing enrollment) to be used

to address a variety of COVID-19 related needs, and it is
finalizing plans for how it will collect detailed information
on grantees’ use of these funds and monitor what is spent.

Worker Safety

In the Occupational Safety and Health Administration’s
effort to ensure safe and healthful conditions for workers
during the COVID-19 pandemic, the agency has primarily
relied on guidance, and few onsite inspections have been
made.

2020 Tax Filing

The COVID-19 pandemic required the Internal Revenue
Service to halt certain essential filing season functions and
customer service operations; thus, it now faces a large
backlog of work including unprocessed tax returns—which
may lead to delayed refunds to taxpayers—as well as
increased refund interest payments and decreased revenue
collection.

Source: GAO. | GAO-20-701
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Assistance to Industry and the Economy

This section provides information on government assistance to industry and the economy,
including the PPP and the housing industry.

Paycheck Protection Program

The CARES Act and the Paycheck Protection Program and Health Care Enhancement Act

appropriated a total of $670 billion for PPP, including for lender fees.145 PPP loans, which are
made by lenders but guaranteed 100 percent by the Small Business Administration (SBA), are low
interest (1 percent) and fully forgivable if certain conditions are met. The Paycheck Protection
Program Flexibility Act of 2020 modified the program, including provisions related to loan
forgiveness.'#® As modified, at least 60 percent of the loan forgiveness amount must be for payroll
costs to qualify for full loan forgiveness.

As of June 30, 2020—the date PPP was originally scheduled to end—about $132 billion in loan

147
funding remained. On July 4, 2020, PPP was extended for another 5 weeks until August 8, 2020.

SBA reopened the program for applications 2 days later. As of August 8, 2020, lenders had made
over 5.2 million loans totaling more than $525 billion, excluding canceled loans.'® According to
SBA, canceled loans may include, but are not limited to, duplicative loans, loans not closed for any
reason, and loans that were paid off.

Geographic distribution of PPP funds. As of August 8, 2020, businesses in 10 states had received
$9,000 or more in PPP loans for every small business employee in that state (see fig. 7).

145600 Paycheck Protection and Health Care Enhancement Act, Pub. L. No. 116-139, 8 101(a), 134 Stat. at 620; CARES Act,
Pub. L. No. 116-136, 88 1102(b)(1), 1107(a)(1), 134 Stat. at 293, 301. PPP was authorized under SBA’s 7(a) small business
lending program.

146506 Pub. L. No. 116-142, 134 Stat. 641 (2020).
1475ee Pub. L. No. 116-147, 134 Stat. 660 (2020).
14855 of August 8, 2020, about $134 billion in loan funding still remained.

149The 10 states are Alaska, California, Colorado, Connecticut, Florida, lllinois, Massachusetts, New Jersey, New York, and
North Dakota.
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Figure 7: Paycheck Protection Program Loans by State, as of August 8, 2020
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Sources: GAO analysis of Small Business Administration data. | GAO-20-701

Note: Numbers of small business employees and small businesses are from the Small Business Administration’s 2020 Small
Business Profile, and dollar amounts and number of loans are from its Paycheck Protection Program data as of August 8, 2020.
We excluded U.S. territories from the figure because the 2020 Small Business Profile used different measures for them.

PPP loan size over time. Most of the large loans (above $2 million) were made during the first
phase of the program (April 3-26, 2020), and most of the smallest loans (under $50,000) were
made during subsequent phases (see fig. 8). SBA has provided us loan-level data on all PPP loans

150
approved as of August 8, 2020, including loans under $150,000.  According to our analysis of

1500 July 6, 2020, SBA publicly released loan-level data for loans over $150,000, including the borrower’s name and
the loan amount within a range. For loans under $150,000, SBA released the loan amount within a range but did not
release the borrower’s name. SBA later updated these data to include loans made through the close of the program’s
application period (August 8, 2020).
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these loan-level data, 75 percent of approved loans above $2 million were approved during the
first phase of the program. As discussed in more detail later in this section, the demand for larger
loans may have diminished over time due to increased scrutiny from the public, Treasury, and
SBA. In contrast, 60 percent of smaller loans (less than $50,000) were approved during the second
phase of the program. Of all loans approved, smaller loans (less than $50,000) comprised 46
percent during the first phase, 75 percent during the second phase, 90 percent during the third
phase, and 93 percent during the fourth phase.

Figure 8: Percentage of Approved Paycheck Protection Program Loans, by Amount and Program Phase, as of
August 8, 2020

Percentage
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Source: GAO analysis of Small Business Administration data. | GAO-20-701

Note: This analysis includes loans that were approved and subsequently canceled. Canceled loans may include, but are not
limited to, duplicative loans, loans not closed for any reason, and loans that were paid off. The first phase of the program
extends from April 3, 2020, when the Small Business Administration (SBA) first began accepting applications, through April

26, 2020, the day before SBA resumed accepting applications again following the second appropriation of funding (the first
appropriation lapsed on April 16, 2020).

The second phase extends from April 27, 2020, when SBA resumed accepting applications, through June 4, 2020, the day before
the Paycheck Protection Program Flexibility Act of 2020 was enacted (which extended the period for eligible loan forgiveness
expenses from 8 weeks to up to 24 weeks). The third phase extended from June 5, 2020, through June 30, 2020, the initial

loan application deadline. The fourth phase extended from July 1, 2020, through August 8, 2020, the current loan application
deadline.

PPP loans by business size. The vast majority of loans to businesses that reported employees (94
percent) went to businesses with 100 or fewer employees (see table 4).
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Table 4: Paycheck Protection Program Loans, by Business Size, as of August 8, 2020

Number of Number of approved Dollar amount of Percentage of Percentage of
employees loans approved loans approved loans approved amount
Not reported or zero 231,260 11,794,604,768 4.4 2.2
1 1,448,737 16,717,316,163 27.8 3.2
2-10 2,387,327 91,259,559,977 45.8 17.4
11-100 1,054,665 246,556,076,954 20.2 47.0
101-500 85,913 142,437,640,445 1.6 27.1
500+° 4,226 16,247,002,816 0.1 3.1
Total 5,212,128 525,012,201,124 100.0 100.0

Source: GAO analysis of Small Business Administration data. | GAO-20-701

4Some businesses with more than 500 employees were eligible for Paycheck Protection Program loans if they were considered
small in their industries per the Small Business Administration’s size standards or if they were in the accommodation and food
services industry and had not more than 500 employees per physical location.

Types of businesses approved for PPP loans over time. Several types of businesses received
PPP loans, but corporations and limited liability companies received the largest percentages of the
approved loan amounts—40 percent and 26 percent, respectively (see fig. 9).
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Figure 9: Percentage of Approved Paycheck Protection Program Loans and Approved Dollars, by Business Type,
as of August 8, 2020

Number of loans (5,212,128) Dollar amount of loans ($525,012,201,123)
<1%, No business type
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3%, 143,641
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1,494 143
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Non-profit organization (including non-profit childcare centers)

[:l Independent contractors and self-employed individuals

- Subchapter S corporation
- Sole proprietorships

Limited Liability Company (LLC)
- Corporation

Source: GAO analysis of Small Business Administration data. | GAO-20-701

Note: S corporations are corporations that are taxed through their shareholders rather than through the corporation itself.
The data field for “other business types” includes cooperatives, employee stock ownership plans, joint ventures, limited liability
partnerships, partnerships, professional associations, and trusts.

In addition, certain types of businesses participated in the program in greater numbers at certain
times. Ninety-six percent of loans to independent contractors and self-employed individuals were
approved during the last three phases of the program (from April 27, 2020, through August 8,
2020). SBA did not post application guidelines for these two groups until 18 calendar days after the
CARES Act was enacted (2 days before the first phase of PPP funding was exhausted).’' Similarly,
85 percent of sole proprietorships were approved during the last three phases (from April 27,
2020, through August 8, 2020).

151According to SBA and Treasury officials, it took time to determine how to calculate payroll costs for independent
contractors and sole proprietorships, as this was not a concept naturally applied to these types of entities. Treasury
officials also stated that these types of entities had not previously been eligible for SBA programs.
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Canceled PPP loans. Borrowers of loans in varying amounts canceled PPP loans.>? As of August
8, 2020, lenders had canceled about 311,000 loans totaling about $46 billion. Following reports
that publicly traded companies had received PPP loans, SBA issued guidance reminding borrowers

that they should carefully review the required economic necessity certification to ensure that they

153
qualify.  In subsequent rules and guidance, SBA announced that borrowers who had previously

applied for a PPP loan could repay the loan in full by May 18, 2020, and would be considered to
have made their economic necessity certification in “good faith.” About 15 percent of all loans over
$2 million were canceled (see table 5). However, the majority of loans that were canceled (about
75 percent) were less than $50,000.

1525 noted previously, canceled loans include loans canceled for a variety of reasons. The data SBA provided did not
specify the reason for loan cancelation (for example, because they were duplicates).

153Borrowers must certify in good faith that the“[cJurrent economic uncertainty makes this loan request necessary to
support the ongoing operations of the Applicant.” SBA also stated that any borrower that received a PPP loan with an

original principal amount of less than $2 million would be deemed to have made the required certification concerning
the necessity of the loan request in good faith.
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Table 5: Canceled Paycheck Protection Program Loans, by Loan Amount, as of August 8, 2020

Amount of loan ($)

Number of canceled Amount of canceled

Percentage of

Percentage of

loans loans ($) approved loans approved amount

canceled canceled

50,000 and less 232,946 3,425,420,004 6 5
50,001-150,000 38,991 3,409,857,567 4 4
150,001-2,000,000 33,296 17,113,890,518 5 6
More than 2 million 5,336 22,351,390,851 15 17
Total 310,569 46,300,558,940 6 8

Source: GAO analysis of Small Business Administration data. | GAO-20-701
Note: For purposes of this analysis, canceled loans are those in SBA’s loan-level data with a status of “fully canceled.”

Demographic data on PPP loans. The loan-level data that SBA provided include limited
demographic data on borrowers, as SBA did not ask for demographic information on the PPP
loan application. According to SBA officials, SBA does not have the legal authority to require a
borrower to submit demographic data on a loan application. In a May 2020 report, the SBA Office
of Inspector General noted that SBA did not request optional demographic information on the
PPP loan application and suggested that the agency (1) revise the borrower application to request
these optional data and (2) include optional demographic information on the loan forgiveness

form.154 SBA did not revise the borrower application to collect such information in an effort to
streamline the application process, according to agency officials. Consequently, information was
not reported for business owners’ race for 90 percent of approved loans, gender for 79 percent of
approved loans, and veteran status for 85 percent of approved loans.

To collect some demographic information, SBA has included an optional form as part of the loan
forgiveness application. The form requests information such as the race, gender, and ethnicity
of the borrower’s principal business owner or owners. Data are not yet available to determine
whether this optional form will increase the available demographic data on PPP borrowers.

Data on jobs retained with PPP loans. The system lenders were required to use to submit
information on approved PPP loans to SBA included a field for the number of jobs retained,
although borrowers were not asked to include this information on their loan applications.">>
Consequently, while SBA’s loan-level data includes data on jobs retained with PPP loans, questions
exist about the completeness and accuracy of these data. For example, for 18 percent of loans,
these data were either not reported or indicated zero jobs retained, and for 1 percent of loans
(about 24,000), the number of jobs retained exceeded the number of employees reported.

1545 mall Business Administration, Office of Inspector General, Small Business Administration’s Implementation of the
Paycheck Protection Program Requirements, Report No. 20-14 (Washington, D.C.: May 8, 2020). SBA includes optional
demographic information—including race, gender, and veteran status—for principal business owners on its application
for the standard 7(a) program.

155|nstead, borrowers were required to include the number of employees.
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Although SBA has addressed how applicants should count employees and calculate payroll for
PPP in guidance and regulation, none of the guidance on its website includes instructions to help
lenders calculate jobs retained.

When SBA released updated PPP loan-level data as of August 2020, the agency changed the data
field previously labeled as jobs retained to jobs reported. According to SBA officials, this change
properly identifies the source of the column’s data since the information in it was taken from the
PPP loan borrower application where applicants were asked to report their number of employees.
However, the system asked lenders for both jobs retained and the number of current employees,
and the two numbers sometimes differed in the data we received from SBA. The difference
between what lenders were asked to report and how these data are characterized by SBA raises
further questions about the quality of the jobs data.

According to SBA officials, lenders will have an opportunity to update or supplement data when
they report on disbursed loans and during the loan forgiveness process.'® SBA has added a form
to its website that borrowers and lenders can use to correct any data errors. We will continue to
examine the reliability of these data.

SBA’s oversight plans. Although SBA has begun developing its oversight plans, including of the
loan forgiveness process, it had not yet finalized or implemented them as of August 14, 2020. In
our June 2020 report, we recommended that SBA develop and implement plans to identify and
respond to risks in PPP to ensure program integrity, achieve program effectiveness, and address
potential fraud, including in loans of $2 million or less.’™” SBA neither agreed nor disagreed with
our recommendation. Because SBA had limited time to implement up-front safeguards for the
PPP loan approval process and assess program risks, we reported that ongoing oversight would be
crucial. We also reported that although SBA had announced efforts to implement safeguards after
loan approval, the agency had provided limited information on how it would implement these
safeguards.

According to SBA officials, SBA is currently working with Treasury and contractors to finalize

plans for loan reviews and loan forgiveness reviews. As we previously reported, SBA and Treasury
announced that SBA would review all loans of more than $2 million, and SBA said these reviews
would focus on the borrower’s good faith certification concerning the economic necessity of

the loan request. SBA officials later clarified that the agency also would review these loans, as
necessary, for compliance with general program requirements.

SBA officials told us that a contractor and SBA staff will conduct the reviews of loans over $2
million and provided the following details. The contractor will review all loans using an automated
review tool and will conduct additional manual reviews of some loans based on risks detected

by the automated review tool. The contractor also will review the borrower’s economic necessity
certification. Following the contractor’s portion of the review, SBA will review all loans over

$2 million with a combination of SBA contract and federal staff. In addition, a separate and

156For example, in a procedural notice issued on July 23, 2020, SBA stated that lenders must confirm that the
information provided by the lender to SBA when transmitting loan forgiveness decisions accurately reflects the lender’s
records for the PPP loan. We discuss the loan forgiveness process in more detail later in this section.

157GA0-20-625.
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independent contractor will provide a quality assurance review on a sample of loans. As of August
14, 2020, SBA was still working with Treasury and a contractor to finalize the specific review
procedures its contractors and staff would follow.

In an interim final rule posted on May 22, 2020, SBA noted that it may review any PPP loan it
deems appropriate, which includes loans of less than $2 million.">® According to SBA officials,
all of the loans will undergo an automated review to flag potentially questionable loans. They
stated that selected loans will undergo a manual review that may include whether a borrower
was eligible for the PPP loan, calculated the loan amount correctly and used loan proceeds for
the allowable uses, or was entitled to loan forgiveness in the amount claimed. On July 28, 2020,
SBA officials said that the agency plans to review loans identified through specific reports of
potential noncompliance or fraud and through stratified statistical sampling based on various
loan characteristics. They also noted that they had begun reviews based on reports of potential
noncompliance or fraud. As of August 14, 2020, SBA was working with Treasury and contractors to
finalize plans to review loans of less than $2 million.

SBA officials also told us that they refer questionable loans to the SBA Office of Inspector General
or the Department of Justice for further investigation. Since May 2020, the Department of Justice
has publicly announced charges in over 40 fraud-related cases associated with PPP funds.

The charges—filed across the United States and investigated by a range of law enforcement
agencies—include making false statements and engaging in identity theft, wire and bank fraud,
and money laundering.

According to GAO'’s Fraud Risk Framework, one of the leading practices in managing fraud risks
involves the use of data analytics to detect suspicious activity, anomalies, or patterns so that
managers can determine which cases of potential fraud to review in detail or identify high-

risk program participants for increased oversight or review.'>® However, the usefulness of data
analytics for fraud detection can be limited by the data’s reliability. In conducting PPP oversight,
SBA will be relying on data provided by lenders and borrowers during the loan approval and
loan forgiveness processes. We and others have identified some gaps, outliers, duplicates, and
anomalies in PPP loan-level data provided by lenders. Although further analysis is needed to
determine whether these instances are errors that could be corrected by borrowers and lenders
or whether they indicate fraud, they underscore the importance of reliable data for oversight
purposes. As noted previously, SBA officials told us lenders will have an opportunity to correct
loan-level data when they report on disbursed loans and during the loan forgiveness process, and
borrowers can submit a form to SBA requesting a correction. It remains to be seen how much of
SBA’s oversight also will involve improving the quality of the data.

1585ee 85 Fed. Reg. 33,010, 33,012 (June 1, 2020).

159GA0, A Framework for Managing Fraud Risks in Federal Programs, GAO-15-593SP (Washington, D.C.: July 28, 2015). In
its Circular A-123, OMB directed that agencies should adhere to the Fraud Risk Framework’s leading practices as part
of their efforts to effectively design, implement, and operate an internal control system that addresses fraud risks.
Managers are responsible for determining the extent to which the leading practices in the framework are relevant

to their program and for tailoring the practices, as appropriate, to align with the program’s operations. Office of
Management and Budget, Management's Responsibility for Enterprise Risk Management and Internal Control, OMB Circular
A-123 (Washington, D.C.: July 15, 2016).
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We maintain the importance of our prior recommendation that SBA develop and implement plans
to identify and respond to risks in PPP, including risks of fraud and improper payments. As SBA
finalizes the oversight plans currently under development, such plans could focus on data quality.

Loan forgiveness process. SBA posted additional guidance on the loan forgiveness process

on July 23, 2020, August 4, 2020, and August 11, 2020, including on how lenders would transmit
their decisions on loan forgiveness to SBA. Based on our review of SBA’s rules and discussions
with lender associations, uncertainty remains about some aspects of lenders’ role in the process.
In addition, according to SBA officials, SBA was still developing its plans for overseeing the loan
forgiveness process as of August 14, 2020.

» SBA’s interim final rules on loan forgiveness and a procedural notice issued on July 23,
2020, indicate that the lender is to review the borrower’s application for loan forgiveness
and make the decision on forgiveness.'®® However, the extent of lender review required
is unclear.'® Prior to making the decision, lenders are expected to perform a “good-faith
review” in a reasonable amount of time of the borrower’s calculations and supporting
documents and confirm the borrower’s calculations concerning amounts eligible for loan
forgiveness. The interim final rules and procedural notice do not clearly define the extent
of review required but one rule provides an example.'®2 At the same time, the loan review
procedures interim final rule and the procedural notice state that an accurate calculation of
the loan forgiveness amount is the responsibility of the borrower and that lenders may rely on
borrower representations.

On August 4, 2020, SBA posted responses to frequently asked questions on loan forgiveness
that answer technical questions, but do not address broader questions about lenders’ role.
After SBA issued additional guidance in July and August 2020, representatives of two lender
associations we interviewed still had questions or concerns about the lender’s role in the
forgiveness process, including the level of review required and the extent to which lenders
could rely on borrower certifications and calculations.

* InitsJuly 23, 2020, procedural notice, SBA noted that it had contracted with a company
to develop and make available a secure platform for lenders to submit loan forgiveness

1605 posted interim final rules on the loan forgiveness process and on loan review procedures on May 22,
2020, and revised these rules to reflect changes made by the Paycheck Protection Program Flexibility Act of 2020
in an additional interim final rule posted on June 22, 2020. See 85 Fed. Reg. 33,004 (June 1, 2020); 85 Fed. Reg.
33,010 (June 1, 2020); 85 Fed. Reg. 38,304 (June 26, 2020). In its initial interim final rule posted on April 2, 2020,
SBA provided some information on loan forgiveness for both borrowers and lenders, such as the percentage that
borrowers had to spend on payroll costs to be eligible for forgiveness. See 85 Fed. Reg. 20,811 (Apr. 15, 2020). In
addition, SBA has provided information on loan forgiveness in responses to frequently asked questions posted on
an ongoing basis and released separate PPP loan forgiveness FAQs on August 4, 2020.

161The lender has 60 days from receipt of a borrower’s complete loan forgiveness application to review the
application and make a forgiveness decision. See Pub. L. No. 116-136, § 1106(g), 134 Stat. at 301.

162The loan review procedures interim final rule states that minimal review of calculations based on a payroll report
by a recognized third-party payroll processor would be reasonable. By contrast, if payroll costs are not documented
with such recognized sources, it notes that more extensive review of calculations and data would be appropriate. 85
Fed. Reg. 33,010, 33,013 (June 1, 2020).
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decisions, supporting documentation, and requests for forgiveness payments.'63 SBA
launched the platform on August 10, 2020. SBA officials told us they did not expect to receive
a large number of loan forgiveness decisions from lenders until early August 2020 due to the

timing of the CARES Act and SBA rules."%4

» According to SBA officials, as part of its oversight SBA will put all lender decisions granting
full or partial loan forgiveness through the automated review tool provided by one of
its contractors. SBA’s interim final rule on loan review procedures and the July 23, 2020,
procedural notice indicate that SBA reserves the right to direct a lender to deny an application
or to review the lender’s decision.'®> As of August 14, 2020, SBA was still developing its
processes for loan reviews, which include overseeing loan forgiveness.'%®

New Renters’ Relief Follows Expiration of Key CARES Act Provisions

Many credit the CARES Act with ensuring short-term housing stability during the pandemic by
temporarily halting evictions for non-payment of rent and providing an additional $600 in weekly
unemployment benefits. These provisions expired at the end of July, potentially leaving many
millions of renters at risk of eviction.

On September 1, 2020, the CDC issued an order halting evictions of qualifying renters to prevent
the further spread of COVID-19. This moratorium is in effect from September 4, 2020, through

December 31, 2020 and potentially covers up to 44 million renter households.'®”

Section 4024 of the CARES Act prohibited evictions of renters living in any property with a federally
backed mortgage or tenants living in rental units participating in specified federal programs for

1631his platform, the PPP Forgiveness Platform, also allows lenders to monitor the status of forgiveness requests
and respond to any SBA inquiries or loan reviews.

164 lender must disburse funds for an approved loan within 10 days of making a decision, and must make a
decision on loan forgiveness within 60 days of receiving a loan forgiveness application. Borrowers have either 8 or
24 weeks to incur eligible expenses for loan forgiveness.

1655ee 85 Fed. Reg. 33,010, 33,012-13 (June 1, 2020); 85 Fed. Reg. 38,304, 38,310 (June 26, 2020).

1665BA has 90 days from receipt of the lender’s decision on loan forgiveness to remit the forgiveness amount to the
lender, subject to any review of the loan, the lender’s loan forgiveness decision, or the borrower’s completed loan
forgiveness application.

167Department of Health and Human Services, Centers for Disease Control and Prevention, Temporary Halt in
Residential Evictions to Prevent the Further Spread of COVID-19 (Sept. 1, 2020) printed in the Federal Register at 85

Fed. Reg. 55292 (Sept. 4, 2020). This order follows an executive order signed by President Trump on August 8, 2020,
which directed HHS and CDC to consider whether measures to temporarily halt tenant evictions for failure to pay rent
were reasonably necessary in order to prevent the spread of COVID-19. Exec. Order No. 13,945, 85 Fed. Reg. 49,935
(Aug. 14, 2020).This estimate of covered households is the total number of rental households from the 2018 American
Community Survey, the most recent estimate of the number of renter households in the U.S. The September 2020
moratorium applies to “any tenant, lessee, or resident of a residential property” who provides a declaration, under
penalty of perjury, that they meet certain requirements. Among other requirements, the individual must declare they
have used their best efforts to obtain all available government assistance for rent or housing, their expected income for
calendar year 2020 is no more than $99,000 (or no more than $198,000 if filing a joint tax return), and they are unable to
pay the full rent or make a full housing payment for certain reasons.
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120 days from enactment, or through July 24, 2020, for the nonpayment of rent.'®® In total, this
moratorium applied to at least 17 million renters (or about 39 percent of all renter households)."%?
Depending on how many households meet the criteria the September 2020 moratorium, it could
potentially cover more renter households than the Section 4024 moratorium.

In addition, the CARES Act created and funded a number of temporary Ul programs, including the
FPUC program, which authorized an additional $600 in weekly unemployment benefits through
July 2020.179 Many stakeholders said these enhanced benefits likely have helped unemployed
households to continue paying their rent in the short term."”" On August 8, 2020, the President
signed a memorandum directing FEMA to provide up to $44 billion in lost wages assistance from
the Disaster Relief Fund. Pursuant to the memorandum, upon receiving a FEMA grant, states and
territories may provide eligible claimants $300 or $400 per week, which includes a $300 federal
contribution.

However, available data suggest many renters continue to struggle to pay their rent during the
pandemic, despite the moratoriums and enhanced unemployment benefits. According to the

168pyp. L. No. 116-136, § 4024, 134 Stat. at 492. The CARES Act defines federally backed mortgages (1 to 4 units) and
federally backed multifamily mortgages (5 or more units) as those purchased or securitized by the housing enterprises
Fannie Mae and Freddie Mac, as well as those made, insured, guaranteed, supplemented, or assisted in any way by
federal government agencies, principally the Department of Housing and Urban Development (HUD), a component of
which is the Federal Housing Administration, the Department of Agriculture, a component of which is the Rural Housing
Service, and VA. The enterprises are currently under the conservatorship of the Federal Housing Finance Agency. Federal
programs funding rental units that were covered by section 4024 include, among others, Public Housing, the Section

8 Housing Choice Voucher program, Section 8 project-based housing, Section 202 housing for the elderly, and Section
811 housing for people with disabilities. Under the CARES Act, a tenant must be given a notice of 30 days to vacate the
property, and the notice may only be issued after the expiration of the 120-day eviction moratorium. Further, section
4022 of the CARES Act placed a foreclosure and eviction moratorium on single-family properties with federally backed
mortgages. Under the moratorium, owners of these properties may not be foreclosed upon and persons occupying the
properties, including renters, may not be evicted in connection with the foreclosure. Pub. L. No. 116-136, § 4022 (c)(2)
134 Stat. at 491. While the eviction moratorium under section 4024 has expired, the agencies and enterprises extended
their foreclosure-related eviction moratoriums under section 4022 for single-family properties until December 31, 2020.

169This estimate assumes that 2.8 million single-family rental units and 9.6 million multifamily rental units are financed
with federally-backed mortgages and that at least 4.8 million additional households receive federal rental assistance.
See Urban Institute, The CARES Act Eviction Moratorium Covers All Federally Financed Rentals—That's One in Four U.S.
Rental Units, April 2, 2020, accessed July 11, 2020, https://www.urban.org/urban-wire/cares-act-eviction-moratorium-
covers-all-federally-financed-rentals-thats-one-four-us-rental-units; GAO-20-625; and HUD, Picture of Subsidized
Households, accessed July 13, 2020, https://www.huduser.gov/portal/datasets/assthsg.html. The estimate does not
account for renter households that live in properties financed with Low-Income Housing Tax Credits and is therefore
likely an underestimate of total households covered by the CARES Act eviction moratoriums. In another study, the
Federal Reserve Bank of Atlanta estimated that the number of federally backed rental units ranged from an estimated
12.3 million (28.1 percent) to an estimated 20 million (45.6 percent). See Federal Reserve Bank of Atlanta, Housing
Policy Impact: Federal Eviction Protection Coverage and the Need for Better Data, accessed September 3, 2020, https://
www.frbatlanta.org/community-development/publications/partners-update/2020/covid-19-publications/200616-
housing-policy-impact-federal-eviction-protection-coverage-and-the-need-for-better-data#src18.

170pyp, L. No. 116-136, § 2104, 134 Stat. at 318.

7 Eor example, see Urban Institute, Don’t Overlook the Importance of Unemployment Benefits for Renters, accessed
July 13, 2020, https://www.urban.org/urban-wire/dont-overlook-importance-unemployment-benefits-renters; Joint
Center for Housing Studies of Harvard University, Cash Strapped during COVID-19, accessed July 13, 2020, https://
www.jchs.harvard.edu/blog/cash-strapped-during-covid-19/; and Terner Center for Housing Innovation, Estimating
COVID-19’s Near-Term Impact on Renters, accessed July 13, 2020, https://ternercenter.berkeley.edu/blog/estimating-
covid-19-impact-renters.
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Census Bureau’s Household Pulse Survey, an estimated 46 to 51 percent of renters reported being
unemployed from May—July 2020."72 Further, a number of stakeholders have observed lower

and declining rent payments since April 2020, and others have cited higher use of credit to make
payments.’”3 The Census Bureau’s Household Pulse Survey further estimated that in July 2020,

an estimated 18 percent of renters did not pay their rent during the previous month, up from

an estimated 14 percent in May.'”4 Over the same time frame, an estimated 27 to 33 percent

of renters reported they had no or slight confidence in their ability to pay rent next month.'”>
Historical data on mortgage and consumer credit delinquency rates show that a household’s
ability to pay its debts generally decreases in an economic downturn.'”® Some renters may also
lack awareness of available rent relief options."””

In addition, some stakeholders have noted that despite the section 4024 moratorium, some
landlords continued to file evictions and some local courts continued to process them, including
evictions resulting from the non-payment of rent in circumstances that might be covered by the
Section 2024 moratorium.'”8 It is too soon to assess the effect of the September 2020 moratorium
on eviction filings and evictions.

172These estimates have a margin of error of + 2 percentage points or less at the 95 percent confidence level. The 2020
Household Pulse Survey, an experimental data product, is an interagency federal statistical rapid response survey to
measure household experiences during the COVID-19 pandemic. The survey is conducted by the Census Bureau in
partnership with five other agencies from the Federal Statistical System. Response rates have ranged from 1.3-3.8
percent. The Census Bureau acknowledges that nonresponsive bias is likely to be an issue, but measures such as the
demographic distribution of the survey respondents compared to benchmarks will be produced for data users to
consider in their analysis.

13For example, the National Multifamily Housing Council estimated that full and partial rent payments to multifamily
landlords from April-August 2020 lagged compared with payments from April-August 2019. In another survey,
Apartment List found that for May-August, about 1 in 3 Americans did not make a full, on-time housing payment. In the
first week of August 2020, an estimated 11 percent of survey respondents made a partial payment toward their monthly
housing (rent or mortgage) payment; an additional 22 percent of respondents had not made any payment. Additionally,
according to the Census Bureau’s Household Pulse Survey, only about 60 percent of renters reported using regular
income sources to meet spending needs over the last 7 days. About 20-30 percent reported using economic impact
payments, credit cards or loans, money from savings or selling assets or borrowed from friends or family, or Ul benefit
payments, and about 5 percent used money saved from deferred or forgiven payments. These estimates have a margin
of error of less than + 2 percentage points at the 95 percent confidence level.

74T his change was statistically significant at the 95 percent confidence level.

175These estimates have a margin of error of less than + 2 percentage points at the 95 percent confidence level. Fannie
Mae similarly reported that 36 percent of renters were somewhat or very concerned with their ability to pay their

bills in the next month (April July 2020), and 15 percent of renters had or planned to request lowered or delayed rent
payments (+ about 3 percent).See Fannie Mae, National Housing Survey: Covid-19: The Need for Consumer Outreach
and Home Purchase/Financing Digitization (Washington, D.C.: August 2020)..

176566 Board of Governors of the Federal Reserve System, Charge-Off and Delinquency Rates on Loans and Leases at
Commercial Banks, accessible at https://www.federalreserve.gov/releases/chargeoff/delallsa.ntm#fn1. Additionally,
between February and May 2020, the S&P Bankcard Default Index increased by nearly 1 percentage point, from 3.41
percent to 4.40 percent, its highest level since 2012. According to the National Bureau of Economic Research, February
2020 marked the beginning of a recession.

T77Eor the second quarter of 2020, Fannie Mae reported that 68 percent of renters (+ about 3 percent) were unfamiliar
with programs that allow renters facing financial hardship due to COVID-19 to lower or delay their rent payments. See
Fannie Mae, National Housing Survey: Covid-19: The Need for Consumer Outreach and Home Purchase/Financing
Digitization (Washington, D.C.: August 2020).

178Eyictions generally are governed by state and local law. As a result, there is no comprehensive data on eviction filings
and evictions. However, according to data on 17 cities collected by Eviction Lab at Princeton University, eviction filings
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Moreover, while the section 4024 moratorium prevented and the September 2020 moratorium

is expected to prevent eviction for many renters, they did not preclude landlords from seeking
payment for accumulated rent, which some say could lead to insurmountable one-time payments
for renters.””® While landlords may be managing short-term reductions in rental payments,
continued partial payment or non-payment could force some into forbearance or foreclosure.'8°

The September 2020, extension of the moratorium could help ensure renters remain housed over
the duration of the pandemic, especially in states and localities without their own moratoriums.'8
However, this extension does not address longer-term issues, including how affected renters
would pay their rent (including back rent and other housing expenses, such as utilities) or how

fell sharply from previous levels beginning in March and April 2020. Cities that enacted their own eviction moratoriums
during the pandemic generally saw the steepest declines; however, eviction filings tended to increase as moratoriums
expired. These patterns suggest that eviction moratoriums had a limiting effect on eviction filings. Eviction Lab at
Princeton University is a research organization that tracks and publishes a dataset on evictions going back to 2000 (see
www.evictionlab.org). Also see Jeff Ernsthausen, Ellis Simani, and Justin Elliott, Despite Federal Ban, Landlords Are Still
Moving to Evict People During the Pandemic, (New York, NY: ProPublica, Apr. 16, 2020), accessed July 27, 2020, https://
www.propublica.org/article/despite-federal-ban-landlords-are-still-moving-to-evict-people-during-the-pandemic and
National Housing Law Project, Protecting Renter and Homeowner Rights During Our National Health Crisis, accessed July 27,
2020, https://www.nhlp.org/campaign/protecting-renter-and-homeowner-rights-during-our-national-health-crisis-2/.

179The September 2020 moratorium “does not relieve any individual of any obligation to pay rent, make a housing
payment, or comply with another obligation that the individual may have under a tenancy, lease, or similar contract.”
Further, “nothing in [the] order precludes the charging or collecting of fees, penalties, or interest as a result of the failure
to pay rent of other housing payment on a timely basis, under the terms of the applicable contract.” Section 4024 of

the CARES Act did not relieve renters of their obligation to pay rent, but did prohibit landlords from charging fees or
penalties for late rent payments.

1805action 4023 of the CARES Act allows forbearance on federally backed multifamily mortgages for up to 90 days, and
evictions are prohibited throughout the duration of the forbearance period. During the forbearance period, landlords
are prohibited from evicting tenants for nonpayment of rent. Pub. L. No. 116-136, 8 4023, 134 Stat. at 491. Roughly

2 percent (1,600 loans) of the outstanding balance on multifamily loans securitized by Fannie Mae and Freddie Mac
were in forbearance as of late July—early August 2020. Most Freddie Mac loans in forbearance are small balance loans
that have fewer units, meaning each tenant experiencing stress will have a larger impact on small property operators,
according to Freddie Mac. HUD, in Notice H 20-07, issued July 1, 2020, noted that many borrowers and lenders would
negotiate additional forbearance relief beyond the 90-day period provided in the CARES Act. HUD announced it would
condition, as a matter of policy, its approval of a forbearance extension on the borrower’s agreement to similarly extend
the Section 4023 renter protections. The Federal Housing Finance Agency announced in late June that Fannie Mae and
Freddie Mac were allowing servicers to extend existing forbearance agreements with owners of multifamily properties
with enterprise-backed mortgages by an additional 3 months (for a total forbearance of up to (6 months). While the
properties are in the forbearance, the landlord must suspend all evictions for renters unable to pay rent.

1815ome states and localities implemented their own eviction moratoriums; however, it was beyond the scope

this report to assess those moratoriums and the extent to which they may be more comprehensive than the

federal moratoriums. Notwithstanding this, according to a group of legal researchers, 18 states continue to have
eviction moratoriums in place, 10 of which are scheduled to expire before December 31, 2020 (the end of the f
September 2020 moratorium) and eight of which are tied to the end of the declared emergency. In addition, 27

states issued eviction moratoriums that have since expired, and six states did not issue any eviction moratoriums.
This analysis includes Washington, D.C. in our analysis of states. See Emily Benfer, et. al., COVID-19 Eviction

Moratoria by State, Commonwealth, and Territory, accessible at https://docs.google.com/spreadsheets/u/1/d/
e/2PACX-1vTH8dUIbfnt3X52TrY3dEHQCAM60e5ngqo0RN1rNCf15dPGeXxMIQNIUdXUFEjxwvfTKzbCbZx]MdR7X/pubhtml.
These data are widely cited by researchers, policymakers, and the media. The September 2020 moratorium does not
apply to any state, local, territorial, or tribal area that has a residential eviction moratorium that “provides the same or
greater level of public-health protection than the requirements” as the September 2020 moratorium.
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landlords would pay their mortgages.'® Policymakers and other stakeholders have suggested
more comprehensive measures to help ensure housing and financial stability.' Additionally, as
previously described, income support (such as enhanced Ul benefits) can also help households
continue to pay their rent in the short term.

Table 6 provides a summary of additional information on federal support for industry and the
economy presented in enclosures in appendix I, which also include descriptions of GAO’s future
work.

182 The September 2020 moratorium noted that CDC had been informed by HUD that its grantees (states, cities,
communities, and nonprofits) that received Emergency Solutions Grants or Community Development Block Grant funds
under the CARES Act could use these funds to provide temporary rental assistance, homelessness prevention, or other
aid to individuals who were experiencing financial hardship because of the pandemic and were at risk of being evicted.
Similarly, according to the moratorium, Treasury had informed CDC that the funds allocated through the CRF could be
used to fund rental assistance programs to prevent eviction.

1830y example, if enacted, the Heroes Act would provide emergency rental assistance and a federal lending facility for

landlords. H.R. 6800, 1 16th Cong. (2020). See also Jenny Schuetz, The Rent Is Still Due: America’s Renters, COVID-19, and an
Unprecedented Eviction Crisis, testimony before the House Committee of Financial Services, Subcommittee on Housing,
Community, Development, and Insurance, 116th Cong., 2nd sess., June 10, 2020; Joint Center for Housing Studies at
Harvard University, How Much Assistance Would It Take to Help Renters Affected by COVID-19?, accessed July 7, 2020, https://
www.jchs.harvard.edu/blog/how-much-assistance-would-it-take-to-help-renters-affected-by-covid-19/; National Housing
Law Project, Emergency Rental Assistance Principles and Recommendations, (San Francisco, CA: June 9, 2020); Terner Center
for Housing Innovation, A Plan to Keep Renters Housed through the COVID-19 Recovery, accessed July 6, 2020, https://
ternercenter.berkeley.edu/blog/keeping-renters-housed-through-covid-19-recovery; Urban Institute, Avoiding a COVID-19
Disaster for Renters and the Housing Market, (Washington, D.C.: April 2020).
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Table 6: Areas in Which the Federal Government Has Taken Action to Support Industry and the Economy in

Response to COVID-19

Area name

Federal government’s actions

Paycheck Protection Program

The Paycheck Protection Program closed to new applicants
on August 8, 2020, and as of that date, lenders had

made over 5.2 million loans totaling more than $525
billion. The Small Business Administration has started
accepting loan forgiveness applications. In response to our
recommendation that the Small Business Administration
develop and implement plans to identify and respond to
risks in the program, the agency has begun to develop
oversight plans but has not yet finalized or implemented
them.

Eviction Moratorium

Eviction moratoriums have helped keep renters housed,
but do not address longer-term issues for renters and
property owners related to unpaid rent.

Economic Injury Disaster Loan Program

After an initial backlog in processing applications, the Small
Business Administration decreased its processing times
for loans and advances made under the Economic Injury
Disaster Loan program, but various challenges remain
related to communication of program information and
potential fraud.

Federal Reserve Emergency Lending Programs

Since early June 2020, seven additional emergency lending
programs (or facilities) supported through CARES Act-
appropriated funds became operational, resulting in a total
of nine operational CARES Act facilities as of September

4, 2020. Modifications to the initial terms of the Main
Street facilities serving small- and mid-size businesses
continued into June and, according to Board of Governors
of the Federal Reserve System officials, contributed to the
facilities not becoming operational—that is, not accepting
loans—until early July. The Main Street facilities serving
nonprofits became operational in early September. Overall,
the CARES Act facilities’ transactions and purchases of
assets have been relatively limited.

Financial Assistance to Aviation and Other Eligible
Businesses

The Department of the Treasury continues to provide
assistance out of the $78 billion available to help the
nation’s aviation industry and other businesses critical to
national security recover from the economic effects of the
COVID-19 pandemic.

Agriculture Spending

The U.S. Department of Agriculture continues to spend
CARES Act funds for direct payments to agricultural
producers and food purchases for redistribution to food
banks, nonprofits, and other entities.

Federal Food Safety Inspections
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The U.S. Department of Agriculture continues to spend
CARES Act funds—more than $7.5 million spent from $33
million appropriated—to maintain staffing for federal
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inspections of meat and poultry plants as well as to provide
personal protective equipment and supplies.

Source: GAO. | GAO-20-701

Assistance to States, Localities, Territories, and Tribes

This section describes the federal government’s assistance to states, localities, territories, and

tribes, including the CRF and guidance on physically reopening K-12 schools for in-person
education.

The COVID-19 relief laws provided an estimated $335 billion in funds to agencies for assisting
U.S. states, localities, territories, and tribes in their responses to the COVID-19 pandemic. As we
reported in June 2020, the six programs listed in the table below account for approximately 89
percent, or $299 billion, of the total estimated federal funding to states, localities, territories,
and tribes from the COVID-19 relief laws. These programs have continued to disburse funds to
states, localities, territories, and tribes, totaling $176 billion as of July 31, 2020 (see table 7). This
represents additional federal expenditures of $17 billion since May 31, 2020.
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Table 7: Appropriations and Expenditures for Selected Federal Programs Providing COVID-19-Related Aid to
States, Localities, Territories, and Tribes

Program Appropriations ($) Cumulative Federal Expenditures ($)

As of May 31, 2020 As of June 30, 2020 As of July 31, 2020

Coronavirus Relief 150 billion 147 billion 149 billion 149 billion
Fund

Medicaid 52 billion® 7 billion 7 billion 13 billion
Federal Emergency 45 billion 1 billion 2 billion? 3 billion?

Management Agency
Disaster Relief Fund

Transit grants 25 billion 3 billion 6 billion 8 billion
Education Stabilization 17 billion® 83 million 514 million 907 million
Fund

Airport grantsd 10 billion 288 million 931 million 2 billion

Source: GAO analysis of federal laws; Congressional Budget Office data, and information and data from the Centers for Medicare & Medicaid Services and the Departments of
Education, Homeland Security, Transportation, and the Treasury. | GAO-20-701

Note: The COVID-19 relief laws appropriating the amounts described in this table are the Families First Coronavirus Response
Act, Pub. L. No. 116-127, 134 Stat. 178 (2020) and the CARES Act, Pub. L. No. 116-136, 134 Stat. 281 (2020). Some appropriation
amounts include an amount available for administration expenses or for the relevant inspectors general. An expenditure is the
actual spending of money, or an outlay. Numbers are rounded to the nearest million or billion.

Several provisions in the Families First Coronavirus Response Act, Pub. L. No. 116-127, 134 Stat. 178 (2020), authorized an
increase in Medicaid funds for states and territories. The largest increase to federal Medicaid spending is based on a formula
change rather than a specific appropriated amount. The Congressional Budget Office estimated that federal expenditures from
this change would be approximately $50 billion.

®This amount represents all expenditures as of June 30 and July 31, 2020, from the Disaster Relief Fund for COVID-19.

This amount includes expenditures associated with the major disaster declarations, but, according to Federal Emergency
Management Agency (FEMA) officials, does not include expenditures related to the nationwide emergency or surge activity.
FEMA officials also said that the agency has not obligated or expended any money appropriated to the Disaster Relief Fund
by the CARES Act and, instead, has funded, and continues to fund, its obligations and expenditures related to COVID-19
relief operations from the balances of prior year appropriations to the Disaster Relief Fund. Some of the expenditures were
for FEMA’s Public Assistance program, which provides emergency protective assistance to state, local, territorial, and tribal
governments. Expenditures for the Public Assistance program as of June 30, 2020 and July 31, 2020 were $1 billion and $2
billion, respectively.

“This amount is an approximation and includes funds for the Elementary and Secondary School Emergency Relief Fund; the
Governor’s Emergency Education Relief Fund; Education Stabilization Fund discretionary grants; formula grants to the U.S.
Virgin Islands, Guam, the Northern Mariana Islands, and American Samoa (which are referred to in the law as outlying areas);
and programs operated or funded by the Bureau of Indian Education. It does not include the nearly $14 billion in aid for
institutions of higher education through the Education Stabilization Fund.

9Funds are available to eligible sponsors of airports. Nearly all of these airports are under city, state, county, or public-authority
ownership.

State and local governments face increased expenditures and decreased revenues stemming
from the pandemic and the resulting economic effects. In addition to updating their revenue
forecasts, state and local governments have taken actions to respond to these fiscal challenges
including freezing hiring, furloughing staff, restricting contracts and new spending, and freezing
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discretionary spending. A number of states also tapped their reserve funds to balance budgets for
fiscal year 2020.

Coronavirus Relief Fund Guidance

As shown in table 7, Treasury has disbursed nearly all of the $150 billion CRF, the largest program
that provides aid to states, the District of Columbia, localities, tribal governments, and U.S.
territories from the four COVID-19 relief laws.'® Given the statutory requirement to disburse CRF
payments within 30 days, Treasury made payments while Treasury, Treasury’s Office of Inspector
General, and OMB were still developing guidance and recipient accountability measures.8>

Guidance. Treasury began issuing guidance on its interpretation of the eligible use of CRF
payments in April 2020, at the same time it disbursed most of the CRF funds. Since that time,
Treasury has continued to update its guidance on its interpretation of the eligible use of CRF
payments, but has not clearly communicated that information to recipients, according to officials
from associations representing state and local governments. According to Treasury officials,
Treasury disseminated guidance to CRF recipients primarily by posting information on its
webpage, including periodically updating an FAQ document. For example, Treasury updated its
guidance document on June 30 to clarify the period in which costs must be incurred by recipients
to be eligible. Treasury also updated the FAQ document on July 8 to clarify that states should
transfer CRF funds to local governments that did not receive direct CRF payments, and to clarify

that the costs of administering and auditing CRF funds are eligible uses.'®

Treasury officials told us they update the FAQs to help address questions Treasury receives

from CRF recipients and state and local government associations, among others. Treasury

officials said they expect to continue to have an active role in policy matters related to the CRF,
including providing additional guidance and responding to questions related to eligible use of
funds, even after Treasury has disbursed all CRF payments. According to Treasury officials, they
made efforts to participate in regular conference calls scheduled by the White House Office of
Intergovernmental Affairs and calls sponsored by relevant associations when updated guidance or
FAQs were released.

However, Treasury only recently began alerting individual CRF recipients when it updated the
guidance and identifying the new or revised information in the guidance. For example, the
Treasury CRF guidance and FAQ document both indicated the date each document was last
updated, but until recently, the documents did not identify which information was new or revised.
Officials from associations representing state and local governments told us that while Treasury

184Litigation is pending before a federal appeals court regarding whether Alaska Native regional and village corporations
are eligible for CRF Tribal Set-Aside payments. Confederated Tribes of the Chehalis Reservation v. Mnuchin, Case No. 20-
cv-5204 (D.C. Cir. July 14, 2020). Until the litigation is resolved, Treasury is subject to an injunction issued by the district
court judge that bars it from disbursing CRF payments to Alaska Native regional and village corporations. Confederated
Tribes of the Chehalis Reservation v. Mnuchin, Case No. 20-cv-01002 (D.D.C. July 7, 2020). Thus, a portion of the Tribal Set-
Aside has not been disbursed.

185pyb. L. No. 116-136, § 5001, 134 Stat. at 502.
1865tates may transfer CRF payments to a local government, as long as the locality uses the funds for eligible expenses.
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was generally accessible and responsive to questions, their members said it was challenging to
continually monitor Treasury’s web page for updates and search the CRF guidance documents for
any changes or additions.

According to association officials, some states delayed disbursing CRF funds to subrecipients,
such as local governments, because they needed additional guidance on the eligible use of CRF
payments, including reporting and compliance requirements. We discussed these concerns with
Treasury officials on July 30, 2020, and, when Treasury next updated its CRF FAQ document on
August 10, 2020, it notified CRF recipients of the revised guidance and clearly identified which
information in the guidance was new. Treasury officials told us they plan to continue these actions
moving forward.

Audit requirements. The Single Audit Act establishes requirements for states, the District of
Columbia, local governments, U.S. territories, Indian tribes, and nonprofit organizations that
receive federal awards to undergo single audits of those awards annually (unless a specific
exception applies), when their expenditures of the award meet a certain dollar threshold.'®” The
audits required by the act are critical to the federal government’s ability to help safeguard federal
funds. Specifically, a single audit may identify deficiencies in the award recipient’s compliance
with applicable provisions of laws, regulations, contracts, or grant agreements and in its financial
management and internal control systems. Correcting such deficiencies can help reasonably
assure the effective use of federal funds and reduce the likelihood of federal improper payments.

Auditors who conduct single audits follow guidance in the Single Audit Act’'s Compliance
Supplement, which OMB updates and issues annually in coordination with federal agencies. In a
May 28, 2020, FAQ Treasury provided guidance that CRF payments are considered federal financial
assistance subject to single audits. OMB’s 2020 Compliance Supplement, issued in August 2020,
specified that OMB is still working with federal agencies to identify the needs for additional audit
guidance for new COVID-19 related programs, including the CRF, as well as existing programs with
compliance requirement changes. OMB plans to publish an addendum to this Supplement in the
fall of 2020. According to an official from the National Association of State Auditors, Comptrollers
and Treasurers, many single audit efforts are already underway. Given that some auditors usually
start their interim testing in April for June 30 year-end single audits, further delays in issuing this
guidance could adversely affect auditors and the results and timing of their work, and may lead to
inconsistent reporting.

GAO Recommendation Related to Coronavirus Relief Fund Audit Requirements

The Director of the Office of Management and Budget, in consultation with the Department of the Treasury, should
issue the addendum to the 2020 Compliance Supplement as soon as possible to provide the necessary audit guidance,
as many single audit efforts are underway. (Recommendation 11)

Source: GAO. | GAO-20-701

187The Single Audit Act is codified, as amended, at 31 U.S.C. 88 7501-06, and implementing OMB guidance is reprinted
in 2 C.F.R. part 200 (2020). Federal award recipients that expend $750,000 or more in federal awards in a fiscal year
are required to undergo a single audit, which is an audit of an entity’s financial statements and federal awards, or a
program-specific audit, for the fiscal year. 31 U.S.C. 8 7502; 31 C.F.R. § 200.501 (2020).
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Guidance for K-12 Schools

In light of the pandemic, state and local school district officials have been tasked with reassessing
their operating status and ensuring their school buildings are safe. Decisions about K-12 education
are primarily a state and local issue, and these officials are the key decision makers about how
and when to reopen schools for in-person learning. In doing so, state and local officials generally
look to federal, state, and local public health officials and the Department of Education (Education)
for guidance and information to do so in a way that helps protect America’s 50 million students
and 6 million teachers and staff, and slows the spread of COVID-19. On July 23, CDC announced
updated guidance to help schools, school districts, and states consider how to return to in-person
instruction in the fall, as well as reassess their operating status throughout the school year as local
health conditions change.'8

CDC’s updated guidance includes sections for school and program administrators on preparing for
a safe return and operating schools safely (including considerations for when schools should close
for in-person learning). The guidance also includes sections for parents and caregivers containing
decision tools and checklists designed to give families information on why the administration
believes it is critical to send children safely back to school in person, how to weigh the risks and
benefits of available educational options, and how to plan for the 2020-21 school year.

Education officials said that to be as helpful as possible, they also made available guidance and
resources for state and local officials and education administrators. Education’s website provides
information on COVID-19 for schools and school personnel, including links to CDC’s guidance and
various federal websites with COVID-19 information. Its technical assistance center also includes
links to various federal websites with COVID-19 information. However, portions of CDC’s guidance
on reopening K-12 schools are internally inconsistent, and some CDC, White House, and Education
statements appear incongruent with a risk-based approach to determining school operating
status.

Inconsistent CDC guidance. CDC’s guidance on screening children and employees entering K-12
schools is internally inconsistent. For example, CDC’s updated guidance, Screening K-12 Students for
Symptoms of COVID-19: Limitations and Considerations, does not recommend that schools conduct
daily symptom screening for all K-12 students, noting that since some people with COVID-19

are asymptomatic, there are limitations to such screenings. However, contradictory guidance
remained accessible on CDC’s website several weeks later. For example, CDC’s Considerations for
K-12 Schools Readiness and Planning Tool, still directed schools to develop a plan to conduct daily
health checks (e.g., temperature screening or symptom checking) of staff and students.

Further, a CDC decision tool for physically reopening, Schools During the Covid-19 Pandemic,
explicitly stated that schools should not physically open unless they are able to screen students

1885ae Centers for Disease Control and Prevention, COVID-19: Schools and Childcare Programs; Plan, Prepare, and Respond,
accessed August 6, 2020, https://www.cdc.gov/coronavirus/2019-ncov/community/schools-childcare/index.html.

The federal government has continued to make additional updates as needed. For example, on August 18, 2020, the
Department of Homeland Security's Cybersecurity and Infrastructure Security Agency added teachers, administrators,
and a variety of support staff to its list of Essential Critical Infrastructure Workers.
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and employees upon arrival for symptoms and history of exposure and are ready to protect
children and employees at higher risk for severe illness.

CDC guidance on what to do if a student or staff member tests positive for COVID-19 is also
inconsistent. In its FAQ for School Administrators on Reopening Schools, CDC notes that in most
instances, a single case of COVID-19 in a school would not warrant closing the entire school. In
contrast, in the K-12 Schools and Childcare Programs FAQ for Administrators, Teachers, and Parents,
CDC notes that if a student or staff member is confirmed to have COVID-19, “you will likely
dismiss students and most staff for 2-5 days.” As we reported in June 2020, in the midst of a
nationwide emergency, clear and consistent communication with health care providers and to the
public—across all levels of government—is key.

In commenting on a draft of this report, CDC stated that it strives to ensure that all content is
consistent and up to date. It noted that updating these documents is an iterative and ongoing
process and, as a result, there can be periods of time where some documents are updated and
others are not. CDC further stated that it is working to update its decision tools and re-opening
guidance to align with its updated guidance, and that it has removed the decision tool, Schools
During the Covid-19 Pandemic, from its website.

Relatedly, Education’s website and technical assistance center contained incomplete summary
information on CDC’s mitigation strategies. Specifically, neither summary included wearing cloth
masks or staying 6 feet apart when possible—strategies CDC identified as key for slowing the
spread of COVID-19. We discussed this with Education, and as of August 7, the summaries on both
websites had been removed. The websites still include direct links to CDC’s guidance.

Certain federal guidance appears misaligned with risk-based decision-making. CDC and
the Secretary of Education have both noted that school reopening plans should be tailored

to the needs of local communities. Many school districts developed hybrid plans that call for
students to learn remotely for part of the time, while others—including most of the nation’s
largest school districtcs—moved to remote-only learning. Yet, CDC’s updated July guidance begins
with a statement urging schools to reopen in person, and information encouraging schools to
reopen in person is embedded throughout the guidance.

Further, the White House has urged that all schools “fully reopen” and suggested that current
or future federal funds may be withheld from school districts that do not return to in-person
education. The Secretary of Education also noted that the “American investment in education

is a promise to students and their families. If schools aren’t going to reopen and not fulfill that
promise, they shouldn’t get the funds. Then give [the funds] to the families to decide to go to a
school that is going to meet that promise.”'8? Education officials told us these comments were
policy or rhetorical statements. Regardless, such statements do not appear to align with a risk-
based decision-making approach, and appear incongruent with the Secretary’s own statements
that returning to in-person education is a state and local decision.

189Chris Wallace. Fox News Sunday, Fox News. https://www.foxnews.com/transcript/infectious-disease-expert-on-us-
response-to-new-surge-of-coronavirus-cases-secretary-devos-on-challenge-of-reopening-americas-schools. July 12, 2020.
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Although the decision to physically reopen schools is primarily a state and local issue, state and
local school district officials look to the federal government for leadership and clear guidance
including recommendations about how to do so safely. Unclear federal guidance and messaging
risks contributing to conflict, confusion, and indecision for schools.

School facility conditions present a host of other challenges that could complicate efforts to
reopen school buildings safely. For example, CDC’s guidelines say to ensure ventilation systems
operate properly and increase circulation of outdoor air as much as possible. However, in June
2020, based on our nationally representative survey of school districts, we estimated that 36,000
schools were in need of heating, ventilation, and air conditioning updates.’?° Safe drinking water
poses another challenge for reopening schools that have been shuttered since spring 2020. CDC
recommends flushing water systems after prolonged shutdown to reduce the risks of lead and
legionella. However, our 2018 work on lead in school drinking water showed that an estimated 69

percent of school districts do not have flushing programs in place.’’

Exacerbating the situation, the poorest school districts may be least able to pay for efforts to
retrofit and update schools to address COVID-19-related risks. These districts educate about 1.5
million more students than wealthy districts. We also know from our past work that 80 percent of
students attending the poorest schools are Black or Hispanic, and that these students already face
myriad educational challenges, from less access to coursework that prepares them for college to
widespread discipline disparities.

Beyond serving as safe places for tens of millions of children to learn and millions of teachers
to work each day, public school facilities play an integral role in society for community members
who rely on them as community centers, voting places, and emergency shelters. Returning to
in-person instruction safely and securely is of paramount concern to all, and is key to sustaining
economic recovery, particularly given the large numbers of parents of school-age children in the
workforce.'?? As schools make their reopening plans for the fall, cogent, clear, and consistent
federal guidance is critical to helping state and local officials make safe, risk-based decisions for
their students, teachers, staff, and communities.

GAO Recommendation Related to Guidance for K-12 Schools

The Director of the Centers for Disease Control and Prevention should ensure that, as it makes updates to its federal
guidance related to reassessing schools’ operating status, the guidance is cogent, clear, and internally consistent.
(Recommendation 12)

190GAO, K-12 Education: School Districts Frequently Identified Multiple Building Systems Needing Updates or Replacement,
GAO-20-494 (Washington, D.C.: June 4, 2020). We calculated the number of schools that needed updates or replacement
of building systems or features based on the total number of schools in the district and the percentage of schools that
needed a given update or replacement. Because school districts provided this percentage as a range (e.g., 75 to 100
percent), we calculated three estimates for each system or feature: low, middle, and high. Our estimate, 36,000 schools,
is the low-point, conservative estimate for schools nationwide that need updates or replacements to their heating,
ventilation, and air conditioning systems and has a margin of error of 9,000 schools.

191GAO, K-12 Education: Lead Testing of School Drinking Water Would Benefit from Improved Federal Guidance, GAO-18-382
(Washington, D.C.: July 5, 2018).

192According to DOL’s Bureau of Labor Statistics, in 2019, about 72 percent of women and over 90 percent of men with
children under 18 were either working or looking for work.
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Source: GAO. | GAO-20-701
Table 8 provides a summary of additional information on federal assistance to states, territories,

localities, and tribes presented in enclosures in appendix |, which also include descriptions of
GAO’s future work.
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Table 8: Areas in Which the Federal Government Has Taken Action to Assist States, Localities, Territories, and
Tribes in Response to COVID-19

Area name Federal government’s actions

K-12 Education Education Stabilization Fund spend rates remain low and
federal guidance on reassessing schools’ operating status
should be cogent, clear, and internally consistent.

Transit Industry The Federal Transit Administration continues to distribute
CARES Act funding, with nearly all funds obligated thus far
going to transit agency operating costs.

Coronavirus Relief Fund Guidance and oversight are critical to ensure that
the $150 billion in COVID-19 relief disbursed through
the Coronavirus Relief Fund to states, localities, tribal
governments, the District of Columbia, and U.S. territories
are used appropriately.

Airport Grants The Federal Aviation Administration continues to provide
funding to help the nation’s airports respond to and
recover from the economic effects of the COVID-19
pandemic. As of July 31, 2020, the agency has processed
grant applications for 3,213 U.S. airports, totaling about
$8.7 billion.

Source: GAO. | GAO-20-701

Federal Contracting

This section presents information on the federal government’s contracting practices during the
pandemic, including government-wide contracting obligations, tracking of contract actions, and
terminated contracts.

Government-wide Contract Obligations

Government-wide contract obligations in response to the COVID-19 pandemic totaled about $24.3
billion as of July 31, 2020, with HHS continuing to account for almost half, or about 44 percent, of

total obligations (see fig. 10).193

19301 the purposes of this report, “contract obligations” means obligations on contracts that are subject to the Federal
Acquisition Regulation and does not include, for example, grants, cooperative agreements, loans, other transactions for
research, real property leases, or requisitions from federal stock.
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Figure 10: Contract Obligations in Response to COVID-19 by Agency, as of July 31, 2020
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Source: GAO analysis of Federal Procurement Data System-Next Generation data. | GAO-20-701

Consistent with what we reported in June 2020, medical equipment and supplies—including
ventilators and PPE—continue to be the largest area of obligations.'?* Obligations for medical
equipment and supplies increased by about $1.3 billion since May 31, 2020, and accounted for
about $6.8 billion, or 28 percent of total obligations. See figure 11 for additional details on the top

goods and services procured.

194GA0-20-625.
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Figure 11: Contract Obligations for Top Goods and Services Procured through Federal Contracts in Response to
COVID-19, as of July 31, 2020
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Since our June 2020 report, government-wide contract obligations have increased by about
$7.4 billion—from $16.9 to $24.3 billion."®> As shown in figure 12, federal contract obligations
underwent the greatest increase from the middle to the end of March, following the President’s
March 13, 2020, nationwide emergency declaration.'® As of March 15, 2020, federal agencies
reported obligating about $604 million on contracts in response to COVID-19."%7 By March 29,
2020, government-wide obligations were more than $4.4 billion, an increase of more than 600
percent.

195GA0-20-625.
1965ee 42 U.S.C. §5191.

197Obligations made by federal agencies prior to the establishment of the National Interest Action (NIA) code on March
13, 2020, were identified through the description field in the Federal Procurement Data System-Next Generation.
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Figure 12: Government-wide Contract Obligations Related to COVID-19 by Week, as of July 31, 2020
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As of July 31, 2020, about $12.2 billion, or 50 percent of government-wide contract obligations,
were on contracts we identified as awarded noncompetitively. Agencies cited an urgent need for
awarding contracts noncompetitively for about two-thirds, or $8.2 billion, of contract obligations.
Awarding contracts under the unusual and compelling urgency exception to full and open
competition can be necessary in certain circumstances, but our prior work has noted that
promoting competition—even in a limited form—increases the potential for quality goods and
services at a lower price in urgent situations.’®

The next most cited reason for awarding contracts noncompetitively was that only one source
was available to provide the goods or services; such contracts accounted for $2.2 billion, or 18
percent, of the noncompeted contract obligations.’ Agencies competed contracts for goods

198GA0, Federal Contracting: Noncompetitive Contracts Based on Urgency Need Additional Oversight, GAO-14-304
(Washington, D.C.: Mar. 26, 2014).

199¢0r the purposes of this report, obligations on contracts identified as using the unusual and compelling urgency
exception and only one source include those associated with contracts subject to Federal Acquisition Regulation Part
6.302-2 and 6.302-1, as well as orders under multiple award contracts, which are subject to separate competition
requirements under Federal Acquisition Regulation Part 16. Specifically, under section 16.505(b)(2), orders on multiple
award contracts require contracting officers to give every awardee a fair opportunity to be considered for a delivery-
order or task-order exceeding $3,500, with exceptions, including if the agency need for the supplies or services is so
urgent that providing a fair opportunity would result in unacceptable delays. When using the unusual and compelling
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less frequently than contracts for services—about 39 percent of obligations for goods were on
competed contracts compared to 64 percent of obligations for services. For example, about $6
billion, or 89 percent of the $6.8 billion in obligations for medical and surgical equipment, were on
contracts awarded noncompetitively.

Agencies have reported using a variety of contracting techniques to respond to COVID-19.

For example, undefinitized contracts allow contractors to begin work before reaching a final
agreement with the government on all contract terms and conditions. As of July 31, 2020, about
$2.2 billion, or 9 percent of government-wide contract obligations on contracts awarded in
response to COVID-19, were undefinitized contract actions. DOD reported about $1.3 billion, or
about 24 percent of its COVID-19-related contract obligations, as undefinitized contract actions.

Undefinitized contract actions can allow the government to fulfill requirements that are urgent

or need to be met quickly when there is insufficient time to use normal contracting vehicles.
However, our prior work has noted that these types of contracts can pose risks to the government,
such as when contractors lack incentives to control costs before all contract terms and conditions
are defined.?%° Our work has also found that a portion of reported government-wide contract
obligations have been associated with implementing a contractor paid leave provision of the

CARES Act.?9"

In addition to contract obligations, some agencies have reported using other transaction
agreements in response to COVID-19. For example, as of July 31, 2020, DOD reported obligating an
additional $6.5 billion in prototype and production other transaction agreements, including a $2.1
billion agreement for large-scale antibody and vaccine manufacturing in response to COVID-19.
Within the federal procurement data system, we found that HHS also reported obligating about
$47.7 million for another transaction for clinical trials. Other transactions enable federal agencies
to negotiate terms and conditions specific to a project without requiring them to comply with
certain federal laws and regulations. However, our prior work has noted their use carries the risk
of reduced accountability and transparency.?%? Our future work will further examine agencies’ use
of competition, undefinitized contract actions, and other transaction agreements.

urgency exception to full and open competition, agencies still must request offers from as many potential sources as is
practicable under the circumstances.

200GAQ, Defense Contracting: DOD Has Enhanced Insight into Undefinitized Contract Action Use, but Management at Local
Commands Needs Improvement, GAO-10-299 (Washington, D.C.: Jan. 28, 2010).

207section 3610 of the CARES Act generally authorizes—but does not require—federal agencies to reimburse
contractors for paid leave provided to their employees and subcontractors who are unable to access approved work
sites due to facility closures or other restrictions, and whose duties cannot be performed remotely during the COVID-19
pandemic. See GAO, COVID-19 Contracting: Observations on Contractor Paid Leave Reimbursement Guidance and Use,
GAO-20-662 (Washington, D.C.: Sept. 3, 2020).

20260, Department of Homeland Security: Improvements Could Further Enhance Ability to Acquire Innovative Technologies
Using Other Transaction Authority, GAO-08-1088 (Washington, D.C.: Sept. 23, 2008) and Defense Acquisitions: DOD Has
Implemented Section 845 Recommendations but Reporting Can Be Enhanced, GAO-03-150 (Washington, D.C.: Oct. 9, 2002).
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Tracking Contract Activity

Federal agencies are tracking contract actions and associated obligations in response to COVID-19
through the use of a NIA code in the Federal Procurement Data System-Next Generation. The
COVID-19 NIA code was established on March 13, 2020, to track contract actions. Since then, the
code was extended to September 30, 2020, and most recently, was extended until March 31, 2021
while our draft report recommending that the Department of Homeland Security (DHS) and DOD

extend the code beyond September 30, 2020, was with the agencies for comment.2%3

According to officials at DOD and DHS, they consider the criteria identified in the memorandum of
agreement between DOD, DHS, and the General Services Administration (GSA) prior to making a
determination of whether to close the NIA code. For example, according to the agreement, prior to
closing the NIA code the agencies will consider whether government-wide contract actions show a
consistent decrease in the actions awarded or if the remaining or predicted contracting activity has
become routine, indicating it is no longer necessary to track contract actions.

Our prior work noted that the NIA code provides consistent tracking and government-wide
visibility into contracting related to disaster events through a publicly available database, but we
identified inconsistencies in establishing and closing these codes following previous disasters

or emergencies. In April 2019, we recommended that GSA, in coordination with DHS and DOD,
assess whether the criteria in their current NIA code agreement meet the long-term needs for
high visibility events and of users, such as FEMA, other agencies, and Congress.?%* GSA and DOD
concurred with our recommendation (DHS did not respond), and in August 2019 GSA, DOD,

and DHS revised their agreement. However, the revised agreement did not fully address our
recommendation. For example, it did not include consideration of the needs of NIA code users or
the need for long-term visibility into contract actions, including awards and obligations.

We have continued concerns with the criteria DHS and DOD rely on in the memorandum of
agreement to determine whether to extend or close a code, and whether the agreement meets
the long-term needs for high visibility events and of users, such as other agencies and Congress.
Recently, with regard to extending the NIA code for COVID-19 beyond its original expiration date
of July 1, 2020, DHS and DOD notified agencies of their decision to extend the NIA code after
they decided to extend it, both via email and, according to DOD officials, during an interagency
meeting that included all 24 Chief Financial Officers Act agencies. However, DHS and DOD did
not obtain input of key agencies before making the decision to extend the code to September 30,
2020—either in terms of the need to extend it or for how long.

For example, when we asked whether HHS, the agency obligating almost half of all government-
wide contract obligations in response to COVID-19, had any contact with DHS and DOD related
to extending the NIA code expiration date, HHS officials from the Office of Acquisitions told

us that they were not aware of any such communications. VA officials stated that they did

203pHs, DOD, and the General Services Administration have previously established a NIA code to track contract actions
and associated obligations for a disease outbreak. The NIA code for Operation United Assistance-Ebola Outbreak in West
Africa was open from September 15, 2014, through September 30, 2016, and reported about $569.4 million in contract
actions.

204GA0, 2017 Disaster Contracting: Actions Needed to Improve the Use of Post-Disaster Contracts to Support Response and
Recovery, GAO-19-281 (Washington, D.C.: Apr. 24, 2019).
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have communications with DHS regarding the need to extend the NIA code, and that those
communications were initiated by VA. According to HHS officials, without a NIA code to track
contract actions and associated obligations, they would have no way to differentiate HHS

COVID-19 contract actions from other HHS actions and obligations.?%>

Federal internal control standards state that management should use quality information, and
externally communicate that information to achieve its objectives.?% This includes considering
expectations of internal and external users, defining the information needed, and using quality
information to make informed decisions. According to the memorandum of agreement, DHS is
responsible for determining when a NIA code should end for civilian agency actions, and DOD is
responsible for that determination for contingency operations.

The agreement further states that extending the NIA code is appropriate if two or more agencies
have a current or anticipated need for tracking contract actions and do not have a reasonable
alternate method of internally tracking them. However, the memorandum of agreement does

not identify any processes or steps DHS and DOD can or should take to coordinate with the
various agencies involved in emergency acquisitions to determine that need. The memorandum of
agreement also does not identify how far in advance of the end date of a NIA code DHS and DOD
should review contract actions to determine whether the code should be extended. Rather, the
agreement states that decisions to end a NIA code can be made at any time, and that the code will,
at a minimum, be reviewed at the end of each fiscal year.

Based on the current contracting environment and fluctuations in contract obligations, as

shown in figure 12, it is unclear how DHS and DOD will apply some of the current criteria in the
agreement for closing the NIA code—such as determining whether contract actions have shown

a consistent decrease or whether predicted contracting activity has become “routine.” Given the
number of federal agencies involved in contracting for the response to the pandemic, establishing
a process to ensure that DHS and DOD are obtaining input on the need to extend or close the NIA
code from the various agencies relying on it to track contract actions and associated obligations is
imperative. Equally important is identifying clear timelines for evaluating and determining whether
to extend NIA code in advance of its end date. Establishing such a process and timeline will help
to address the need for federal agencies, the public, and Congress to have visibility into contract
actions and associated obligations related to disaster events.

GAO Recommendation Related to Tracking Contract Activity

2057 DHS official noted that OMB Memorandum M-20-21 requires agencies to provide a funding identifier—the disaster
emergency fund code—in their financial file submissions to track and report contracts that have COVID-19 funding on
USAspending.gov, which is the official site to track COVID-19 funds across federal contracts, grants, and loans. According
to OMB, the Federal Procurement Data System-Next Generation remains the authoritative source for procurement
award data provided to USASpending.gov. OMB stated that OMB M-20-21 requires agencies to use the funding identifier
to report obligations of government-wide use of CARES Act spending, and the NIA code in the Federal Procurement
Data System tracks contract awards regardless of the source of the funds. As of September 4, 2020 USAspending.gov
identified approximately $11.3 billion in contract awards, less than half of the contract obligations associated with NIA
code contract actions in the Federal Procurement Data System-Next Generation as of July 31, 2020. Our prior work on
the data reported by USAspending.gov has identified persistent data quality issues, and challenges with known data
limitations not being disclosed. See GAO, DATA Act: Quality of Data Submissions Has Improved but Further Action Is Needed
to Disclose Known Data Limitations, GAO-20-75 (Washington, D.C.: Nov. 8, 2019).

206GA0-14-704G.
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» The Secretary of Homeland Security, in coordination with the Secretary of Defense, should (1) revise the criteria in
the 2019 National Interest Action code memorandum of agreement to clearly identify steps they will take to obtain
input from key federal agencies prior to extending or closing a National Interest Action code, (2) establish timelines
for evaluating the need to extend a National Interest Action code, and (3) define what constitutes a consistent
decrease in contract actions and routine contract activity to ensure the criteria for extending or closing the National
Interest Action code reflect government-wide needs for tracking contract actions in longer term emergencies, such
as a pandemic. (Recommendation 13)

* The Secretary of Defense, in coordination with the Secretary of Homeland Security, should (1) revise the criteria in
the 2019 National Interest Action code memorandum of agreement to clearly identify steps they will take to obtain
input from key federal agencies prior to extending or closing a National Interest Action code, (2) establish timelines
for evaluating the need to extend a National Interest Action code, and (3) define what constitutes a consistent
decrease in contract actions and routine contract activity to ensure the criteria for extending or closing the National
Interest Action code reflect government-wide needs for tracking contract actions in longer term emergencies, such
as a pandemic. (Recommendation 14)

Source: GAO. | GAO-20-701

Terminated Contracts

The federal government can partially or fully end a government contract before the contractor
completes performance by terminating the contract. Depending on the circumstances, the
government can terminate the contract either (1) for the convenience of the government or

(2) for cause or default. For example, when the government’s requirements change, rendering
continued performance unnecessary, the government may choose to terminate the contract for
convenience. On the other hand, when a contractor fails to perform its contractual requirements,
the government may terminate the contract for cause or default.

Federal agencies reported terminating at least $229 million in contract obligations as of July 31,
2020. About three-quarters of that total ($171.3 million) was reported as terminated fully or
partially for convenience, with the rest reported as terminated for cause or default. Most of the
terminated contract obligations were for goods, including $97.1 million in medical equipment
and supplies and $55.8 million in hospital and surgical clothing. For example, FEMA reported
terminating a $53.5 million contract with Panthera Worldwide LLC for cause after the company
failed to deliver 10 million N95 respirators. Both FEMA and VA also reported terminating contracts
for N95 respirators with the same contractor—Federal Government Experts.2%” FEMA reported
terminating a $1.9 million contract with the company for cause, while VA reported terminating a
$35.4 million contract for convenience.

A variety of factors can lead the government to decide to terminate a contract. Clearly defining
requirements for the type and amount of goods and services needed, based in part on market
research, can help to ensure the government is contracting for what it needs. The Federal
Acquisition Regulation also requires that contracts be awarded to responsible contractors, and
that contracting officers take steps—such as ensuring prospective contractors have adequate
financial resources and reviewing information on contractor performance and integrity—to affirm

207According to DHS officials, no payments were made to either Panthera Worldwide LLC or Federal Government
Experts.
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a contractor’s responsibility.?%® Our future work will further examine the government’s use of new
vendors during the response to the pandemic, and agencies’ contracting practices as they relate to
determining whether prospective contractors are responsible.

International Response

This section presents information on the federal government’s international response to the
COVID-19 pandemic.

Agencies’ obligations of supplemental funds and support for international response

209
activities. Two COVID-19 relief laws appropriated about $3.1 billion in supplemental funding to
support the U.S. government’s international response to the COVID-19 pandemic, including about
$2.3 billion for diplomatic and foreign assistance programming administered by the Department

of State (State) and the U.S. Agency for International Development (USAID), and at least $800
210
million designated for CDC’s international response activities.  State and USAID reported

obligating about $1.2 billion of their supplemental funding, as of June 26, 2020.2'! State and

USAID developed a strategy to use the supplemental funds for diplomatic and foreign assistance
programming, organized under four pillars (see fig. 13). CDC reported obligating about $63 million
of its supplemental funding, as of July 6, 2020. CDC developed a strategy for its global disease
detection and emergency response to COVID-19, which focuses on supporting priority countries,
multilateral institutions, and vulnerable populations to mitigate the global impact of the pandemic.

208Faderal Acquisition Regulation 9.103 and 9.104-1.

209InJune 2020, we reported on agencies’ international COVID-19 response activities prior to receiving supplemental
funds, including Department of State efforts to repatriate U.S. citizens and U.S. Agency for International Development
and CDC efforts to help other countries respond to the pandemic. See GAO-20-625.

2107his funding was provided through two COVID-19 relief laws, the Coronavirus Preparedness and Response
Supplemental Appropriations Act, 2020, and the CARES Act, and directed to specific accounts. Pub. L. No. 116-123, tit. IlI
and IV, 134 Stat. at 147 and 152-53; Pub. L. No. 116-136, div. B, tit. VIl and XI, 134 Stat. at 554 and 590.

211OurJune 2020 report did not present obligations of supplemental funds related to agencies’ international response
activities.
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Figure 13: March 2020 Department of State and U.S. Agency for International Development Strategy on the Use
of Supplemental Funding to Respond to COVID-19 Abroad
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and address the potential
humanitarian consequences of

the pandemic
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U.S.Government (USG)
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effectively
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State and USAID State and USAID State and USAID

Agencies

International Migration Economic

Global Health Emergency

Diplomatic

s 2
E-g Programs Programs Reserve Fund Agési:tsat:cr:e a::s?;;‘:‘%e: Support Fund
£.8 account account account
o5 account account
g9

=1
@ 2 $588M | $235M | | $200M | | $558M | | $350M | | $250M

Source: Department of State (State) and U.S. Agency for International Development (USAID) Strategy for Supplemental Funding to Prevent, Prepare for,
and Respond to Coronavirus Abroad. | GAO-20-701

Note: The Coronavirus Preparedness and Response Supplemental Appropriations Act, 2020, appropriated $435 million
(reflected in Pillar 2 in the figure) for the Global Health Programs account and directed that not less than $200 million be
transferred and merged with the Emergency Reserve Fund established pursuant to section 7058(c)(1) of the Department of
State, Foreign Operations, and Related Programs Appropriations Act, 2017. Pub. L. No. 116-123, tit. IV, 134 Stat. 146, 152. The
Coronavirus Preparedness and Response Supplemental Appropriations Act, 2020, and the CARES Act also appropriated $95
million to USAID for operating expenses and $1 million to the USAID Office of Inspector General for COVID-19-related work.
Pub. L. No. 116-123, tit. IV, 134 Stat. at 152; Pub. L. No. 116-136, div. B, tit. XI, 134 Stat. 281, 590. In addition, $7 million of the
$250 million appropriated for the Economic Support Fund Account in Pillar 4 was transferred to USAID for operating expenses,
according to USAID officials.

Figure 14 shows State and USAID obligations, as of June 26, 2020, by strategic pillar and CDC’s
obligations, as of July 6, 2020, for global disease detection and emergency response.
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Figure 14: Agencies’ Obligations of Supplemental Appropriations for International Response to COVID-19
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Source: Department of State, Centers for Disease Control and Prevention, and GAO analysis of supplemental appropriations
for international response to COVID-18. | GAO-20-701

Note: State and USAID obligations are as of June 26, 2020. CDC obligations are as of July 6, 2020.

State and USAID. State and USAID provided details on their uses of supplemental funding,
including the countries and types of activities they are supporting.

 Pillar 1: Protecting U.S. Citizens and Maintaining U.S. Operations. State reported obligating
supplemental funding to maintain consular operations, which faced a significant decline in visa

and passport fees resulting from the pandemic. State planned to use supplemental funds to,
among other things, increase secure communications bandwidth, accessibility, and support
for those working remotely; expand cloud and email storage capacity; and support efforts
by the Bureau of Medical Services to continue effectively and safely achieving State’s mission
domestically and overseas by contracting for experts in areas such as infectious disease,
mental health, and statistical analysis of health data. Efforts also included purchasing and
distributing personal protective and testing equipment, targeted hiring, and adding capacity
for medical evacuation travel and contract aviation to continue international operations in the
face of reduced global commercial airline service.

+ Pillar 2: Global Health Assistance. USAID reported obligating supplemental funding as of
June 6, 2020, to provide global health assistance for at least 73 countries affected by and at
risk of COVID-19; regional activities in the Caribbean, Pacific Islands, and Asia; and worldwide
activities. This assistance included preventing and controlling infections in health facilities;
conducting contact tracing; improving readiness to rapidly identify and treat cases; raising
awareness in populations through risk communication; screening people at points of entry
and exit; and purchasing commodities, including ventilators.

 Pillar 3: Humanitarian Assistance. USAID reported obligating supplemental International
Disaster Assistance account funding as of June 6, 2020, for 11 countries, regional activities in
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the Pacific Islands, and worldwide activities. This funding focuses on mitigating widespread
transmission of COVID-19, addressing public health consequences, and maintaining essential
health services for crisis-affected populations, particularly displaced people. Assistance efforts
have included support for health interventions; water, sanitation, and hygiene services;
protection services, such as psychosocial support; and risk communication activities. This
funding is also supporting response logistics and the response to the secondary impacts of
COVID-19, including the enormous emergency food needs, according to USAID officials. In
addition, State reported that it obligated supplemental Migration and Refugee Assistance
account funding as of July 10, 2020, for 56 countries and regional and worldwide activities.
These obligations support assistance efforts similar to those USAID has supported with
International Disaster Assistance funds, but focus on the needs of specific populations of
concern, including refugees, victims of conflict, internally displaced persons, stateless persons,
and vulnerable migrants.

 Pillar 4: Economic and Development Assistance. USAID reported that State and USAID
obligated supplemental funding under Pillar 4 as of June 6, 2020, for nine countries, as well

as regional and worldwide activities.212 Examples of activities supported include providing
technical assistance and access to credit for micro, small, and medium-sized enterprises;
strengthening civil society; protecting and assisting vulnerable people; monitoring legal
protection for journalists; and providing direct cash relief to households.

CDC. According to CDC officials, global disease detection and emergency response efforts involve
several technical areas including emergency response capacity; laboratory, surveillance, and
epidemiology; border health and community mitigation; infection prevention, control, and
preparedness in health care facilities; and pandemic and vaccine preparedness planning. CDC also
identified nearly 60 countries to which to target this assistance.

State and USAID officials identified several examples of challenges faced by implementing partners

213
providing COVID-19-related assistance in affected countries.

* Host government COVID-19-related restrictions. Visa restrictions, curfews, quarantines,
and movement restrictions have impeded the ability of humanitarian workers to operate in
some countries. For example, according to USAID officials, Nigeria’s visa restrictions have
created difficulty for relief workers to travel there, and Ethiopia has limited movements at land
borders, except for the flow of cargo and essential goods. In Iraqg, travel restrictions posed
challenges delivering medical supplies to program sites.

* Lack of key commodities. Due to concerns around possibly diverting scarce PPE, such as
surgical masks and gloves, from the domestic response to the COVID-19 pandemic in the
United States, USAID officials told us that they instructed all implementing partners in early
March 2020 to temporarily pause any purchases of PPE products using USAID funds. According

2127he total of nine countries supported under Pillar 4 does not include additional countries that may have
received assistance through funding allocated for regional activities.

213¢DC officials told us on July 14, 2020, that the agency had encountered no major implementation challenges related
to its global disease detection and emergency response efforts.
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to USAID, this pause posed challenges for implementing partners in both protecting their
own staff as well as ensuring the continuity of USAID’s emergency health assistance. On June
9, 2020, USAID ended the pause by issuing interim policy guidance to allow implementing
partners to procure restricted PPE materials without prior authorization in the following

two situations: (1) for their staff from any source, and (2) for the protection of beneficiaries
of USAID programs from PPE manufactured locally or in the same region where USAID is
providing assistance as long as the PPE is not, and could not reasonably be, intended for the
U.S. market.?'* Some countries may continue to face shortages of PPE, according to USAID
officials. For example, USAID officials told us in early July that USAID-funded partners working
in Sudan had reported that the shortage of PPE across the health sector has made it difficult
for relief workers to respond safely to COVID-19.

* Lack of qualified partners or staff. For some countries with limited USAID presence, there
are very few qualified partners to implement USAID-funded assistance. USAID partners have
also faced challenges recruiting and training local staff to implement response activities.
Additionally, USAID cited an example in which a program’s operations in Nigeria were
suspended when a quarantine was imposed following the death of a relief worker who
contracted COVID-19.

+ Additional challenges for humanitarian assistance. According to State officials, partner
organizations face several challenges to providing COVID-19-related assistance to vulnerable
populations that are already in the midst of a humanitarian crisis. These challenges include
limited in-person implementation and monitoring; xenophobic violence directed at aid
workers, refugees, migrants, and other foreigners believed to be importing the virus; closed
borders; and delays in health care delivery, among many other concerns.

Table 9 provides a summary of additional information on federal actions related to the
international response presented in enclosures in appendix |, which also includes descriptions of
GAO'’s future work.

214According to USAID officials, the June guidance allows low- and middle-income countries to make requests for
PPE from the existing joint World Health Organization-USAID stockpile.
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Table 9: Areas in Which the Federal Government Has Taken Action on the International Response to COVID-19

Area name Federal government’s actions

International Trade While U.S. trade has declined overall, imports of COVID-19-
related products have increased, and the U.S. government
has made tariff modifications to reduce the cost of certain
such products from China.

State's Repatriation Efforts In response to the COVID-19 pandemic, the Department of
State used existing authorities to transfer $260 million for
efforts to evacuate and repatriate U.S. citizens.

Source: GAO. | GAO-20-701

Evolving Lessons Learned from the Ongoing COVID-19
Response Highlight Areas for Timely and Concerted Actions

This section presents new examples of previously identified lessons learned and issues in need of
continued congressional oversight and action by the administration. Attention to these issues can
help to make federal efforts as effective as possible.

In our June 2020 report, we identified several lessons learned from the government’s response to
previous emergencies, as well as the initial response to the COVID-19 pandemic.?’® These lessons
included establishing clear goals and defining roles and responsibilities among those responding
to a crisis, providing clear communication, collecting and analyzing data to inform future decisions,
and establishing mechanisms for accountability and transparency. Through our ongoing oversight,
and as described in previous sections of this report and highlighted below, we have continued to
observe the need for these lessons to be heeded. We have also identified an additional evolving
lesson learned: the need to guard against cyber threats as another key effort in the response to
the pandemic.

Lesson: Need to Establish Clear Goals and Define Roles and
Responsibilities

As we reported in June 2020, the unprecedented scale of the COVID-19 pandemic and the whole-
of-government response required to address it highlight the critical importance of clearly defining
the roles and responsibilities for the wide range of federal departments and other key players
involved.

Our ongoing work has identified areas in which federal roles and responsibilities could be
better defined and communicated. For example, while multiple federal agencies currently share
medical supply management responsibilities, these responsibilities are being transitioned to HHS.

215GA0-20-625.
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However, the precise timing and structure of some changes are undetermined. Similarly, multiple
federal agencies are involved in the efforts to develop, distribute, and administer a vaccine, but
the government lacks a plan that details the specific roles and responsibilities for the various
federal and nonfederal entities.

As a result, officials from multiple federal, state, and local agencies expressed confusion about
the federal agencies’ roles in certain key efforts, like medical supply management. For example,
one public health official from a large city called the federal response “incoherent, confusing, and
uncoordinated.” We have previously found that a lack of clarity in roles and responsibilities can
lead to duplication, confusion, or gaps in preparedness.?'® We will continue to monitor this lesson
in our future work.

Lesson: Provide Clear Communication

As we reported in June 2020, clear and consistent communication—among all levels of
government, with health care providers, and to the public—is key during a nationwide emergency.
Uncoordinated communication between the federal government and state and local jurisdictions,
and with providers and the general public, can contribute to confusion and frustration.

Since our June report, we have continued to find examples of unclear and inconsistent
communication. For example, as we previously noted, we found inconsistencies within CDC
guidance on students entering schools and incongruent messaging from CDC, Education, and
the White House on this issue. There has also been inconsistent and conflicting information from
the White House and federal public health officials about the efficacy of hydroxychloroquine as

a therapeutic for COVID-19 patients. Two public health experts that GAO interviewed noted that
the confusing and conflicting communication from the federal government on the pandemic has
hindered response and recovery efforts.

In its Crisis and Emergency Risk Communication Manual, which describes core crisis and
emergency risk communication principles, CDC notes the importance of clear and consistent
communication. For example, the manual states, “ensure that all communications from your
organization and its partners share the same facts. Inconsistent messages increase anxiety and
quickly undermine expert advice and credibility.” These potential consequences could deter
individuals’ willingness to adopt recommended public health measures and interventions, such as
vaccinations. We will continue to examine this important issue in our future work.

216GA0, Transportation Security: Federal Action Needed to Help Address Security Challenges, GAO-03-843 (Washington, D.C.:
Jun. 30, 2003).
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Lesson: Need to Collect and Analyze Adequate and Reliable Data to
Drive Future Decisions

Nursing Home Data

HHS, through CMS, implemented a COVID-19 reporting requirement for nursing homes effective
May 8, 2020.2"7 Nursing homes are required to self-report data at least weekly through CDC’s
National Healthcare Safety Network on suspected and confirmed COVID-19 cases and deaths
among residents and staff, PPE supplies, access to testing, and staff shortages, among other
things. These data are then posted on a CMS website. Prior to the implementation of this new
requirement, HHS had not required that nursing homes submit data to CDC on COVID-19 cases or
deaths.?'®

Although CMS now requires nursing homes to report COVID-19 data, the data reported to

CDC do not capture the early months of the pandemic. Reports from the early months of the
pandemic indicated that nursing homes were affected disproportionately by COVID-19 due to
the vulnerability of frail residents living in close proximity. CMS began requiring nursing homes to
report COVID-19 data to CDC by May 17, 2020, starting with information as of May 8, 2020. CMS
made reporting prior to May 8, 2020 optional.

Our review of the data shows that some nursing homes with known COVID-19 outbreaks have
opted not to submit data prior to May 8, 2020. As a result, the data do not provide HHS with a
complete picture of the extent of the pandemic and its effect on nursing homes. For example, the
Life Care Center in Kirkland, Washington—the site of one of the first major COVID-19 outbreaks
reported in a United States nursing home in February 2020—submitted data to CDC. But, with
reporting prior to May 8 optional, it reported zero total confirmed resident and staff cases and
zero total deaths in the CDC data from May 8 through June 21. According to a CDC review, the
February 2020 outbreak at this nursing home led to 81 resident cases and 34 staff cases, as well
as 23 deaths.?’? These cases may have been reported to the state or local health department, but
they were not reported to CDC.

Other nursing homes that had been widely reported as having multiple COVID-19 deaths in April
and May, including a New York nursing home with reports of up to 60 resident deaths, similarly
did not include those deaths in the CDC data as of June 21. In contrast, other nursing homes did

21785 Fed. Reg. 27,550, 27,627 (May 8, 2020) (to be codified at 42 C.F.R. § 483.80(g)). CMS is responsible for ensuring that
nursing homes meet federal quality standards to participate in the Medicare and Medicaid programs.

218prior to this reporting requirement, state and local health departments may have required nursing homes to report
certain COVID-19 related information to them. CMS requires nursing homes to comply with these state and local public
health authority requirements for identification, reporting, and containing communicable diseases and outbreaks. See
Centers for Medicare & Medicaid Services, State Operations Manual, Appendix PP—Guidance to Surveyors for Long Term
Care Facilities (Nov. 22, 2017). However, according to CMS, a key difference between the state and local reporting and
this new national reporting requirement is that reporting to state and local health departments allows the state and
local departments to understand the status of their local environment, whereas this national requirement provides
standardized information to assist HHS with national surveillance on the status of COVID-19 in all nursing homes.

219Centers for Disease Control and Prevention, “COVID-19 in a Long-Term Care Facility—King County, Washington,
February 27-March 9, 2020,” Morbidity and Mortality Weekly Report, vol. 69, no. 12 (2020).
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report cases and deaths prior to May 8, but the data reported to CDC and posted to CMS’s website
do not clearly distinguish between nursing homes that opted to report confirmed cases and
deaths prior to this time and those that did not, which further complicates tracking of pandemic
trends.

CMS has stated that the information collected will be used to assist with the national surveillance
of COVID-19 in nursing homes and to inform public health policies and actions. According to
CDC'’s “Updated Guidelines for Evaluating Public Health Surveillance Systems,” the acceptability
and representativeness of a surveillance system relate to the quality of its data, including data
completeness.??? Without high quality, complete data, the system cannot accurately represent

the health-related event under surveillance. In addition, federal internal control standards require
agencies to use quality information, such as relevant data from reliable sources, to achieve agency
objectives.??’!

CMS noted that nursing homes are free to report COVID-19 data to CDC going back to January

1, 2020, if they choose and that CMS will post this information. CMS notes on its website that
residents and families can ask their nursing home whether this information is available or not

and that they can seek information to understand why it is not available.?22 CMS also notes in its
guidance that state and local health departments are able to submit the required data on behalf of
nursing homes. However, the nursing homes must still report in accordance with regulation.??3

By not requiring nursing homes to submit data from the first 4 months of 2020 and by not
distinguishing in the data which homes opted to report during this time, HHS is limiting the
usefulness of the data. For example, this limits HHS’s and others’ ability to determine how many
total nursing homes were affected by COVID-19, the extent of morbidity and mortality, and
whether the incidence of COVID-19 in nursing homes has changed since the early months of the
pandemic. As a result, HHS components—specifically CMS and CDC—are limited in their ability
to monitor trends in infection rates, identify which nursing homes have already experienced an
outbreak, and oversee whether nursing homes have appropriately and effectively taken steps
to prevent and mitigate the spread of COVID-19 to protect residents. Further, without data from
early in the pandemic, the public and policymakers also have an incomplete picture of the toll of
COVID-19 in nursing homes.

GAO Recommendation Related to Nursing Home Data

The Secretary of Health and Human Services, in consultation with the Centers for Medicare & Medicaid Services and
Centers for Disease Control and Prevention, should develop a strategy to capture more complete data on confirmed
COVID-19 cases and deaths in nursing homes retroactively back to January 1, 2020, and to clarify the extent to which
nursing homes have reported data before May 8, 2020. To the extent feasible, this strategy to capture more complete

220centers for Disease Control and Prevention, “Updated Guidelines for Evaluating Public Health Surveillance Systems,”
Morbidity and Mortality Weekly Report, vol. 50, no. RR-13 (2001).

221GAO-14-704G. See internal control principle 13.

222Centers for Medicare & Medicaid Services, Nursing Home COVID-19 Data Release External Frequently Asked Questions,
accessed July 23, 2020, https://www.cms.gov/files/document/covid-nursing-home-data-release-external-fags.pdf.

223Centers for Medicare & Medicaid Services, Interim Final Rule Updating Requirements for Notification of Confirmed and
Suspected COVID-19 Cases Among Residents and Staff in Nursing Homes, QSO-20-29-NH, (Baltimore, Md.: May 6, 2020).
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data should incorporate information nursing homes previously reported to the Centers for Disease Control and
Prevention or to state or local public health offices. (Recommendation 15)

Source: GAO. | GAO-20-701

Nationwide COVID-19 Data System

The COVID-19 pandemic highlights the need for federal, state, and local public health officials

to access real-time information about the virus to help them effectively allocate resources and
make timely, responsive decisions related to public health and safety. In our June 2020 report, we
highlighted our 2017 recommendation that HHS make progress toward implementing information
technology enhancements needed to establish a near real-time electronic nationwide public

224

health situational awareness capability. ~ Since 2006, HHS has been required to establish and
improve upon such a capability, in collaboration with state, local, and tribal public health officials,
to enhance early detection, rapid response to, and management of potentially catastrophic

225

infectious disease outbreaks.  Additionally, a public health expert we spoke to highlighted the
need for a uniform and centralized system of collecting and interpreting public health data to
effectively respond to the pandemic, particularly at the state and local levels.

In response to the need to quickly and securely collect and access HHS and other data for the

COVID-19 pandemic, HHS launched a new data platform—HHS Protect—in April 2020. According
to information from the former HHS Chief Information Officer and our review of the HHS Protect
website, HHS Protect is a secure data ecosystem aimed at collecting, sharing, and analyzing near

real-time COVID-19 data.226 It is designed to provide a holistic view of the U.S. health care system
to guide action for the COVID-19 response. Specifically, the former HHS Chief Information Officer
said that HHS is using the platform to help identify pandemic hotspots in the United States and
increase supplies to those areas most affected.

According to the former HHS Chief Information Officer, HHS Protect contains over 4 billion data
elements, and HHS has sought to expand the platform’s data collection and reporting. HHS Protect
integrates information from more than 200 datasets from federal, state, and local government

and commercial sources. These datasets include data collected by CDC, CMS, and the Health
Resources and Services Administration (HRSA); commercial laboratory data on COVID-19; and

224566 GAO-20-625 and GAO, Public Health Information Technology: HHS Has Made Little Progress toward Implementing
Enhanced Situational Awareness Network Capabilities, GAO-17-377 (Washington, D.C.: Sept. 6, 2017).

225566 Pandemic and All-Hazards Preparedness Act, Pub. L. No. 109-417, § 202, 120 Stat. 2831, 2847 (2006) (codified, as
amended, at 42 U.S.C. § 247d-4(c)). The network is to include, for example, data and information from state, local, and
tribal public health entities, including laboratories; federal health agencies; zoonotic disease monitoring systems; public
and private sector health care entities; immunization information systems; and public environmental health agencies.

226F6r more information about HHS Protect, see https:/protect-public.hhs.gov/pages/about, accessed July 21, 2020
and https://www.hhs.gov/about/news/2020/07/20/hhs-protect-frequently-asked-questions.html, accessed August 20,
2020. On August 28, 2020, the HHS Chief Information Officer, with whom we spoke, resigned from his position. See
HHS press release, “HHS Deputy Secretary Hargan Statement on Appointment of Acting ClO,” accessed on September 2,
2020, https://www.hhs.gov/about/news/2020/08/28/hhs-deputy-secretary-hargan-statement-on-appointment-of-acting-
cio.html.
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227
data on ventilators, hospitalizations, and nursing homes, among other data. According to

the former HHS Chief Information Officer, HHS Protect obtains information from all 50 states
and territories from about 2,100 direct data streams, and his office has worked with states and
territories to improve the reporting of their information to the platform. For example, officials
from the HHS Office of the Chief Information Officer (OCIO) worked with one state to identify
and correct a discrepancy in the state’s data on HHS Protect by reviewing logs of when the state’s
health department uploaded its data to the platform. In addition to these datasets, HHS Protect
has mapping technology to view data by ZIP code and supervised machine learning capability to
aid with modeling for the pandemic response.

During a demonstration of HHS Protect, we observed COVID-19 testing, case, and hospitalization
data by selected states and counties, which are customized based on a user’s access to certain
data sets. For example, HHS OCIO officials told us that users from a specific state are granted
access to nonpublic data from that state in HHS Protect. During the demonstration, we also
observed several visual analysis tools, including dashboards, graphs, and a link chart. Users

are also able to generate reports and queries and save them to their profile on the platform,
according to OCIO officials.

To obtain more hospital data for HHS Protect, HHS revised its guidance for hospitals to report
COVID-19 capacity and utilization data directly to HHS through TeleTracking, or states may submit
these data on behalf of hospitals to HHS as of July 15, 2020. According to the former HHS Chief
Information Officer, the number of hospitals reporting data has increased since this change.??® He
said that as of July 24, 2020, HHS Protect receives data from between 4,200 and 5,800 hospitals
daily. Additionally, the HHS OCIO created a new public dashboard, the HHS Protect Public Data
Hub, to provide daily hospital utilization data to replace CDC’s National Healthcare Safety Network

dashboard, which had previously published these data.229 According to the former HHS Chief
Information Officer, the HHS Protect Public Data Hub provides more information from a larger
number of hospitals than the National Healthcare Safety Network dashboard. According to data
published on July 30, 2020, about 92 percent of hospitals nationally reported at least one data

element within the past 7 days on the HHS Protect Public Data Hub.?3°

The transition of COVID-19 hospital data to HHS Protect prompted some public health and state
government organizations to raise questions about the reporting process and accessibility of the
data. For example, the American Public Health Association, in a letter signed by over 100 public

227According to the former HHS Chief Information Officer, HHS Protect does not store any personally identifiable
information or personal health information.

228According to the former HHS Chief Information Officer, HHS Protect is seeking to obtain data from all 6,200 hospitals
considered acute care facilities by the White House Coronavirus Task Force.

229The COVID-19 Hospital Reporting Dashboard on the HHS Protect Public Data Hub website provides hospital capacity
and utilization data submitted directly to Teletracking and HHS Protect, as well as historical data from the National
Healthcare Safety Network. The HHS Protect Public Data Hub displays the percentage of hospitals reporting one or more
elements into HHS Protect for the most recent collection date (during the last 7 days). See the Department of Health

and Human Services, “Percentage of Hospitals Reporting by State,” HHS Protect Public Data Hub, accessed July 31, 2020,
https://protect-public.hhs.gov/pages/covid19-module.

2307he percentage of hospitals reporting varied by state, from about 68 to 100 percent. However, the percentage of
hospitals that are reporting the proportion of intensive care unit beds available on a daily basis is unclear.
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health and medical organizations, recommended that the new hospital reporting requirements
be reversed to maintain the integrity of COVID-19 data, keep public health data accessible to the
public, and better ensure the availability of hospital data for state and local responses to the
pandemic.

Others have also expressed concern about the transition of data collection to HHS Protect. The
National Governors Association requested a 30-day delay in the implementation of these new
requirements so that hospitals would have time to learn the new system, and recommended

that HHS make the hospitalization data publicly available.?3" A health expert affiliated with Johns
Hopkins University School of Medicine that we spoke with also expressed concerns about the
effectiveness and transparency of HHS Protect and the availability of the data being reported
under the system to the public. However, according to information from the CDC Director and
former HHS Chief Information Officer, the transition of hospital data to HHS Protect is intended to
help streamline and enhance data collection and reduce data duplication.

As part of their concerns, the American Public Health Association and public health experts we
spoke with noted the key role and expertise that CDC has in collecting and analyzing public health
data to inform the nation’s response to the pandemic. Specifically, in its letter, the American
Public Health Association expressed concern that placing the collection of medical data, including
hospital data, outside of CDC would put the quality and integrity of the data at risk, and could
undermine the pandemic response. On July 31, 2020, the CDC Director testified at a congressional
hearing that he was not involved in the decision to report COVID-19 hospital data through HHS
Protect, and that he learned about the decision only after it had been made. HHS OCIO officials
told us that they work with CDC to help validate hospital data in HHS Protect, and that they
considered CDC an “equal partner” in the development of HHS Protect.

Since the launch of HHS Protect in April 2020, HHS has worked to expand access to the platform
to a variety of federal, state, local, and commercial entities, according to the former HHS Chief
Information Officer. Initially, HHS focused on granting access to partners who provided data to
HHS Protect. It did not bring on all users at the outset because of costs associated with scaling
up the help desk capabilities of the OCIO and uncertainty about the volume and quality of data
available on the platform.

The former HHS Chief Information Officer said that, as HHS Protect added new datasets over
time, HHS broadened its outreach to states, congressional staff, ASPR and FEMA regional and
state contacts, and professional associations, such as hospital associations, in an effort to expand

232
access to the platform.  To gain access to HHS Protect, individuals must be sponsored and
approved by a federal or state entity. Once access is authorized, users are able to view all publicly
available datasets in HHS Protect, but must request and be granted access to non-publicly

2315ee press release from National Governors Association, “Governors Call on the Administration to Delay Changes to
Hospital Reporting Requirements” (July 16, 2020), accessed on July 28, 2020, https://www.nga.org/news/press-releases/
governors-call-on-the-administration-to-delay-changes-to-hospital-reporting-requirements/.

232According to an HHS press statement on July 15, 2020, HHS Protect had 1,200 users. Subsequently, on August

11, 2020, OCIO officials estimated that there were a few thousand users in HHS Protect, including about 700 users
sponsored by states and about 200 sponsored by CDC. Separately, the HHS Chief Information Officer stated that new
users are added to the platform daily.
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available datasets by the data owner. During the HHS Protect demonstration, we observed a data
catalog that users may view to identify and request access to non-publicly available data.

As HHS further develops the HHS Protect platform, it will be important to consider prior challenges
the agency has faced in developing and implementing information technology systems and data-
sharing networks among federal, state, and local public health entities. For example, since 2003,

we have described challenges related to sharing data among public health entities, including the

233
lack of an overall strategy to guide the establishment of interoperability among related systems.

We also described state and local public health officials’ concerns regarding the cost and effort
associated with providing data to federal entities to be integrated and shared on a nationwide
basis, and whether those integrated data enhanced public health officials’ ability to prepare for
and respond to emergencies. In 2017, we identified weaknesses in HHS’s planning efforts to
establish an electronic nationwide public health situational awareness network.

Given the role that HHS Protect is playing in public health surveillance for the ongoing pandemic,
we plan to evaluate HHS’s implementation of the platform, including the quality and reliability of
the data and the extent to which the data are made available and are transparent. As HHS further
develops HHS Protect, we also plan to review CDC'’s role in its development and the collection of
data in the platform.

Lesson: Establish Transparency and Accountability Mechanisms

COVID-19 Testing Payments

HHS has an important oversight role to ensure that federal COVID-19 funds distributed by its
agencies do not result in duplicate payments for health care services. Two HHS agencies—HRSA
and CMS—pay for COVID-19 testing for uninsured individuals. Initial spending on testing for these
two programs is just beginning, and continued monitoring and oversight will be critical to ensure
that payments do not duplicate each other and that providers are paid appropriately based on the
individuals they serve.

HRSA administers a $2 billion program for COVID-19 testing for the uninsured. CMS has the
authority to approve state Medicaid programs’ requests to pay providers for COVID-19 testing of
uninsured individuals, with the federal government responsible for 100 percent of the payment
costs. The Congressional Budget Office estimates that the Medicaid payments for testing
uninsured individuals will total approximately $2 billion in 2020 and 2021.

As of July 30, 2020, HRSA had paid $137 million for COVID-19 testing of uninsured individuals. Of
this $137 million, about $29 million was paid to providers in the 16 states and one of the three

233For additional information, see GAO-17-377.
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U.S. territories where CMS has approved Medicaid payments for the same purpose. While state
reporting of Medicaid payments is incomplete—for example, one state reported $51 in payments
as of July 31, 2020—it is unclear if the controls in place can effectively ensure that payments by
HRSA and states’ Medicaid programs do not duplicate each other.

Providers’ understanding of the new—and optional—Medicaid benefit as a source of coverage

for the uninsured is an important control to ensure correct billing for their services and prevent
potential duplicate or erroneous payments. While CMS has issued guidance to states, and HRSA
has provided guidance and communication to providers, the new coverage may be less known and
understood by providers, in part because of inconsistent communication across the states.

Our review of the 16 states implementing this optional Medicaid benefit for testing of the
uninsured found some examples of inconsistent information and in one case inaccurate
communication to providers on states’ websites. For example:

» Two states offer clear and accurate instructions that providers should bill the state Medicaid
program first and that HRSA is the payer of last resort.

» One state provides opposite, and inaccurate guidance, directing providers to bill HRSA until
HRSA'’s funds are exhausted, at which point providers can bill Medicaid. The state’s website
also provides a link for providers to access the HRSA payment website.

» Some other state websites we reviewed had more limited information on Medicaid’s optional
coverage or HRSA’s provider payment program and how providers should bill the programs.

Providers submitting claims to HRSA are required to attest that they have confirmed that the
individuals they tested are uninsured and have no other source of health insurance coverage
through an individual or employer-sponsored plan, a federal health care program, or the Federal
Employees Health Benefits. HRSA’s program administrator implemented a prospective payment
control on June 1, 2020 to check for insurance coverage for individuals on COVID-19 testing claims
submitted to HRSA for payment. Further, HRSA officials reported that its program administrator is
developing additional payment controls. On September 9, 2020, HRSA reported that retrospective
payment controls began on August 31, 2020 that will recoup any improper payments identified,
and additional prospective payment controls to help identify and deny claims for those with
coverage under Medicaid’s new COVID-19 testing benefit will begin by the end of September 2020.

Given the amount of funds paid to date, the controls are relatively untested; thus we continue to

have concerns about the potential for duplicate payments and will review developments regarding
CMS’s and HRSA’s programs.
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Lesson: Need to Guard against Cyber Threats

COVID-19 has highlighted the need for the government’s continued attention to cyber threats that
pose a serious challenge to national security, economic well-being, and public health and safety.
Since March 2020, malicious cyber actors have exploited COVID-19 to target organizations that
make up the health care and public health critical infrastructure sector, including government
entities, such as HHS, and nongovernmental health care organizations.

For example, the former HHS Chief Information Officer stated that the department has been
the target of sophisticated daily cyberattacks for the last several months. Recent alerts issued by
DHS’s Cybersecurity and Infrastructure Security Agency and other government entities have also
described significant attacks on numerous other health care organizations, such as pharmacies,
academic institutions, and medical research organizations. The malicious actors were targeting
patient information, intellectual property, public health data, and intelligence.

Safeguarding federal information systems and those supporting our nation’s critical infrastructure,
such as health care, has been a longstanding GAO concern.?3* We first designated cybersecurity
as a government-wide high-risk area in 1997, and expanded the area to include safeguarding the
systems supporting our nation’s critical infrastructure in 2003.23> Our March 2019 high-risk update
continued to identify these areas as high-risk.23¢

Over the last 6 years, we have identified numerous cybersecurity weaknesses at multiple HHS

component agencies, including CMS, FDA, and CDC.B7 These agencies rely extensively on
information systems to collect, process, and maintain highly sensitive information used to deliver
services to citizens, including approving drugs for market, providing health insurance benefits,
monitoring pandemics and disease outbreaks, and conducting medical research. We identified
weaknesses in key safeguards to limit, prevent, and detect inappropriate access to computer
resources and maintain secure configurations of software and hardware. Our related reports
included 434 technical and information security program recommendations to address these
weaknesses at HHS component agencies.

234presidential Policy Directive 21 on critical infrastructure security and resilience identifies health care as one of

the 16 critical infrastructure sectors. The other sectors are chemical; commercial facilities; communications; critical
manufacturing; dams; defense industrial base; emergency services; energy; financial services; food and agriculture;
government facilities; information technology; nuclear reactors, materials, and waste; transportation systems; and water
and wastewater systems.

235GA0, High-Risk Series: An Overview, GAO#HR#97-1 (Washington, D.C.: February 1997), High-Risk Series: Information
Management and Technology, GAO#HR#97-9(Washington, D.C.: February 1997), and High-Risk Series: An Update,
GAO-03-119 (Washington, D.C.: Jan. 2003).

236GA0, High-Risk Series: Substantial Efforts Needed to Achieve Greater Progress on High-Risk Areas, GAO-19-157SP
(Washington, D.C.: Mar. 6, 2019).

2375ee GAO, Information Security: Significant Progress Made, but CDC Needs to Take Further Action to Resolve Control
Deficiencies and Improve Its Program, GAO-19-70 (Washington, D.C.: Dec. 20, 2018); Information Security: FDA Needs to
Rectify Control Weaknesses That Place Industry and Public Health Data at Risk, GAO-16-513 (Washington, D.C.: Aug. 30,
2016); Healthcare.gov: Actions Needed to Enhance Information Security and Privacy Controls, GAO-16-265 (Washington, D.C.:
Mar. 23, 2016); and Healthcare.gov: Actions Needed to Address Weaknesses in Information Security and Privacy Controls,
GAO-14-730 (Washington, D.C.: Sept. 17, 2014).

Page 102 GAO-20-701


http://www.gao.gov/products/HR-97-1
http://www.gao.gov/products/HR-97-9
https://www.gao.gov/products/GAO-03-119
http://www.gao.gov/products/GAO-19-157SP%20
https://www.gao.gov/products/GAO-19-70
https://www.gao.gov/products/GAO-16-513
https://www.gao.gov/products/GAO-16-265
https://www.gao.gov/products/GAO-14-730

As of July 2020, CMS, FDA, and CDC had made significant progress in resolving many of the
238
security deficiencies by implementing 350 (about 81 percent) of the 434 recommendations.

However, we are currently evaluating the effectiveness of information security controls at NIH
and have identified numerous similar technical and information security program deficiencies.
These weaknesses continue to place sensitive health care information at an increased risk of
compromise from cyber-based attacks.

As the lead federal agency for coordinating security and resilience activities in the health care
sector, HHS has taken steps to strengthen cybersecurity, but additional action is needed. In
February 2018, we reported that although HHS had taken steps to encourage use of the National
Institute of Standards and Technology cybersecurity framework within the health care sector,
HHS had not developed a method to determine the level and type of framework adoption within

239
the sector.  Additionally, in February 2020, we reported that HHS had not collected or reported

240
improvements resulting from the cybersecurity framework’s use.  We made recommendations

to address these issues—specifically, in February 2018 we recommended that HHS measure the
level and type of framework adoption, and in February 2020 we recommended that HHS collect

and report on sector-wide improvements. While HHS agreed with the recommendations, as of July
241
2020, it had not implemented them.

We will continue to review HHS’s efforts to address its cybersecurity responsibilities, including as
they relate to its COVID-19 response efforts.

GAO Recommendation Related to Department of Health and Human Services Cyber Threats

Based on the imminent cybersecurity threats, the Secretary of Health and Human Services should expedite
implementation of our prior recommendations regarding cybersecurity weaknesses at its component agencies.
(Recommendation 16)

Source: GAO. | GAO-20-701

238For two of the recommendations to FDA, the agency issued a waiver for one and accepted the risk for the other; as a
result, the recommendations were not implemented.

239GA0, Critical Infrastructure Protection: Additional Actions Are Essential for Assessing Cybersecurity Framework Adoption,
GAO-18-211 (Washington, D.C.: Feb. 15, 2018). The National Institute of Standards and Technology developed the
Framework for Improving Critical Infrastructure Cybersecurity (cybersecurity framework) to provide a set of industry
standards and best practices to help the owners and operators of critical infrastructure with managing cybersecurity
risks. The National Institute of Standards and Technology released the first iteration of the draft on February 12, 2014,
and released an update to the framework on April 16, 2018. National Institute of Standards and Technology, Framework
for Improving Critical Infrastructure Cybersecurity, version 1.1 (Gaithersburg, Md.: Apr. 16, 2018).

240GAQ, Critical Infrastructure Protection: Additional Actions Needed to Identify Framework Adoption and Resulting
Improvements, GAO-20-299 (Washington, D.C.: Feb. 25, 2020).

241We identified the recommendation for HHS to develop a method to determine the level and type of cybersecurity
framework adoption in the health care sector as a priority recommendation. Priority recommendations are those that
GAO believes warrant priority attention from heads of key departments or agencies to significantly improve government
operations.
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Continued Congressional Attention Needed in Several Areas

In our June 2020 report, we recommended that Congress take action in three areas to improve
the federal government’s response and recovery; to date, these recommendations have not been

implemented.?*? We again call attention to these important issues.

Aviation preparedness. In our June 2020 report, we urged Congress to take legislative action to
require the Secretary of Transportation to work with relevant agencies and stakeholders, such as
HHS, DHS, members of the aviation and public health sectors, and international organizations,
to develop a national aviation-preparedness plan to limit the spread of communicable disease
threats and minimize travel and trade impacts. We originally made this recommendation to

the Department of Transportation (DOT) in December 2015.243 As of August 2020, no aviation-
preparedness plan had been developed.

Although DOT supports the inclusion of aviation in a comprehensive pandemic preparedness plan,
it maintains that other federal agencies should lead such planning efforts. DOT has reiterated that
because HHS and DHS are responsible for communicable disease response and preparedness
planning, respectively, these departments should lead any efforts to address planning for

communicable disease outbreaks, including for transportation.?44

However, in May 2020, DHS stated that it had reviewed its existing national, sector, and modal
plans for pandemic preparedness and response activities and determined that it is not best
situated to develop a national aviation preparedness plan. It noted that DOT, along with HHS
and DHS, would be the appropriate lead. In June 2020, HHS stated that it is not in a position to
develop a national aviation preparedness plan because it does not have primary jurisdiction
over the entire aviation sector or the relevant transportation expertise. Also, the National
Response Framework—a guide to how the nation responds to all types of disasters and
emergencies—identifies DOT as the lead federal agency for coordinating the management of
transportation systems and infrastructure during domestic threats or in response to actual or
potential incidents.?#>

Several recent developments indicate progress to respond to this recommendation. For example,
in May 2020, the House of Representatives passed H.R. 6800, referred to as the HEROES Act, which

242GA0-20-625.

243GAO, Air Travel and Communicable Disease: Comprehensive Federal Plan Needed for U.S. Aviation System’s Preparedness,
GAO-16-127 (Washington, D.C.: Dec. 16, 2015).

244D 0T has pointed to Presidential Policy Directive/PPD-8 as part of its rationale for why other federal agencies should
lead an aviation preparedness plan to respond to communicable disease threats. This directive, published in March
2011, calls for the establishment of a risk-informed National Preparedness Goal to define the capabilities needed

to prepare for the nation’s greatest risks and a National Preparedness System, consisting of an integrated set of
guidance, programs, and processes that will enable the nation to meet the goal. The directive states that the Secretary
of Homeland Security is responsible for coordinating the domestic all-hazards preparedness efforts of all executive
departments and agencies, but that it is not intended to alter or impede the ability of executive departments or agencies
to perform their responsibilities under law and other presidential guidance.

245The National Response Framework includes Emergency Support Functions that describe federal coordinating
structures that group resources and capabilities into functional areas most frequently needed in a national response.
DOT is the coordinator and primary agency for Emergency Support Function #1-Transportation.

Page 104 GAO-20-701


https://www.gao.gov/products/GAO-20-625
https://www.gao.gov/products/GAO-16-127

would require DOT, in coordination with HHS, DHS, and other appropriate federal departments
and agencies, to develop a national aviation preparedness plan. The legislation directs that the
plan incorporate all elements referenced in the recommendation from our December 2015 report.
The plan would also be required to provide for an adaptable and scalable framework to help align
individual airport and airline plans, as well as to improve coordination among appropriate federal,
state, and local governments.

In addition, in August 2020, the Senate Committee on Commerce, Science, and Transportation
favorably reported S. 3681, Ensuring Health Safety in the Skies Act of 2020. This bill would require
HHS, DHS, and DOT to form a joint task force on air travel during and after the COVID-19 public
health emergency, and it includes a provision for the task force to develop operating procedures to
manage future anticipated public health crises affecting air travel. The task force would be focused
on COVID-19 and the immediate aftermath of the pandemic, not future communicable disease
threats.

In early July 2020, DOT, HHS, and DHS issued guidance to airports and airlines for implementing
measures to mitigate the public health risks associated with COVID-19.24¢ Among other things,
the document establishes the principles for implementing public health measures in the aviation
sector and identifies risk mitigation measures that should be applied for the entire passenger
journey in the air transportation system, such as social distancing and contact tracing. While this
guidance is a positive step, DOT has not taken action to develop an aviation preparedness plan
for future communicable disease threats that incorporates all of the elements referenced in our
2015 report, such as protocols for responding to the threat and coordination among stakeholders.
Without such a plan, the United States will not be as prepared to minimize and quickly respond to
future communicable disease events.

Full access to death data. In our June 2020 report, we urged Congress to amend the Social
Security Act to explicitly allow SSA to share its full death data with Treasury for data matching to
prevent payments to ineligible individuals.

In June 2020, the Senate passed S.4104, referred to as the Stopping Improper Payments to
Deceased People Act. If enacted, the bill would allow SSA to share these data with Treasury’s
Bureau of the Fiscal Service to help prevent paying improper payments to deceased individuals.

Fiscal assistance through Medicaid. In our June 2020 report, we urged Congress to Assistance
Percentage (FMAP) formula for any future changes to the FMAP—the statutory formula according
to which the federal government matches states’ spending for Medicaid services—during the
current or any future economic downturn. Our past work has found that during economic
downturns—when Medicaid enrollment can rise and state economies weaken—the FMAP
formula, which is based on each state’s per capita income, does not reflect current state economic
conditions. In addition, past efforts to provide states with temporary increases in the FMAP were
not as timely or responsive as they could have been. No congressional action has been taken to
date.

246Departments of Transportation, Homeland Security, and Health and Human Services, Runway to Recovery: The United
States Framework for Airlines and Airports to Mitigate the Public Health Risks of Coronavirus (Washington, D.C.: July 2020).
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Conclusions

In their ongoing response to the COVID-19 pandemic, federal agencies have continued to

take action on multiple fronts to address unprecedented challenges that have contributed

to catastrophic loss of life and profound economic disruption. These actions have helped

direct much-needed federal assistance to support many aspects of public life, including

local public health systems and private-sector businesses. Attention to the lessons we have
identified—including the need for adequate and reliable data to drive decision-making,
transparency and accountability mechanisms, and protection against cyber threats, among other
things—can help to make these efforts as effective as possible.

Even amidst ongoing federal efforts, the nation faces continued public health risks and economic
difficulties for the foreseeable future. The public health system, already strained from months of
responding to COVID-19 cases, will face the additional task of managing the upcoming flu season.
At the same time, many of the federal, state, and local agencies responsible for responding to
the ongoing public health emergency will also be called on to prepare for and respond to the
current hurricane season. This will occur as Americans spend more time indoors as the weather
turns colder in most parts of the country—creating the potential for an increase in the spread

of COVID-19. These are foreseeable, near-term risks, and preparing for them must be an urgent
priority for the federal government.

Our recommendations identify a number of opportunities to help the federal government prepare
for the months ahead while improving the ongoing federal response. Specifically, they aim to help
federal agencies to prepare for, respond to, and recover from the challenges that lie ahead and

to manage federal funds efficiently and responsibly. Timely and concerted federal leadership will
be a critical component of an effective, agile response, and government leaders must be ready

to move quickly to address both known challenges and unexpected events. We will continue to
provide ongoing oversight of the federal response to COVID-19 and to identify opportunities for
improvement.

Page 107 GAO-20-701



Agency Comments and Our Evaluation

We shared a draft of this report with multiple agencies for review and comment.?4’ Agency
comments specific to the enclosures in appendix | are included in each enclosure. In addition,
agencies provided the following comments:

Department of Defense. In its comments, reproduced in appendix V, DOD partially agreed with
our recommendation to establish a time frame for documenting and sharing a national plan for
distributing and administering a COVID-19 vaccine, and did not agree with our recommendation
to revise the criteria in its 2019 National Interest Action (NIA) code memorandum of agreement
between itself, DHS, and GSA. Specifically:

» DOD partially concurred with our recommendation to establish a time frame for documenting
and sharing a national plan for distributing and administering COVID-19 vaccine. In
commenting on the draft report, DOD clarified that it is supporting HHS in developing plans
for nationwide distribution and administration of vaccine to counter COVID-19. We revised the
recommendation to reflect DOD’s supporting role in developing these plans.

* DOD stated that it disagreed with the recommendation to revise the criteria in its 2019 NIA
code memorandum of agreement. DOD indicated that revising the agreement to address the
second and third part of the recommendation would limit the government's flexibilities.

We maintain that adding some clarity and specificity to the criteria is important, as it would
better ensure consistent application of the criteria over time, as well as enhance visibility
for agencies, Congress, and the public regarding decisions to extend or close the NIA code.
For example, establishing time frames for evaluating the need to extend a NIA code will help
ensure interested parties have sufficient notice as to whether a code will be extended, thus
allowing sufficient time to for these entities to provide input regarding the need to extend the
code.

Furthermore, we believe additional specificity could be added to the criteria without being
unduly restrictive. For example, providing clarification in the memorandum of agreement

as to what is considered “routine” could better ensure consistent application of criteria over
time, increase transparency regarding when a code is close to closing, and yet still allow for
professional judgment to be applied. Such clarification could perhaps be based on historical
analysis of different types of similar events (e.g., hurricanes, public health emergencies, or
contingency operations).

* Regarding the first part of the recommendation on obtaining input from other federal
agencies, DOD noted that the memorandum of agreement already includes a description of
the communication methods used with other federal agencies. However, as we note in our
report, the agreement does not identify any processes or steps DHS and DOD could or should
take to coordinate with the various agencies involved in emergency acquisitions to determine

247\Ne shared a draft of this report with the Departments of Defense, Education, Labor, Housing and Urban
Development, Health and Human Services, Veterans Affairs, Homeland Security, State, Agriculture, Transportation,
and the Treasury. We also shared a draft with the Federal Reserve, Small Business Administration, Consumer Financial
Protection Bureau, Federal Housing Finance Agency, U.S. Agency for International Development, Office of the United
States Trade Representative, Office of Management and Budget, and Internal Revenue Service.
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that they will consider requests from agencies for extensions based on the criteria in the
agreement and their discretion. Given the stated intent of the NIA code in the agreement

for federal agencies to identify contracts awarded in response to high visibility disasters,
emergencies, and contingency operations with significant multi-agency federal procurement
impact, proactively obtaining input from other agencies involved in the response is necessary
to ensure the successful tracking of government-wide procurements for these high-visibility
events.

* Finally, DOD stated that it and DHS are committed to annually reviewing the memorandum
of agreement for necessary updates, including communication with other federal agencies
over NIA codes. We encourage DOD, DHS, and GSA—the third signatory to the agreement
responsible for managing the code in the Federal Procurement Data System-Next
Generation—to use this annual review to implement this recommendation so as to better
ensure consistent application of the criteria and increased transparency regarding the process
for extending and closing NIA codes.

* In the draft product we provided DOD and DHS for comment, we included an additional
recommendation for DHS and DOD to extend the NIA code beyond September 30, 2020. In
its comments, DHS and DOD concurred with this recommendation and extended the NIA
code until March 31, 2021, while the report was with the agencies for comment. Because
DOD and DHS’s actions addressed our draft recommendation, we have withdrawn that
recommendation from our final report.

DOD also provided technical comments that we incorporated as appropriate.

Department of Education. In its comments, reproduced in appendix VI, Education stated that

it continues to be proud of the department’s accomplishments in meeting the timeline set forth
under the CARES Act and in awarding funds efficiently to states. Education noted that the agency
worked in consultation and collaboration with CDC on school reopening resources, has updated
Education’s COVID-19 web page, and is always working to improve it. Education provided technical
comments, which we incorporated as appropriate.

Department of Health and Human Services. In its comments, reproduced in appendix VI, HHS
highlighted actions it has taken with respect to the medical supply chain, vaccine manufacturing,
collection of data on race and ethnicity, and its guidance for schools. HHS stated that it agreed
with five of our 10 recommendations. HHS’s comments on the remaining five recommendations
are summarized below:

» HHS did not agree with the three recommendations in the draft report related to the medical
supply chain. First, HHS did not concur with the recommendation related to developing roles
and responsibilities for the supply management functions that are transitioning to HHS.

In response to our second recommendation, HHS commented that it is in the process of
producing documented responsibilities. However, HHS did not address any of the issues in
our report regarding the transition of responsibilities. As such, we stand behind the evidence
presented and this recommendation.

Page 109 GAO-20-701



For our other two recommendations regarding the medical supply chain, HHS commented
that our report prioritizes “anonymous anecdotes” to develop our recommendations and
objected that we did not disclose to HHS the names and titles of the officials with whom we
spoke. Our findings are based on evidence from numerous sources and are an evaluation

of the sum of the evidence to identify themes and challenges that reoccurred frequently.
These include August 2020 federal reports on medical supply availability, interviews with
federal officials, and interviews with senior state officials in multiple departments who were
in appropriate positions to discuss state actions, supply availability, and the federal response.
Consistent with generally accepted government auditing standards, we sought out officials
with direct knowledge of the issues we studied and further confirmed that knowledge during
the course of the interview. Specifically, we interviewed senior officials from departments of
health and emergency preparedness from eight select states. Consistent with GAO practices,
we selected the states we interviewed using robust methodological standards. We described
the selection criteria and disclosed the eight selected states in the report’s objectives, scope,
and methodology section, as well as the two states that provided additional evidence during a
call with a national association (a total of 10 states for the findings about state, territorial, and
tribal supply issues).

As noted in the report, generally we reported those issues that arose in a majority of state
interviews. These same concerns also arose in a number of the interviews we conducted

with national associations and with FEMA regional offices. These were not isolated, singular
opinions expressed by state officials removed from the response. HHS also stated that
without knowing the title or name of the individuals who described challenges with the
federal distribution of medical supplies, it cannot take corrective actions. We disagree. Our
recommendations are not that HHS should individually follow up with each of the officials

we interviewed to adjudicate individual issues that have already occurred. The intent of

the recommendations is that HHS and FEMA, as leads for this pandemic response, seek

to better understand the problems we identified and devise solutions to help ensure the
federal government can mitigate remaining medical supply gaps, and assist states, tribes, and
territories in serving their citizens effectively.

In addition, in response to a draft of the second recommendation, which directed the
department to further develop and communicate a comprehensive supply management

plan in coordination with FEMA, HHS emphasized the work that had been done to manage
the medical supply chain and increase supply availability. We agree that HHS, FEMA, and
their federal partners have taken numerous actions to respond to the unprecedented need
for medical supplies and our report describes many of these efforts. However, we found

that certain supply constraints continue without plans outlining the specific actions the
federal government will take to address them. We also report on differing perspectives

about the extent of the medical supply gaps that remain. Further, HHS stated that our

draft recommendation suggested that the federal government should federalize all supply
procurement and distribution. This is not the intent of the recommendation. Rather, we
believe that HHS, in coordination with FEMA, should further develop and communicate to
stakeholders any plans outlining specific actions the federal government will take to address
remaining medical supply gaps. This is an important step to help ensure federal response
efforts align with demand. Further, it would provide needed clarity to federal partners and
nonfederal entities on priority needs and ongoing efforts to address those needs. We maintain
our recommendation is warranted and have modified it to clarify our intent.
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For our recommendations that HHS and FEMA work with relevant federal, state, territorial,
and tribal stakeholders to devise interim solutions to the supply challenges they face for

the remainder of the response—uvisibility, tracking, and budgeting—HHS also described
efforts that it already undertakes, with the implication that these are sufficient to address any
challenges described in the narrative supporting this recommendation. We commend HHS
for these actions, and at the same time, note that nonfederal officials continued to report

the kind of challenges we described irrespective of these efforts. We note that perhaps these
venues are one good starting point to conduct the kind of outreach and listening sessions
necessary to begin to help states, tribes, and territories address the challenges they are still
facing, particularly as conditions may worsen as we move into fall and winter months.

» While HHS officials neither agreed nor disagreed with our recommendation to establish a
time frame for documenting and sharing a national plan for distributing and administering
COVID-19 vaccine, in its comments, HHS noted that several factors complicate the publication
of a firm vaccine distribution timeline and affect the administration and distribution of a
vaccine. Such factors include the number of doses that may need to be administered and
vaccine storage requirements; these factors depend on which vaccine candidate or candidates
are identified and on clinical trial results. HHS further commented that it will soon send a
report to Congress outlining a distribution plan that takes into consideration these issues
as well as the frameworks HHS is developing with input from CDC’s Advisory Committee on
Immunization Practices and the National Academies of Sciences, Engineering, and Medicine.
We agree these are critical steps, along with the planning documents CDC sent to state and
local jurisdictions, and we are encouraged that HHS intends to outline a distribution plan
soon. Yet we continue to believe the Secretary of Health and Human Services, with support
from the Secretary of Defense, should establish a specific time frame for documenting and
sharing its national plan. This will allow all relevant stakeholders to be best positioned to also
begin planning for administering a vaccine, and will help ensure a well-coordinated response
involving any licensed or authorized vaccine.

* HHS partially agreed with our recommendation that HHS, in consultation with CMS and CDC,
develop a strategy to capture more complete data on confirmed COVID-19 cases and deaths in
nursing homes back to January 1, 2020, and to clarify the extent to which nursing homes have
reported data before May 8, 2020. Specifically, HHS agreed that collecting more complete data
would be useful for determining the total number of nursing homes affected, the extent of
morbidity and mortality, and changes in incidence over time. Further, HHS noted that having
complete data would be useful in the review of policies and practices put in place during the
pandemic.

However, HHS said, because retroactively collecting the data “may be overly burdensome

on health care providers,” it does not believe devoting substantial agency or health care
provider resources during the pandemic “would be prudent.” We maintain the importance of
developing a strategy to collect data from this critical time period of early COVID-19 spread
in nursing homes and maintain that the agency could begin by incorporating data previously
reported to CDC or to state or local public health offices, which would ease the burden on
nursing homes.

HHS also provided technical comments that we incorporated as appropriate.
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Department of Homeland Security: In its comments, reproduced in appendix VIII, DHS did not
concur with the recommendations in the draft report related to the medical supply chain. DHS
echoed many of the same concerns as HHS including the claim that we prioritize anonymous
anecdotes in developing our recommendations. As we stated in our response to HHS, our findings
are based on evidence from numerous sources and are an evaluation of the sum of the evidence
to identify only themes and challenges that reoccurred frequently. These include August 2020
federal reports on medical supply availability, interviews with federal officials, and interviews with
senior state officials in multiple departments who were in appropriate positions to discuss state
actions, supply availability, and the federal response.

Importantly, we had multiple discussions about these recommendations with FEMA officials and
provided several opportunities for them to provide feedback and discuss concerns. For example,
while the draft was being reviewed by DHS, we met with FEMA headquarters officials to discuss,
and ultimately revise, the language of the first two recommendations to better characterize
FEMA'’s supporting role. At the time of those discussions, FEMA indicated it concurred with

these first two recommendations given the modifications. Additionally, we discussed the third
recommendation in detail with FEMA headquarters officials with direct knowledge of the agency’s
response functions. Those officials described that requests for and distribution of medical
supplies were handled through multiple systems across agencies. These officials also said they
were aware of good practices being used by states that would be valuable to share with their
nonfederal partners and indicated they agreed with the recommendation.

Regarding our first supply chain recommendation related to developing roles and responsibilities
for the supply management functions that are transitioning to HHS, DHS commented that DHS,
FEMA, and HHS have articulated roles and responsibilities and that FEMA continues to collaborate
on plans regarding supply chain management and stabilization through working groups and

lines of effort. However, given the amount of responsibility, increase in needed expertise, and
continued support that HHS will need moving forward, we believe that written plans documenting
roles and responsibilities are critical for this transition. As such, we continue to believe this
recommendation is important.

DHS also did not concur with the second supply chain recommendation in our draft report that

it coordinate with HHS to develop and communicate a comprehensive supply management plan.
DHS noted that FEMA has been successful in identifying supply gaps and taking swift action to
ensure those needs are met, and we commend the department for these actions taken. Similar

to HHS, DHS questioned the intent of our recommendation. As we stated in our response to HHS,
the intent of the recommendation is not to federalize all supply procurement and distribution

but to further develop and communicate to stakeholders any plans outlining specific actions to
address remaining medical supply gaps. We maintain our recommendation is warranted and have
modified it to clarify our intent.

For our recommendations that HHS and FEMA work with relevant federal, state, territorial, and
tribal stakeholders to devise interim solutions to the supply challenges they face for the remainder
of the response—uvisibility, tracking, and budgeting—DHS described FEMA’s close coordination
with nonfederal partners and efforts to provide guidance to assist with navigating the pandemic
response. DHS commented that FEMA’s role in providing assistance through the Stafford Act
authorities is “nothing new” for FEMA’s nonfederal partners who recurrently interact with FEMA on
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disaster response and said it issued supplemental guidance to help those less familiar with this
process.

However, DHS also stated that the unprecedented challenges caused by the pandemic led HHS
and FEMA and their partners to execute an unprecedentedly comprehensive effort to obtain
medical supplies necessary to respond to the pandemic. We commend DHS for its outreach and
guidance that it provides to nonfederal partners, yet also recognize that a response as vast and
complex as this pandemic response may also reveal challenges as well as successes. We stand
by our recommendations that HHS and FEMA continue to engage their nonfederal partners to
identify best practices within the states and disseminate guidance that addresses continued
challenges.

Further, in its comments, DHS did not agree with the recommendation to revise the criteria

in its 2019 NIA code memorandum of agreement, noting that it cannot establish timelines for
evaluating the need to extend a NIA code or establish criteria for opening or closing a code
without agreement from the other signatory agencies—DOD and GSA. DHS stated its Office of the
Chief Procurement Officer will, however, discuss revisions with DOD and GSA that would clarify
the process, criteria, and timelines for establishing, extending, or closing the NIA code, including
communication with other agencies. We maintain that adding some clarity and specificity to the
criteria is important, as it would better ensure consistent application of the criteria over time, as
well as enhance visibility for agencies, the Congress, and the public regarding decisions to extend
or close the NIA code. We encourage DHS, DOD, and GSA to use this annual review to implement
this recommendation so as to better ensure consistent application of the criteria and increased
transparency regarding the process for extending and closing NIA codes.

DHS also stated in its response that NIA codes are not meant to track “long term” actions.
However, historically, NIA codes can and have been used to track contract actions long term. For
example, contingency operations in Irag and Syria and to counter terrorism through Operation
Freedom’s Sentinel have had open NIA codes since 2014 and 2015; Hurricane Sandy had an open
NIA code from 2012 to 2017; and the Gulf Qil Spill had an open NIA code from 2010 through 2013.

DHS also stated in its response that the appropriate mechanism for tracking expenditure funds
used to respond to and recover from national emergencies and disasters is USASpending.gov.
However, the tracking of appropriated funds is different from tracking contract actions and
their associated obligations using the NIA code. Specifically, while efforts have been made

to track and report COVID-19 relief funds on USAspending.gov (including funding related to
contracts as well as, for example, grants and loans) based on a disaster emergency fund code,
this code is used to track obligations associated with COVID-19 appropriations, such as CARES
Act funding, whereas the NIA code tracks contracts for COVID-19 regardless of the source of
funds. According to USASpending.gov, not all contract awards coded with the NIA code are tied to
COVID-19 supplemental appropriations—meaning they may not be included in what is reported
on USASpending.gov.

According to OMB, as the implementation of the disaster emergency fund code proceeds, OMB
will continue to monitor the two sets of data to assess overlap. Furthermore, efforts to track
COVID-19 spending through the code on USASpending.gov are relatively new, with agencies having
just certified their obligations from April, May, and June 2020 as of August 14, 2020. As a result,
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these efforts do not currently provide a complete picture of contracts awarded in response to
COVID-19 and coded with the NIA code that are not funded through COVID-19 appropriations.
As we note in our report, as of September 4, 2020, USASpending.gov identified $11.3 billion in
contract obligations, less than half of the amount we identified as associated with COVID-19
contract actions based on the NIA code as of July 31, 2020. As a result, the NIA code remains an
important and necessary tool for tracking procurement data, including associated obligations, in
the Federal Procurement Data System-Next Generation.

In the draft report we provided DHS and DOD for comment, we included an additional
recommendation for DHS and DOD to extend the NIA code beyond September 30, 2020. In its
comments, DHS and DOD concurred with this recommendation and extended the NIA code until
March 31, 2021, while the report was with the agencies for comment. Because DHS and DOD’s
actions addressed our draft recommendation, we have withdrawn that recommendation from our
final report.

DHS also provided technical comments, which we incorporated as appropriate.

Department of Housing and Urban Development. In its comments, reproduced in appendix

IX, HUD noted its efforts to inform renters, landlords, and other stakeholders of the CARES Act
protections available to them, for example through a consumer call center and website developed
jointly with the Consumer Financial Protection Bureau and the Federal Housing Finance Agency.

Department of the Treasury. In its comments, reproduced in appendix X, Treasury described
the role it has played implementing the CARES Act, including EIP, Federal Reserve lending facilities,
assistance to the aviation industry, the CRF, and PPP.

Treasury neither agreed nor disagreed with our recommendations. The letter states that Treasury
supports the goal of our recommendations and describes actions it intends to take in coordination
with IRS in concert with our recommendations to target outreach to individuals who may be
eligible for an EIP.

Specifically, Treasury stated that it is working with IRS to examine tax information returns from
2018 and 2019 to identify potentially eligible recipients who have not yet received an EIP. The
letter states that Treasury and IRS plan to send a notice to around 9 million individuals identified
through this process on how to claim an EIP. Treasury and IRS also plan to continue to coordinate
with EIP outreach partners including Volunteer Income Tax Assistance, Tax Counseling for the
Elderly, Low Income Taxpayer Clinics, and other community organizations.

We acknowledge Treasury and IRS’'s commitment to reaching as many EIP eligible recipients as
possible and their efforts to use available data to do so. However, we continue to emphasize the
need for Treasury and IRS to update and refine the estimate of eligible recipients who have yet to
receive an EIP. We believe that an updated estimate will help Treasury, IRS, and Congress better
understand the magnitude of the eligible population that has not received an EIP. This information
can also inform and support outreach efforts.

Gaps in information return data also could impede Treasury and IRS’s ability to identify
some eligible recipients. For example, we reported in May 2020 that IRS may be missing
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many individuals working in the platform economy due to reporting threshold rules.?*8 We
recommended that IRS work with Treasury to amend the rules, but IRS stated that it could not
agree to do that due to higher priority guidance projects.

The lack of an estimate of eligible recipients who have not received an EIP limits Treasury and
IRS’s, as well as their outreach partners’, ability to appropriately scale and target outreach and
communication efforts to reach potentially eligible individuals.

Treasury also provided technical comments, which we incorporated as appropriate.

Department of Veterans Affairs. In its comments, reproduced in appendix XI, VA stated that it
has continued to provide care for veterans with COVID-19. Among the topics covered, VA noted its
efforts to increase staffing.

Internal Revenue Service. In its comments, reproduced in appendix XlI, IRS highlighted the role
it played to issue more than 160 million EIPs. IRS deferred to Treasury to respond to our two
recommendations. Although IRS neither agreed nor disagreed with the recommendations, the
response states that IRS will continue to work to identify recipients who are eligible for EIPs and
encourage them to use the Non-Filers tool before the October 15 filing deadline. Further, IRS
will continue to prioritize and dedicate resources to ensuring eligible recipients receive their full
payments. IRS also provided technical comments, which we incorporated as appropriate.

Office of the United States Trade Representative (USTR). USTR provided comments,
reproduced in appendix Xlll, cautioning about overestimating the amount of trade for COVID-19-
related products due to data limitations. We clarified that we present the values of imports in
categories containing such products as an indicator of import trends. USTR also supplied technical
comments, which we incorporated as appropriate.

Small Business Administration. SBA provided technical comments that we incorporated as
appropriate. Some of these comments were more than technical in nature, as summarized below:

» SBA stated it is not accurate to suggest that SBA is not responding to our June 2020
recommendation that SBA develop and implement plans to identify and respond to risks in
PPP to ensure program integrity, achieve program effectiveness, and address potential fraud,
including in loans of $2 million or less. In particular, SBA noted that it has briefed us on its
efforts in multiple interviews and has committed to continuing to update us as the plans are
finalized.

In the report, we acknowledge that SBA has begun developing its oversight plans. For
example, we noted that according to SBA officials, SBA is currently working with Treasury
and contractors to finalize plans for loan reviews and loan forgiveness reviews. However,
we cannot consider the recommendation implemented until SBA provides documentation
outlining the review procedures and showing that reviews have been completed.

248GA0, Taxpayer Compliance: More Income Reporting Needed for Taxpayers Working Through Online Platforms, GAO-20-366,
(Washington, D.C: May 28, 2020).
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» SBA also said that our statement that there are questions about the completeness and
accuracy of the PPP data on jobs retained was inconsistent with our statement in the scope
and methodology that we determined that the PPP data we used were sufficiently reliable.
We assessed the reliability of each data variable we used individually. In the scope and
methodology, we stated that we found the data sufficiently reliable to describe the geographic
distribution of PPP funds, changes in PPP loan size over time, PPP loans by business size
and type, and the extent of canceled loans. We did not report data on jobs retained because
borrowers were not asked to include this information on their loan applications, none of the
guidance on SBA’s website includes instructions to help lenders calculate jobs retained, and
these data were either not reported or indicated zero jobs retained for 18 percent of loans.

U.S. Agency for International Development. In its comments, reproduced in appendix XIV,
USAID highlighted its efforts to respond to COVID-19 abroad, including additional total obligations
of supplemental funding, as of August 24, 2020. USAID also provided technical comments, which
we incorporated as appropriate.

Technical comments. In addition to those listed above, the following agencies also provided
technical comments, which we incorporated as appropriate: Departments of Agriculture, Labor,
and State; Federal Housing Finance Agency (including Fannie Mae and Freddie Mac); and the Office
of Management and Budget.

We are sending copies of this report to the appropriate congressional committees, the Director
of the Office of Management and Budget, White House Coronavirus Task Force, and other
relevant agencies. In addition, the report is available at no charge on the GAO website at https://
WWW.Z30.80V.

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 Kate Siggerud, Chief Operating Officer,
at (202) 512-5600, A. Nicole Clowers, Managing Director, Health Care, at (202) 512-7114 or
clowersa@gao.gov or Orice Williams Brown, Managing Director, Congressional Relations, at (202)
512-4400 or williamso@gao.gov. Contact points for our Offices of Congressional Relations and
Public Affairs may be found on the last page of this report.

Mo f Do

Gene L. Dodaro

Comptroller General of the United States
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United States Senate

The Honorable Ron Johnson

Chairman

The Honorable Gary C. Peters
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Committee on Homeland Security and Governmental Affairs
United States Senate

The Honorable Nita M. Lowey
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The Honorable Kay Granger
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Chairman

The Honorable Mike D. Rogers
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Ranking Member
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Appendix I: Report Enclosures
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Relief for Health Care Providers

The Department of Health and Human Services continues to disburse the $175 billion
appropriated for the Provider Relief Fund to financially support health care providers and finance
care for COVID-19 patients and underserved populations. As of July 31, 2020, $129.7 billion had
been allocated and about $92.4 billion had been disbursed to providers.

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

Key Considerations and Future GAO Work

As the Department of Health and Human Services (HHS) works to get funds to eligible providers,

it will continue to be important that robust internal controls are in place to help ensure funds are
appropriately disbursed and used, notwithstanding the imperative of a quick federal response to
the COVID-19 crisis. For example, it is important that funds not be provided to ineligible providers,
such as hospitals that have closed. We plan to conduct additional work to examine HHS’s efforts to
provide assistance to providers.

Background

The scale of the nationwide COVID-19 pandemic requires a “whole-of-government” approach to
respond, including engaging multiple federal agencies to support the public health and medical
response. HHS is designated as the lead agency for responding to a public health emergency,
including a pandemic.?4