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THE FEDERAL RESPONSE TO COVID-19

WEDNESDAY, FEBRUARY 8, 2023

HOUSE OF REPRESENTATIVES,
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
JOINT WITH THE
SUBCOMMITTEE ON HEALTH,
COMMITTEE ON ENERGY AND COMMERCE,
Washington, DC.

The subcommittees met, pursuant to call, at 10:01 a.m., in the
John D. Dingell Room 2123, Rayburn House Office Building, Hon.
Morgan Griffith (chairman of the Subcommittee on Oversight and
Investigations) presiding.

Members present: Representatives Griffith, Guthrie (Sub-
committee on Health chairman), Burgess, Latta, Bilirakis, Johnson,
Bucshon, Hudson, Carter, Duncan, Palmer, Dunn, Lesko, Pence,
Crenshaw, Joyce, Harshbarger, Miller-Meeks, Cammack,
Obernolte, Rodgers (ex officio), Eshoo (Subcommittee on Health
ranking member), Castor (Subcommittee on Oversight and Inves-
tigations ranking member), DeGette, Schakowsky, Sarbanes,
Tonko, Cardenas, Ruiz, Peters, Dingell, Kuster, Kelly, Barragan,
Blunt Rochester, Craig, Schrier, Trahan, and Pallone (ex officio).

Staff present: Sean Brebbia, Chief Counsel, Oversight and Inves-
tigations; Jolie Brochin, Clerk, Health; Lauren Eriksen, Clerk,
Oversight and Investigations; Grace Graham, Chief Counsel,
Health; Nate Hodson, Staff Director; Peter Kielty, General Counsel,
Emily King, Member Services Director; Chris Krepich, Press Sec-
retary; Molly Lolli, Counsel, Health; Michael Taggart, Policy Direc-
tor; Lydia Abma, Minority Policy Analyst; Hannah Anton, Minority
Staff Assistant; Jacquelyn Bolen, Minority Health Counsel; Austin
Flack, Minority Junior Professional Staff Member; Waverly Gor-
don, Minority Deputy Staff Director and General Counsel; Tiffany
Guarascio, Minority Staff Director; Stephen Holland, Minority Sen-
ior Health Counsel; Liz Johns, Minority GAO Detailee; Mackenzie
Kuhl, Minority Digital Manager; Una Lee, Minority Chief Health
Counsel; Will McAuliffe, Minority Chief Counsel, Oversight and In-
vestigations; Elysa Montfort, Minority Press Secretary; Juan
Negrete, Minority Professional Staff Member; Harry Samuels, Mi-
nority Oversight Counsel; Andrew Souvall, Minority Director of
Communications, Outreach, and Member Services; Caroline Wood,
Minority Research Analyst; and C.J. Young, Minority Deputy Com-
munications Director.

Mr. GrIFFITH. This joint hearing of the Subcommittee on Over-
sight and Investigations and the Subcommittee on Health will now
come to order.
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I now recognize myself for 5 minutes for an opening statement.

OPENING STATEMENT OF HON. H. MORGAN GRIFFITH, A REP-
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH
OF VIRGINIA

Good morning, and welcome to this joint Oversight and Inves-
tigations and Health Subcommittee hearing examining the Federal
response to COVID-19.

Before we start I would like to extend my condolences to Assist-
ant Secretary O’Connell of the Administration for Strategic Pre-
paredness and Response, who was planning to testify here today,
but, unfortunately, her sister passed away.

To date, more than 1 million Americans have died from COVID-
19. And on top of the loss of life, the pandemic brought our country
to a standstill. It cost our economy around $15 trillion. That
equates to more than 200,000 small businesses permanently closed
due to the pandemic.

Schools were closed for far too long, setting children behind in
learning and damaging their social, emotional, and, in many cases,
their physical well-being. The Nation is still recovering from the
pandemic’s impact and the damage it caused. Given these losses,
it is appalling that the last time we had the heads of the public
health agencies before us was March of 2021, almost 2 years ago.

We held a hearing last week with the Governmental Account-
ability Office and other experts in the field of pandemic and biologi-
cal outbreaks where we discussed how being able to quickly iden-
tify the root cause of a disease outbreak or biological incident is
crucial for a list of reasons, ranging from countermeasure develop-
ment to identifying what activities may have been responsible for
the pathogen outbreak.

While the worst of the COVID-19 pandemic is likely behind us,
there are a host of areas that we need to examine, including ac-
tions taken and not taken by the Federal Government, as well as
how we address future pandemic preparedness. By all accounts, the
risk of catastrophic biological incidents and infectious disease
pandemics is increasing. So it is critical that we understand in de-
tail the Federal response.

Since the heads of these agencies have not appeared before us in
quite some time, we have a lot of questions about the Federal Gov-
ernment’s response to COVID-19. Further, many of the questions
we have are due to a lack of response to congressional inquiries re-
garding COVID-19.

One of the major concerns that has gone unanswered by the Na-
tional Institute of Health is the lack of compliance and oversight
into grant awards to EcoHealth Alliance. There are a myriad of
compliance issues surrounding EcoHealth and their sub-award
grants to the Wuhan Institute of Virology, specifically for
coronavirus research. The NIH has been reluctant to answer our
inquiries on issues such as EcoHealth withholding data, potentially
double billing the Federal Government, and missing laboratory
notebooks and electronic files that were supposed to be delivered
to the NIH by EcoHealth.

This process does not have to be confrontational. Republican
leaders have sent a similar letter to entities such as Boston Univer-
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sity about an experiment involving a hybrid COVID virus that at-
tracted press attention. Boston University fully cooperated, sending
a written response letter directly addressing the questions, pro-
ducing about 2,000 pages of documents, and providing a briefing to
bipartisan staff. In contrast, the NIH has not provided a satisfac-
tory or complete response. This is not acceptable.

Let me be clear: It is not acceptable to stonewall any Member of
Congress with oversight authority, whether that Member be a
Democrat or be a Republican, whether that Member be in the mi-
nority or in the majority. The people of America entrust us to find
the answers and to provide oversight of the Federal Government.

Another one of the many issues that we hope to address today
is the Centers for Disease Control and Prevention and their ration-
ale for masking and the closure of reopening schools. We now have
the findings of a comprehensive review of multiple randomized con-
trolled trials that show “no clear reduction in respiratory viral in-
fection with the use of medical surgical masks” or, in fact, with the
use of N95 masks. The conclusion of these studies makes me won-
der what evidence there was to justify forcing masking on our chil-
dren.

The members of these subcommittees also have questions about
pathogen research being funded and conducted by Federal agen-
cies. In the United States we have recently seen high-risk research
done to intentionally modify pathogens such as NIH experiments to
enhance monkeypox virulence.

As a final note, I hope that our witnesses are more forthcoming
and cooperative as we move forward. At the end of the day, we
need to work together. The committee’s majority is willing to work
with you and our Democrat colleagues constructively to deliver so-
lutions and pave a path forward for America. We want to work in
common purpose for the national good, but we must be partners.
You and your agencies must be transparent, responsive, and coop-
erative in order for us to be able to work together.

I thank the witnesses for being here today and for being a part
of this important discussion.

[The prepared statement of Mr. Griffith follows:]
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Morgan Griffith
Chair of Subcommittee on Oversight and Investigations
Joint Oversight & Investigations and Health Subcommittee Hearing
February 8, 2023
Opening Statement
As Prepared for Delivery

Good morning and welcome to this joint Oversight and
Investigations and Health Subcommittee Hearing examining the federal
response to COVID-19. Before we start, I want to extend my condolences
to Assistant Secretary O’Connell of ASPR, who was planning to testify

today, and to her family on the passing of her sister.

To date, more than 1 million Americans have died from COVID-
19.1 On top of the loss of life, the pandemic brought our country to a
standstill. It cost our economy around $15 trillion dollars.?> That equates
to more than 200,000 small businesses permanently closed due to the

pandemic.’

1 https://covid.cdc.gov/covid-data-tracker/#datatracker-home

2 Richard Bruns & Nikki Teran, Weighing the Cost of the Pandemic, Institute for Progress (Apr. 21, 2022),
https:/progress.institute/weighing-the-cost-of-the-pandemic/.

3 https://www.wsj.com/articles/covid-19s-toll-on-u-s-business-200-000-extra-closures-in-pandemics-first-year-
11618580619
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Schools were closed for far too long, setting children behind in
learning and damaging their social, emotional, and, in many cases,

physical well-being.

The nation is still recovering from the pandemic’s impact and the
damage it caused. Given these loses, it is appalling that the last time we
had the heads of the public health agencies before us was March of

2021—almost two years ago.

We held a hearing last week with the Governmental Accountability
Office and other experts in the field of pandemic and biological outbreaks
where we discussed how being able to quickly identify the root cause of
a disease outbreak or biological incident is crucial for a list of reasons
ranging from countermeasure development to identifying what activities

may have been responsible for incident.

While the worst of the COVID-19 pandemic is likely behind us,

there are a host of areas that we need to examine, including the past
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actions taken—and not taken—by the federal government, as well as how

we address future pandemic preparedness.

By all accounts, the risk of catastrophic biological incidents and
infectious disease pandemics is increasing, so it is critical that we

understand in detail the federal response.

Since the heads of these agencies have not appeared before us in
quite some time, we have a lot of questions about the federal

government’s response to COVID-19.

Further, many of these questions we have are due to the lack of
response to Congressional inquiries regarding COVID-19. We received
responses by some federal agencies but many of our questions and letters
went completely unanswered as we waited for information that would

help us to better prepare our country for future pandemics.

One of the major concerns that has gone unanswered by the National
Institute of Health is the lack of compliance and oversight into grant

awards to EcoHealth Alliance.
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There are a myriad of compliance issues surrounding EcoHealth and
their subaward grants to the Wuhan Institute of Virology, specifically for

coronavirus research.

The NIH has been reluctant to answer our inquiries on issues such
as EcoHealth withholding data, potentially double billing the federal
government, and missing laboratory notebooks and electronic files that

were supposed to be delivered to NIH by EcoHealth.

It does not have to be this confrontational, Republican leaders have
sent a similar letter to entities such as Boston University about an
experiment involving a hybrid COVID virus that attracted press attention.
Boston University fully cooperated, sending a written response letter
directly addressing the questions, producing about 2,000 pages of

documents, and providing a briefing to bipartisan staff.

In contrast, NIH has not provided a satisfactory or complete

response. This is not acceptable. Let me make this clear, it is not

4



8
acceptable to stonewall any Member of Congress with oversight
authority. Whether Democrat or Republican, whether Minority or
Majority. Unless you respond with a rational, valid national security

concern.

Another one of the many issues that we hope to address today is the
CDC and their rationale for masking and the closure and reopening of

schools.

We now have the findings of a comprehensive review of multiple
randomized controlled trials that show “no clear reduction in respiratory
viral infection with the use of medical/surgical masks™ or with the use of

NO5s.

The conclusion of these studies makes me wonder what evidence
there ever was justifying forced masking of children or mask mandates

for interstate travel.

Looking forward, the members of my subcommittee also have
questions about pathogen researched being funded and conducted by

federal agencies. In the United States, we have recently seen high-risk

5
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research done to intentionally modify pathogens, such as NIH’s

experiments to enhance monkeypox’s virulence.

As a final note, I hope that our witnesses are more forthcoming and

cooperative going forward.

At the end of day, we need to work together. The Committee’s
majority is willing work with you and our Democrat colleagues

constructively to deliver solutions and pave a path forward for America.

We want to work in common purpose for the national good, but we
must be partners, you and your agencies must be transparent, responsive,

and cooperative for us to be able to work together.

I thank the witnesses for being here today and being part of this

important discussion.
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Mr. GrRIFFITH. All right. The Chair recognizes the Oversight and
Investigation Subcommittee ranking member, Ms. Castor, for 5
minutes for her opening statement.

OPENING STATEMENT OF HON. KATHY CASTOR, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF FLORIDA

Ms. CAsTOR. Well, thank you, Mr. Chairman, and thank you all
for being here today. Thank you to our witnesses. Thank you for
all that you do to help keep Americans healthy, safe, and well.

I am sorry that Assistant Secretary for Preparedness and Re-
sponse Dawn O’Connell cannot be with us today to share her ex-
pertise, and want to express my sympathies for the southern—sud-
den death in her family, and her loss. I appreciate, though, that
she did submit testimony and has agreed to respond to written
questions.

While all Americans are relieved that we are emerging from the
worst pandemic in our lifetimes—over 1 million American lives
lost—examining the response to COVID-19 will help us prepare for
the next public health emergency.

But if we take ourselves back to those early days of the pan-
demic, I remember very well the public was scared. They were un-
certain. But public health experts and government and across the
country mobilized to better understand the virus, to develop vac-
cines and treatments, and try to provide us with the answers in the
face of great uncertainty. They worked to follow the science and im-
prove guidance as we learned new information about the virus and
how to contain it. And they were trying their hardest to save lives
in the face of a new threat.

The tone from the top, however, was very different in the ear-
liest, most critical days of the COVID-19 pandemic. Then-Presi-
dent Trump downplayed the threat, saying it was one person com-
ing in from China, and we have it under control, and it is going
to go away. He improvised from the White House briefing room
about potential treatments completely unsupported by science and
sometimes dangerous: hydroxychloroquine, bleach, ultraviolet light.
He repeatedly undercut the hard work of public health officials who
were up against one of the greatest threats to our country in mod-
ern times.

Despite this, the Republican majority now somehow claims that
the Biden administration is to blame for reduced confidence in pub-
lic health institutions. Over the past 2 years, Republicans have re-
peatedly chosen to cast blame on the Biden administration and ca-
reer public servants to deflect from their leader’s early failures to
contain the pandemic. And some have actively spread misinforma-
tion and tried to hide vital public health data.

At last week’s hearing, I stated that I was hopeful that we could
avoid in this committee the kind of partisan attacks on public serv-
ants that we have seen taking root in other committees across the
House and, instead, focus constructively on how to strengthen our
public health infrastructure for the future.

Unfortunately, just one day after last week’s hearing, this com-
mittee sent a letter to NIH requesting a huge number of documents
and transcribed interviews of career staffers, while implying that
the agency is hiding information about the origins of COVID-19.
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Democrats, however, remain focused on how to restore and main-
tain trust in the world’s top health institutions represented here
today, give them the tools and the resources they need to keep
Americans safe and ensure that the public has the best information
based on solid science to make decisions.

Combating the virus is an enormous challenge. It continues to
mutate, and our response and strategies must evolve with it. But
what will remain constant is my firm support for strong public
health institutions which have saved countless lives.

I am immensely grateful for the witnesses’ leadership. I look for-
ward to hearing how you plan on incorporating the lessons learned
from COVID-19 to further strengthen your agencies and these im-
portant missions for the future.

[The prepared statement of Ms. Castor follows:]
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Committee on Energy and Commerce

Opening Statement as Prepared for Delivery
of
Subcommittee on Oversight and Investigations Ranking Member Kathy Castor

Hearing on “The Federal Response to COVID-19”
February 8,2023

Thank you, Mr., Chairman, and thank you all for being here today. Thank you to our
witnesses, thank you for all that you do to help keep Americans healthy, safe and well. I am
sorry that Assistant Secretary for Preparedness and Response, Dawn O’Connell, cannot be with
us today to share her expertise. I want to express my sympathies for the sudden death in her
family and her loss. I appreciate, though, that she did submit testimony and has agreed to
respond to written questions.

All Americans are relieved that we are emerging from the worst pandemic in our
lifetimes. Over one million American lives lost. Examining the response to Covid-19 will help us
prepare for the next health emergency. If we take ourselves back to those early days in the
pandemic, I remember very well the public was scared, they were uncertain. But public health
experts in government across the country mobilized to better understand the virus, to develop
vaccines and treatments, and try to provide us the answers in the face of great uncertainty. They
worked to follow the science and improve guidance as we learned new information about the
virus and how to contain it. And they were trying their hardest to save lives in the face of a new
threat.

The tone from the top, however, was very different. In the earliest, most critical days of
the COVID-19 pandemic, then-President Trump downplayed the threat, saying that it was “one
person coming in from China, and we have it under control” and “it’s going to go away.” He
improvised from the White House briefing room about potential treatments completely
unsupported by science, and sometimes dangerous—hydroxychloroquine, bleach, and ultraviolet
light. He repeatedly undercut the hard work of public health officials who were up against one
of the greatest threats to our country in modern times. Despite this, the Republican Majority now
somehow claims that the Biden administration is to blame for reduced confidence in public
health institutions.

Over the past two years, Republicans have repeatedly chosen to cast blame on the Biden
administration and career public servants to deflect from their leader’s early failures to contain
the pandemic, and some have actively spread misinformation, and tried to hide vital public health
data.

At last week’s hearing, I stated that I was hopeful we could avoid in this Committee the
kind of partisan attacks on public servants that we have seen taking root in other committees
across the House, and instead focus constructively on how to strengthen our public health
infrastructure for the future. Unfortunately, just one day after last week’s hearing, this
Committee sent a letter to NIH requesting a huge number of documents and transcribed
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February 8, 2023
Page 2

interviews of career staff while implying that the agency is hiding information about the origins
of COVID-19.

Democrats, however, remain focused on how to restore and maintain trust in the world’s
top health institutions represented here today, give them the tools and resources they need
to keep Americans safe, and ensure that the public has the best information based on solid
science to make decisions.

Combatting this virus it an enormous challenge. It continues to mutate and our response
and strategies must evolve with it. But what will remain constant is my firm support for
strong public health institutions, which have saved countless lives.

I am immensely grateful for the witnesses’ leadership. I look forward to hearing how
you plan on incorporating lessons learned from COVID-19 to further strengthen your agencies
for in these important missions in the future.
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Ms. CASTOR. I yield back my time.

Mr. GRIFFITH. I thank the gentlelady, and I now recognize the
chairman of the Health Subcommittee and the cochairman of to-
day’s joint committee, Mr. Guthrie, for 5 minutes for his opening
statement.

OPENING STATEMENT OF HON. BRETT GUTHRIE, A REP-
RESENTATIVE IN CONGRESS FROM THE COMMONWEALTH
OF KENTUCKY

Mr. GUTHRIE. Thank you. I welcome all of you guys here today.
Good to have you here before us. And my condolences, as well, to
Assistant Secretary O’Connell and her family.

A little over a week ago, President Biden said his administration
would end the COVID-19 public health emergency on May the
11th. And I am glad the President formally announced he would
end the PHE and relinquish the emergency powers.

However, after over 2 years into the Biden presidency, Congress
and the American people have little to no visibility into nor input
on the administration’s pandemic response. And we are going to
change that today.

Today is the first of many opportunities for both members of this
subcommittee and, by extension, our constituents to ask important
questions about decisions made by our Nation’s leading health—
public health officials in response to the COVID-19 pandemic. My
hope is that this work leads to reforms that make us better pre-
pared for pandemics and other public health security threats in the
future.

To start, public trust in our public health institutions is at a low.
And this is driven by Federal Government’s misguided and incon-
sistent preparation for and response to the COVID-19 pandemic.
This is heightened by confusing, sometimes conflicting communica-
tion and guidance coming from our public health agencies.

In the earliest days of the pandemic, the CDC stumbled rolling
out testing kits, the Food and Drug Administration took too long
to authorize diagnostics, and the Strategic National Stockpile was
ill-equipped with deficient and expired equipment. Thankfully, Op-
eration Warp Speed was able to cut through some of this red tape
in bureaucracy to facilitate the rapid development of vaccines and
therapies that helped prevent serious illness and death from
COVID-19 and put us on the road towards normalcy.

The pandemic has also exposed how our public health agencies
failed at their core functions to be good stewards of taxpayer dol-
lars. The National Institutes of Health flouted HHS-wide rules on
conducting proper oversight of potential pandemic pathogen re-
search. After living through COVID-19, the origins of which still
largely remain unknown, it is absolutely clear that we must re-
quire strict Federal oversight of these risky research projects.

And of COVID-19 origin, NIH’s refusal to acknowledge any sug-
gestion that the COVID-19 virus may have traveled from nature
to a lab to humans has—only continues to fuel the controversy and
questions around it. To discover the truth and instill confidence
back in our Federal research programs, why not engage in a ro-
bust, honest, and transparent dialogue and investigation?
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Instead, Federal officials worked with social media companies to
censure those who offered a differing viewpoint, further fueling
public distrust in our public health institutions.

Unfortunately, the Biden administration’s one-size-fits-all ap-
proach to the pandemic has only made our response even more
challenging between inconsistent CDC COVID-19 guidance poli-
cies, testing challenges, the FDA rationing of key therapeutics, to
name a few.

Among these mistakes carry significant real-world consequences.
Kids and parents were left without—with limited options for in-
person instruction because the Nation’s largest teacher’s union of-
fered line-by-line edits on reopening guidance. This robbed our kids
of the benefits of in-person instruction and has had devastating ef-
fects on kids struggling with anxiety and depression at unprece-
dented levels.

As members of this committee, we also cannot permit mission
creep into our public health agencies. We must ensure our Federal
partners are focused on their core mission of preventing, preparing
for, and responding to public health emergencies.

Luckily, we have a chance to address many of these systemic
issues that hindered our Federal response to the COVID-19 pan-
demic. I look forward to working with my colleagues on this sub-
committee, and I look forward to working with our witnesses here
today to consider appropriate reforms as we work to reauthorize
the Pandemics and All Hazard Preparedness Act, or PAHPA, that
will be led by our colleague, Mr. Hudson. Doing so could make a
difference between life and death of millions of Americans.

[The prepared statement of Mr. Guthrie follows:]
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Health Subcommittee Chair Guthrie Opening
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As Prepared for Delivery

“A little over a week ago, President Biden said his administration would end the COVID-
19 Public Health Emergency on May 11.

“I’'m glad the President formally announced he would end the PHE and relinquish his
emergency powers.

“However, after over two years into the Biden presidency, Congress and the American people
have had little-to-no visibility into, nor input on, the administration’s pandemic response.

“That changes today.”

IMPORTANT QUESTIONS FOR PUBLIC HEALTH OFFICIALS

“Today is the first of many opportunities for both members of these subcommittees, and by
extension our constituents, to ask important questions about decisions made by our nation’s
leading public health officials in response to the COVID-19 pandemic.

“My hope is that this work leads to reforms that make us better prepared for pandemics and
other public health security threats in the future.

“To start, public trust in our public health institutions is at an all-time low.
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“This has been driven by the federal government’s misguided and inconsistent
preparation for and response to the COVID-19 pandemic.

“This was heightened by the confusing, sometimes conflicting, communication and
guidance coming from our public health agencies.

“In the earliest days of the pandemic, the CDC stumbled rolling out testing kits, the Food and
Drug Administration took too long to authorize diagnostics, and the Strategic National
Stockpile was ill-equipped with deficient and expired equipment.

“Thankfully, Operation Warp Speed was able to cut through some of this red tape and
bureaucracy to facilitate the rapid development of vaccines and therapies that help prevent
serious illness and death from COVID-19 and put us on the road towards normalcy.

“The pandemic also exposed how our public health agencies failed at their core functions to
be good stewards of taxpayer dollars.

“The National Institutes of Health (NIH) flouted HHS-wide rules on conducting proper
oversight of potential pandemic pathogen research.”

WE MUST HAVE STRICT FEDERAL OVERSIGHT OF RISKY RESEARCH

“After living through COVID-19 - the origins of which still largely remain unknown — it
is absolutely clear that we must require strict federal oversight of these risky research
projects.

“Speaking of COVID-19 origins — NIH’s refusal to acknowledge any suggestion that the
COVID-19 virus may have originated in a lab only continues to fuel the controversy and
questions around it.
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“To discover the truth and instill confidence back in our federal research programs — why not
engage in a robust, honest, and transparent dialogue and investigation? Instead, federal
officials worked with social media companies to censor those who offered a differing
viewpoint, further fueling public distrust in our public health institutions.

“Unfortunately, the Biden administration’s one-size-fits-all approach to the pandemic has only
made our response even more challenging between inconsistent CDC COVID-19 guidance
policies, testing challenges, and the FDA rationing of key therapeutics to name a few.”

ACCOUNTABILITY FROM PUBLIC HEALTH AGENCIES

“And these mistakes carry significant real-world consequences.

“Kids and parents were left with limited options for in-person instruction because the
nation’s largest teachers union offered line by line edits on reopening guidance.

“This robbed our kids of the benefits of in-person instruction and has had devastating
effects on kids struggling with anxiety and depression at unprecedented levels.

“As members of this Committee, we also cannot permit mission creep at our public
health agencies — we must ensure our federal partners are focused on their core
mission of preventing, preparing for, and responding to public health security threats.

“Luckily, we have a chance to address many of the systemic issues that hindered our federal
response to the COVID-19 pandemic.

“I look forward to working with my colleagues on this Subcommittee, as well as with the
witnesses before us here today, to consider appropriate reforms as we work to reauthorize the
Pandemics and All-Hazards Preparedness Act, or PAHPA, that will be led by our colleague,
Mr. Hudson.
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“Doing so could make a difference between life and death for millions of Americans.”
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Mr. GUTHRIE. I thank you and I yield back.

Mr. GRIFFITH. I thank the gentleman for yielding back. I now
recognize the ranking member of the Health Subcommittee, Ms.
Eshoo, for her 5-minute opening statement.

OPENING STATEMENT OF HON. ANNA G. ESHOO, A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF CALI-
FORNIA

Ms. EsHoo0. Thank you, Mr. Chairman, and good morning to the
witnesses. Thank you for being here today.

On March 11th, 2020, the World Health Organization declared
the coronavirus a pandemic. Now, 3 years later, we have the ben-
efit of hindsight, and we know we were unprepared. We lost 1 mil-
lion precious souls in our country: grandparents, mothers, fathers,
siblings, and some of our colleagues.

Now we have to do everything possible to prepare our Nation for
new and emerging threats to public health. We have to learn from
the mistakes made, including the faulty coronavirus testing kits
that the CDC insisted on developing on their own, which allowed
infections to spread undetected; the bare cupboards of the Strategic
National Stockpile, leading to our Nation’s heroic healthcare work-
ers wearing trash bags as protection; a long legacy of racial health
disparities and a weak social safety net that allowed the virus to
disproportionately infect and kill Black, Hispanic, and indigenous
people; a chronically underfunded public health system whose poor
data undercut the government’s response to COVID; and confusing
and opaque public health communications, which bad actors took
advantage of to spread misinformation and discourage lifesaving
vaccinations.

It is also clear where the Federal Government succeeded in its
response. Because of the work NIH was already doing when the
pandemic began, researchers were able to develop a safe, highly ef-
fective vaccine for the new virus very quickly. COVID vaccines
have resulted in 120 million fewer infections, 18%2 million fewer
hospitalizations, and 3.2 million lives saved. Nimble decision-mak-
ing by the Federal Government and Congress allowed more Ameri-
cans to get health coverage, Medicare to cover telehealth and at-
home care, and the FDA to use emergency authorizations and flexi-
ble clinical trial designs to provide treatments and vaccines quick-
ly.

Three years later, our Nation is finally recovering from the pan-
demic. Now we have to incorporate the lessons we have learned to
strengthen our public health infrastructure before a new threat is
upon us. Our Nation’s health and security depend on this.

I look forward to the testimony from the three heads of the agen-
cies that are here today, and—that their testimony be highly in-
structive to us on how we can improve our Federal response going
forward.

[The prepared statement of Ms. Eshoo follows:]
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Thank you, Mr. Chairman and good morning, to the witnesses, thank you for being here
today.

On March 11, 2020, the World Health Organization declared the coronavirus a pandemic.

Now, three years later, we have the benefit of hindsight and we know we were
unprepared. We lost one million precious souls in our country... grandparents, mothers, fathers,
siblings, and even some of our colleagues. Now we have to do everything possible to prepare our
nation for new and emerging threats to public health.

We have to learn from the mistakes made, including:

The faulty coronavirus testing kits that the CDC insisted on developing on their own
which allowed infections to spread undetected.

The bare cupboards of the Strategic National Stockpile leading to our nation’s heroic
health care workers wearing trash bags as protection.

A long legacy of racial health disparities and a weak social safety net that allowed the
virus to disproportionately infect and kill Black, Hispanic, and Indigenous people.

A chronically underfunded public health system whose poor data undercut the
government’s response to Covid; and

Confusing and opaque public health communications which bad actors took advantage of
to spread misinformation and discourage life-saving vaccinations.

It’s also clear where the federal government succeeded in its response:

Because of the work NIH was already doing when the pandemic began, researchers were
able to develop a safe, highly effective vaccine for the new virus very quickly. Covid vaccines
have resulted in 120 million fewer infections, 18.5 million fewer hospitalizations, and 3.2 million
lives saved.
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Nimble decision-making by the federal government and Congress allowed more
Americans to get health coverage, Medicare to cover telehealth and at-home care, and the FDA
to use emergency authorizations and flexible clinical trial designs to provide treatments and
vaccines quickly.

Three years later, our nation is finally recovering from the pandemic. Now we have to
incorporate the lessons we’ve learned to strengthen our public health infrastructure before a new
threat is upon us. Our nation’s health and security depend on this.

I look forward to the testimony from the three heads of the agencies that are here today,
and that their testimony be highly instructive to us on how we can improve our federal response

going forward.

And with that Mr. Chairman I yield back the balance of my time.
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Ms. EsHOO. And with that, Mr. Chairman, I yield back the bal-
ance of my time.

Mr. GRIFFITH. I thank you and now recognize the chair of the full
committee, Mrs. McMorris Rodgers, for her 5-minute opening state-
ment.

OPENING STATEMENT OF HON. CATHY McMORRIS RODGERS,
A REPRESENTATIVE IN CONGRESS FROM THE STATE OF
WASHINGTON

Mrs. RODGERS. Thank you, Chair Griffith. The questions that we
are asking here today are the questions that we hear from people
in our communities every day. As the people’s elected representa-
tives, we have a responsibility to conduct oversight.

President Biden’s public health leaders are here today because
they have broken the American people’s trust.

I will start with you, Dr. Tabak. I was once a huge supporter of
NIH. The overall lack of responsiveness, the suppression of dis-
senting voices and the COVID origins investigation, the frequent
mixed messaging on health precautions—the NIH is falling short
of its goal of integrity and accountability. For the past 2 years we
have pressed for answers about what kind of research you are
funding with taxpayer dollars and what sort of oversight you are
doing to ensure funds are not misspent. Your cooperation has been
abysmal.

Next, Director Walensky and the Centers for Disease Control and
Prevention. Your guidance was used by the Federal Government to
justify mandates that have more parents questioning routine vac-
cination. Your guidance, influenced by teachers unions, kept
schools closed. Your guidance, using unreliable studies, was used
to justify mask mandates on our kids. We know these weren’t deci-
sions based upon best science and data from around the world.
Now our children are paying the price. Academically, they have
been set back for years. Emotionally, they are living—we are living
through the most severe youth mental health crisis we have seen.
And physically, cases of type 2 diabetes and obesity in children has
surged.

Dr. Walensky, the CDC does not need more authority. It needs
robust oversight. It has always operated without a congressional
authorization, and it is going to change.

Dr. Califf, the FDA has failed to alleviate the concerns about the
vaccine. I will note that, before imposing authoritarian vaccine
mandates as President, candidate Biden made statements about
the vaccine that did lasting damage. But top vaccine review offi-
cials Marion Gruber and Phil Krause left FDA as the Biden admin-
istration was working to authorize boosters, doses which many peo-
ple have not—may not have needed.

And beyond the vaccine, FDA inspections of foreign sites are
woefully lacking. Innovators can’t get the guidance they need to ap-
prove standards, and patients are the ones left without the innova-
tion or supply of products they need.

Finally, regarding Assistant Secretary Dawn O’Connell’s absence.
I understand why she is not here today, and I extend my deepest
sympathies, condolences to her and her family. However, the Ad-
ministration for Strategic Preparedness and Response is the top of-
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ficial in public health emergencies. ASPR’s job is to be prepared.
So it is unacceptable that another leader from the administration
wasn’t prepared to be here today in the Assistant Secretary’s place.
There are no excuses, especially given the enormous amounts of re-
sources and responsibilities we have allocated to ASPR over the
years.

My message today to all the administration public health officials
is that this is going to be a long road. Trust is broken a lot faster
than it is built. And many will say that the American people de-
serve an apology, but they deserve much more. I think about every
person who lost a loved one to COVID-19, the people who died
alone because of COVID-19 policies, the frontline workers who sac-
rificed but were still forced out of their jobs because of vaccine
mandates, and the children isolated and set back from school clo-
sures. Surely, we can all agree that for them we cannot repeat the
mistakes of the pandemic response. They deserve full account-
ability and transparency, nothing less.

That is the bare minimum of what we expect today so that we
can begin to heal, restore trust, and better prepare for the future.

[The prepared statement of Mrs. Rodgers follows:]
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INTRO
Thank you, Chair Griffith.

The questions we're asking today are the questions we hear from people in
our communities everyday... As the people’s elected representatives, we
have a responsibility to conduct oversight...

President Biden’s public health leaders are here today because they have
broken the American people’s trust.

NIH
I'll start with you, Dr. Tabak.
I was once a huge supporter of NIH.

The overall lack of responsiveness, the suppression of dissenting voices in
the Covid origins investigation, and the frequent mixed messaging on
health precautions — the NIH is falling far short of its goals of integrity and
accountability.

For the past 2 years, we've pressed for answers about what kind of
research you're funding with taxpayer dollars and what sort of oversight
you're doing to ensure funds are not being misspent.

You cooperation has been abysmal.
cDC

Next, Director Walensky and the Centers of Disease Control and
Prevention.

Your guidance was used by the federal government to justify mandates that
have more parents questioning routine vaccination.
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Your guidance influenced by the teachers unions kept schools closed.

Your guidance using unreliable studies was used to justify mask mandates
on kids.

We know these weren't decisions based on the best science and data from
across the world.

Now, our children are paying the price.
Academically, they’ve been set back for years.

Emotionally, they are living through the most severe youth mental health
crisis we've ever seen.

And physically, cases of type 2 diabetes and cbesity in children has
surged.

Director Walensky, the CDC does not need more authority... it needs
robust oversight.

It has always operated without a Congressional authorization and that is
going to change.

FDA
Dr. Califf, [pause]
The FDA has failed to alleviate concerns about the vaccine.

P'll note that before imposing authoritarian vaccine mandates as president,
candidate Biden made statements about the vaccine that did lasting
damage.

But, top vaccine review officials, Marion Gruber and Phil Krause, left FDA
as the Biden administration was working to authorize boosters — doses
which many people may not have needed.

Beyond the vaccine, FDA inspections of foreign sites are woefully facking.
Innovators can't get the guidance they need to meet approval standards,
and patients are the ones left without the innovation or supply of products
they need.

ASPR

Finally, regarding Assistant Secretary Dawn O'Connell’s absence.
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I understand why she couldn’t be here today... and | extend my deepest
sympathies to her and her family for their loss.

However, the Administration for Strategic Preparedness and Response is
the top office for public health emergencies.

ASPR’s job is 10 be prepared.

So, it is unacceptable that another leader from the administration wasn’t
prepared to be here today in the Assistant Secretary’s place.

There are no excuses, especially given the enormous amounts of
resources and responsibilities we have allocated to ASPR over the years.

CONCLUSION

My message today to all of the administration’s public health officials. .
... is this is going to be a long road.

Trust is broken a lot faster than it can be rebuilt.

Many will say that the American people deserve an apology...

... but they deserve much more.

I think about every single person who lost a loved one to COVID-19.
The people who died alone because of COVID-19 policies.

The frontline workers who sacrificed but were still forced out of their jobs
because of vaccine mandates.

And the children isolated and set back from school closures.

Surely, we can all agree that FOR THEM we can’t repeat the mistakes of
this pandemic response.

They deserve full accountability and transparency. Nothing less.

That is the bare minimum of what we expect today, so we can begin to
heal, restore trust, and better prepare for the future.

Thank you.



28

Mrs. RODGERS. Thank you.

Mr. GrIFFITH. I thank the gentlelady and now recognize the
ranking member of the full committee, Mr. Pallone, for his 5 min-
utes.

OPENING STATEMENT OF HON. FRANK PALLONE, Jr., A REP-
RESENTATIVE IN CONGRESS FROM THE STATE OF NEW JER-
SEY

Mr. PALLONE. Thank you, Chairman Griffith. Today we will hear
from the government officials leading both the ongoing COVID-19
recovery and the efforts to bolster the Nation’s public health sys-
tem for the long term, which is our best defense against future
pandemics. And this is no simple task.

When President Biden came into office, he inherited a year-old
pandemic from the Trump administration, during which public
health experts were routinely ignored and maligned, hamstringing
the government’s ability to respond. Deaths were soaring faster,
and those involved in COVID-19 response were frequently forced
to correct President Trump’s misinformation about the virus, which
distracted from the important goals for distributing newly author-
ized vaccines.

It is unfortunate that a national emergency so quickly turned
into a partisan issue at a time when we most needed to come to-
gether.

Now, over the last 2 years, the Democratic Congress and the
Biden administration invested in a nationwide vaccine campaign
and COVID test distribution that accelerated our recovery. After
facing new challenges from more aggressive COVID-19 variants,
death rates and hospitalizations have once again fallen across the
Nation. However, we must continue to be vigilant and monitor new
variants, improve vaccination rates, and ensure that an uptick in
cases does not occur.

At the same time, we know that COVID-19 is not the last pan-
demic we will face, and we need to be sure we are incorporating
the lessons learned from the pandemic into our public health infra-
structure. And today we will hear agency plans to do just that.

Now, a strong public health response includes effective commu-
nication and access to accurate, reliable information and includes
consistent investment in scientific research that leads to develop-
ment of safe and effective vaccines and treatments. It includes es-
tablishing partnerships between the Federal, State, and local gov-
ernments and the private sector to ensure a smooth response when
a public health threat arises.

We must also address the racial and ethnic disparities that affect
our ability to mount an equitable response to a pandemic. These
inequalities predated COVID-19 but were magnified during the
pandemic. And it is unacceptable in this day and age that the bur-
den of death and disease continues to fall disproportionately on
people of color.

Unfortunately, later today we are on the floor of the House tak-
ing up yet another partisan bill that seeks to roll back COVID pro-
tections. This is the third bill from the GOP that seeks to roll back
COVID protections at a time when COVID continues to spiral and
variants are a real danger.
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I will remind my colleagues there are 500 people still dying every
day from COVID. This is still with us.

And when I was at Rules earlier this week on this third bill,
there were some on the right—and that does not include members
of this committee, I am not talking about our chairwoman, or
Chairman Guthrie, or Dr. Burgess—but there were some extrem-
ists on the right who continue to rail against vaccines. It is very
dangerous. I am not, you know, saying this is true for most Repub-
licans, but there are certainly some on the right that give the im-
pression that the vaccines are not safe, that they are not effective,
and that somehow people shouldn’t take them. And I just want to
bring that up, because it disturbs me greatly. I was very disturbed
when I went to Rules to hear that over and over again.

And I think that, again, I will remind my colleagues that the bill
we are taking up today that says that global travelers, foreigners
that come to the United States, don’t need vaccines—well, that de-
cision, the decisions about the public health emergency, about vac-
cine mandates, those should be made by the people in front of us
at this table. Those decisions should be made by the public health
experts who have the science, and not by Congress. We don’t have
the expertise, in my opinion, to make those decisions, which is why
I continue to oppose these rollbacks of our efforts to deal with the
COVID crisis.

And when Republicans put politics over science, it seriously un-
dermines our ability to combat this pandemic and the hard work
that these public agencies do every day. So I hope that we can get
back to the business of regular order, of the committee taking on
the Nation’s challenges. None of those three bills came through this
committee. None of them had regular order.

But we have a lot to do this year, and we have to reauthorize
the Pandemic and the All Hazards Preparedness Act, which is set
to expire in September. PAHPA has been a bipartisan effort in the
past, and I hope that we can be guided by that precedent, so that
we can make sure that our Nation is in the strongest position to
address a future crisis.

[The prepared statement of Mr. Pallone follows:]
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Today, we will hear from the government officials leading both the ongoing COVID-19
recovery and the efforts to bolster the nation’s public health system for the long term, which is
our best defense against future pandemics.

This is no simple task.

When President Biden came into office, he inherited a year-old pandemic from the
Trump Administration during which public health experts were routinely ignored and maligned,
hamstringing the government’s ability to respond.

Deaths were soaring faster and those involved in COVID-19 response were frequently
forced to correct President Trump’s misinformation about the virus, which distracted from the
important goals for distributing newly authorized vaccines.

It is unfortunate that a national emergency so quickly turned into a partisan issue at a time
when we most needed to come together.

Over the last two years, a Democratic Congress and the Biden Administration invested in
a nationwide vaccine campaign and COVID test distribution that accelerated our recovery.

After facing new challenges from more aggressive COVID-19 variants, death rates and
hospitalization have once again fallen across the nation. However, we must continue to be
vigilant and monitor new variants, improve vaccination rates, and ensure that an uptick in cases
does not occur.

At the same time, we know that COVID-19 is not the last pandemic we will face, and we
need to be sure we are incorporating the lessons learned from the pandemic into our public health
infrastructure. Today, we will hear agency plans to do just that.

A strong public health response includes effective communication and access to accurate,
reliable information. It includes consistent investment in scientific research that leads to
development of safe and effective vaccines and treatments. It includes establishing partnerships
between the federal, state, and local governments and the private sector to ensure a smooth
response when a public health threat arises.
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We must also address the racial and ethnic disparities that affect our ability to mount an
equitable response to a pandemic. These inequalities predated COVID-19, but were magnified
during the pandemic. It is unacceptable in this day and age that the burden of death and disease
continues to fall disproportionately on people of color.

Unfortunately, later today we are taking up yet another partisan bill on the House floor
that does nothing to strengthen our public health infrastructure or make people safer and
healthier. In fact, H.R. 185 seems designed to further undermine trust in our public health
officials and confidence in our lifesaving vaccines. This bill also did not go through this
Committee, but rather was rushed to the floor as a political stunt.

When Republicans put politics over science it seriously undermines our ability to combat
this pandemic and the hard work these public health agencies do every day.

1 hope that we can get back to the business of regular order, of the Committee taking on
the nation’s challenges in a thoughtful, bipartisan manner. One step we must take this year is
reauthorizing the Pandemic and All Hazards Preparedness Act, which is set to expire in
September.

PAHPA has been a bipartisan effort in the past, and I hope that we can be guided by that
precedent so that we can make sure that our nation is in the strongest position to address a future

crisis.

With that, Mr. Chairman, I yield back.
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Mr. PALLONE. And with that, Mr. Chairman, I yield back.

Mr. GrIFFITH. I thank the gentleman. We now conclude with
Member opening statements.

The Chair would like to remind Members that, pursuant to com-
mittee rules, all Members’ opening statements will be made a part
of the record.

We want to thank our witnesses for being here today and taking
the time to testify before the subcommittees, these subcommittees.

Each witness will have the opportunity to give an opening state-
ment, followed by a round of questions from Members. Our wit-
nesses today are Dr. Larry Tabak, the senior official performing the
duties of the Director of the National Institutes of Health; the Hon-
orable Robert Califf, Commissioner of Food and Drugs, U.S. Food
and Drug Administration; and Dr. Rochelle Walensky, Director of
Centers for the Disease Control and Prevention.

We appreciate all of you being here today, and now we will swear
you in. If each of you could stand.

As you know, the testimony that you are about to give is subject
to Title 18, Section 1001 of the United States Code. When holding
an investigative hearing, this committee has the practice of taking
testimony under oath. Do any of you have an objection to testifying
under oath?

Let the record reflect no one objected.

Further, you are also advised, under the Rules of the House and
the rules of this committee, that you are entitled to be advised by
legal counsel. Do you desire to be advised by counsel during your
testimony today?

Let the record reflect that no one requested legal counsel.

In that case, if the witnesses already—have already stood, if you
will raise your right hand, I will swear you in.

[Witnesses sworn.]

Mr. GRIFFITH. Thank you very much. You all may be seated.

I now recognize Dr. Tabak for 5 minutes to give an opening
statement.

Dr. TABAK. Our clock is not resetting.

Mr. GRIFFITH. The clock isn’t—he is right. We need more than
23 seconds for him.

[Laughter.]

Mr. GRIFFITH. I appreciate that. And all of you know the code of
green, yellow, and red. Thank you.

Go ahead.

STATEMENTS OF LAWRENCE A. TABAK, D.D.S., Pu.D., SENIOR
OFFICIAL PERFORMING THE DUTIES OF THE DIRECTOR, NA-
TIONAL INSTITUTES OF HEALTH; ROCHELLE P. WALENSKY,
M.D., M.P.H., DIRECTOR, CENTERS FOR DISEASE CONTROL
AND PREVENTION; AND ROBERT CALIFF, M.D., COMMIS-
SIONER OF FOOD AND DRUGS, FOOD AND DRUG ADMINIS-
TRATION

STATEMENT OF LAWRENCE A. TABAK, D.D.S., PH.D.

Dr. TABAK. Thank you, Chairs Rodgers, Griffith, and Guthrie,
and Ranking Members Pallone, Castor, and Eshoo, and distin-
guished committee members. I am honored to be here today to dis-
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CESS NIH’s role in responding to COVID-19 and other public health
threats.

Biomedical research supported by NIH enabled the rapid devel-
opment of lifesaving vaccines, diagnostics, and treatments for
COVID-19. While we take pride in these achievements, our work
must continue. We are leveraging what we have learned from this
pandemic to prepare for future threats.

Many of you will recall that we had shots in arms in less than
1 year, a record time for vaccine development. But I remind you
that decades of research by thousands of scientists is what enabled
us to rapidly develop COVID-19 vaccines in 2020. Prior to the pan-
demic, NIH-supported scientists spent years studying different
coronavirus proteins to define potential therapeutic targets. Re-
searchers learned how to stabilize a key surface protein found on
coronavirus, the spike protein, so that it would optimally stimulate
our immune system, and this forms the basis of the COVID-19 vac-
cines. Structure-based vaccine design, alongside novel vaccine plat-
forms such as mRNA, are game changers for vaccine development.
In fact, these same tools have us on the cusp of safe and effective
RSV vaccines for key populations.

NIH is playing an important role in the administration’s national
biodefense strategy. For example, we are developing next-genera-
tion COVID-19 vaccines, including a nasal spray or mucosal vac-
cine that could do a better job of preventing infection and trans-
mission of SARS-CoV-2, as well as pancoronavirus vaccines de-
signed to provide broad protective immunity against emerging
SARS-CoV-2 variants, as well as other coronaviruses with pan-
demic potential.

We are also working to shorten the timeline between a newly
emerging pathogen and development of lifesaving products by
studying prototype viruses within other viral families that have the
potential to cause significant disease.

NIH has also played a significant role in speeding the develop-
ment, scaling up, and delivery of COVID-19 diagnostic tests. In
April 2020 we launched the Rapid Acceleration of Diagnostics, or
RADx, initiative as a call for scientists and engineers across the
Nation to bring their most innovative ideas to the table. RADx has
helped produce over 5.8 billion COVID-19 tests and test products.
Thanks in part to NIH’s work, the 2020 refrain of “Where can I get
a test?” is no longer heard. RADx efforts continue with a new focus
on developing more accessible tests—for example, for people who
are blind or have low vision.

NIH’s work on COVID-19 is far from over. While most people re-
cover quickly from COVID-19, some people experience long
COVID, with ongoing or new symptoms beyond the acute phase of
infection.

NIH began their Researching COVID to Enhance Recovery, or
RECOVER, Initiative, to better understand Long COVID, and to
identify effective treatments and potential ways for preventing it.
This program brings together interdisciplinary researchers and pa-
tients. Advice from patients has guided the initiative goals and pro-
tocols. RECOVER is following a large cohort of children and adults
at various stages of recovery from SARS—-CoV-2 infection over time
to gather data that will help us fill knowledge gaps such as under-
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standing what makes some people, but not others, vulnerable to
long COVID.

The program will also launch clinical trials in the coming months
to evaluate whether certain interventions help improve outcomes
for people with various Long COVID symptoms. The information
gained from this initiative will help those whose lives have been
upended by the lingering effects of COVID-19.

To close, the more we know, the better positioned we will be to
respond to the next infectious threat. NIH’s response to the
COVID-19 pandemic shows that long-term investment in basic and
applied biomedical research pays off.

Thank you for your time, and I welcome your questions.

[The prepared statement of Dr. Tabak follows:]
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Chairs McMorris Rodgers, Griffith, and Guthrie, Ranking Members Pallone, Castor, and
Eshoo, and distinguished members of the Committee:

Thank you for the opportunity to discuss the role of the National Institutes of Health (NIH)
in the response to emerging and re-emerging infectious diseases. NIH Institutes and Centers have
played a central role in addressing coronavirus disease 2019 (COVID-19), and mpox (formerly
known as monkeypox) by capitalizing on decades of basic, clinical, and applied research to
facilitate the rapid development of vaccines, therapeutics, and diagnostics, which continue to be
important tools to reduce the threat of these diseases. As the individual performing the duties of
the NIH Director, I am pleased to discuss the ongoing and future NIH research to address COVID-
19 and other critical public health threats.

For decades, NIH has been poised to quickly respond and develop medical
countermeasures to combat these and many other emerging and re-emerging infectious diseases,
including HIV/AIDS, SARS, influenza viruses with pandemic potential, and Zika. This requires
researchers to think big. One such example is the President’s Emergency Plan for AIDS Relief
(PEPFAR). Led by President George W. Bush and launched 20 years ago, PEPFAR demonstrates
what is possible when big ideas are pursued. Over 20 year later, PEPFAR programs are in more
than 30 countries and have saved over 25 million lives. The work achieved by PEPFAR was
instrumental in putting many communities on track for epidemic control and served as a platform
to help combat recent disease outbreaks.

Leveraging the expertise of basic and clinical researchers allowed NIH to quickly address
COVID-19 and mpox in a muitifaceted manner, including through the evaluation of strategies for

prevention and treatment.

Developing Vaccines to Prevent COVID-19

Sustained basic research investments by NIH over decades — prior to the emergence of
SARS-CoV-2 - allowed the unprecedented pace of COVID-19 vaccine
development. Longstanding National Institute of Allergy and Infectious Diseases (NIAID) support
enabled the development of versatile vaccine platforms and the use of tools to visualize proteins
including cryo-electron microscopy, and informed the design specific proteins—called
immunogens—ithat powerfully stimulate the immune system. Prior to the COVID-19 pandemic,
scientists at the NIAID Vaccine Research Center (VRC) and their collaborators made the critical

scientific discovery of how to mutationally stabilize—in a highly immunogenic form—the spike
2
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protein that coronaviruses use to infect human cells. This strategy facilitated the design of vaccine
candidates that generate robust protective immune responses. As soon as the sequence of SARS-
CoV-2 was made available in early January 2020, NIAID VRC researchers rapidly generated a
stabilized SARS-CoV-2 spike protein for use in COVID-19 vaccine development. This crucial
breakthrough in structure-based vaccine design led to the development of COVID-19 vaccine
candidates, four of which are now authorized or approved by the U.S. Food and Drug
Administration (FDA) for use in the United States, built upon a range of vaccine platforms
including the highly successful mRNA platform. NIAID’s pivotal clinical response enabled
enrollment in the dose ranging study for the Moderna mRNA vaccine candidate within 60 days of
antigen design.

Through fundamental research underlying the vaccine concepts and the establishment and
utilization of an extensive and diverse clinical trials network, NIH helped advance the development
of six candidate COVID-19 vaccines, including fulfilling the critical need for high-throughput
validated testing of Phase 3 trial samples. As part of Operation Warp Speed, NIH supported the
Phase 3 clinical trials for three of the vaccines that were made available for use in the United
States: the mRNA-1273 vaccine, developed through a collaboration between the NIAID VRC and
Moderna, Inc., the Ad26.COV2.S vaccine candidate from Johnson & Johnson/Janssen, and the
NVX-CoV2373 vaccine candidate from Novavax. NIH also supported a Phase 3 clinical trial of
the AZD1222 COVID-19 vaccine candidate from AstraZeneca. An NIH-supported Phase 3
clinical trial of the investigational SARS-CoV-2 adjuvanted recombinant protein vaccine from
Sanofi/GSK is ongoing.

FDA-authorized and FDA-approved COVID-19 vaccines remain the most effective tools
available to prevent COVID-19. However, we have seen that, with the continued emergence of
new variants, protection against mild and moderate disease decreases over time following the
primary vaccine series. NIH quickly established that boosting with the same vaccine that was used
for the primary vaccine series could significantly increase levels of antibodies against variants,
compared to levels in individuals who received the primary regimen alone. This “homologous”
boosting has translated into increased protection against COVID-19. In addition, an NIH led study
showed that boosting with a COVID-19 vaccine different than the one used for the primary vaccine
series (“mix-and-match” or heterologous) was safe and prompted a robust immune response. Data
from this study were evaluated by FDA in their decision-making to authorize the use of a mix-and-

match approach to boosters for FDA-authorized or approved COVID-19 vaccines. NIH has
3
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expanded the mix-and-match study to include evaluation of the Novavax COVID-19 vaccine as a
heterologous booster vaccine, as well as to determine if the Moderna bivalent booster vaccine can
elicit (and boost) mucosal antibody responses. Bivalent vaccines target two SARS-CoV-2 variants,
in this case a component of the original SARS-CoV-2 strain and a component of the omicron

strain.

Responding to Emerging Variants of SARS-CoV-2

To ensure patients receive effective vaccines and therapeutics, tracking the evolution of the
SARS-CoV-2 virus and its impact on treatments is a critical need. Managed by the Foundation for
the NIH, NIH was joined by its sibling agencies in the Department of Health and Human Services
(HHS), including Biomedical Advanced Research and Development Authority (BARDA), Centers
for Disease Control and Prevention (CDC), and FDA, as well as other government agencies to
establish the public-private partnership Accelerating COVID-19 Therapeutic Interventions and
Vaccines (ACTIV). At NIH, ACTIV is led by NIAID, the National Centers for Advancing
Translational Sciences (NCATS), the National Cancer Institute (NCI), the National Heart, Lung,
and Blood Institute (NHLBI), and the Office of the Director (OD). ACTIV’s Tracking Resistance
and Coronavirus Evolution (TRACE) Working Group is tackling the challenge of tracking
emerging SARS-CoV-2 variants. TRACE is following a multi-step approach to variant monitoring
and data sharing which includes monitoring global emergence and circulation of SARS-CoV-2
mutations, charaterizing prioritized mutants, and rapidly sharing data with ACTIV and the
scientific community.

The emergence of SARS-CoV-2 variants—some of which demonstrate increased
transmissibility and an ability to partially evade the immune response from previous infection
and/or vaccination—makes the authorized COVID-19 bivalent vaccines critical to help provide
better protection. Relying on collaborative research to rapidly assess the effectiveness of vaccines,
monoclonal antibodies, and antiviral drugs against SARS-CoV-2 variants, NIH continues to
investigate ways to enhance protection afforded by COVID-19 vaccines and to understand the
impact of SARS-CoV-2 variants on infection- and vaccine-induced immunity. NIH participates in
the HHS-established SARS-CoV-2 Interagency Group (SIG) along with the CDC, FDA, BARDA,
Department of Defense (DOD), and U.S. Department of Agriculture. The SIG tracks variants in
real time to address the potential impact of emerging variants on critical SARS-CoV-2

countermeasures. NIH formed the SARS-CoV-2 Assessment of Viral Evolution (SAVE)
4
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consortium in January 2021 as a critical data-generating component for the SIG and to facilitate
rapid data-sharing with global partners and the scientific community. The SAVE program
provides a comprehensive real-time risk assessment of emerging mutations in SARS-CoV-2 strains
that could impact transmissibility, virulence, and infection- or vaccine-induced immunity. NIH
remains on the cutting edge of science to end the pandemic. NIAID is currently supporting the
development of next-generation COVID-19 vaccines that could provide broader protection against

SARS-CoV-2 infection and disease caused by emerging SARS-CoV-2 variants.

Developing Diagnostics to Detect COVID-19

At the outset of the COVID-19 pandemic, there was an immediate need for diagnostic
tests for SARS-CoV-2. Confronted with this challenge, NIH decided to take a novel large-scale
collaborative approach to technology development. In April 2020, NIH launched the Rapid
Acceleration of Diagnostics (RADx®) initiative. This was a call for scientists and engineers
across the nation to bring innovative ideas to speed the development, validation,
commercialization, and implementation of COVID-19 testing. At the forefront of this effort is the
RADx® Tech program, which developed and deployed innovative COVID-19 testing technologies
at an unprecedented speed and scale. RADx® Tech brought together over 900 experts from
government, academic, and private industry to partner and produce over five billion tests and test
products. Led by the National Institute of Biomedical Imaging and Bioengineering (NIBIB), they
leveraged and expanded its well-established Point-of-Care Technologies Research Network
(POCTRN) to design and manage the RADx® Tech Program. In addition, RADx® established the
Independent Test Assessment Program (ITAP) to accelerate regulatory review and availability of
high-quality, accurate, and reliable at-home COVID-19 tests to the public. RADx® researchers
have obtained 49 emergency use authorizations (EUAs) from the FDA, including seven at-home
tests supported by ITAP and one point-of-care multiplex test for COVID-19 and influenza that is
supported by ITAP. To date, RADx® and ITAP have produced around 5.8 billion tests and test
products for COVID-19. ITAP will be utilized for other infectious diseases.

RADx® Tech is focusing on developing the next generation of COVID-19 tests with a
major focus on accessibility. Recently, RADx® Tech solicitated applications for an initiative to
improve accessibility of COVID-19 tests for people who are blind or have low vision, have motor
skills challenges, developmental challenges, and other populations who may have difficulty using

rapid tests that are currently authorized. The RADx® framework facilitated significant

2
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productivity from the entrepreneurial-minded bioengineering community that NIBIB supports.
Based on this success, NIBIB is partnering with other NIH Institutes, Centers, and offices to apply

the RADx® funding model to accelerate solutions to other biomedical problems.

Identifying Therapeutics to Treat COVID-19

Safe and effective therapeutics were urgently needed at the onset of the pandemic to treat
patients with COVID-19. In record time, NIH worked quickly to evaluate promising therapeutics
for COVID-19 in rigorous, randomized, controlled clinical trials.

In February 2020, before many Americans had realized the magnitude of the pandemic,
NIH launched a multicenter, randomized, placebo-controlled clinical trial—the Adaptive COVID-
19 Treatment Trial (ACTT)—to evaluate the safety and efficacy of multiple investigational
therapeutics for COVID-19. Data from ACTT were critical for FDA approval of the antiviral drug
remdesivir and the anti-inflammatory drug baricitinib for treatment of COVID-19.

In April 2020, NIH established the public-private partnership ACTIV to harness the
collective scientific power of both public and private sectors and develop a coordinated research
strategy for prioritizing and speeding development of the most promising treatments and vaccines.
ACTIV i1s focused on late-stage clinical trials investigating candidate drugs for outpatient and
inpatient settings. ACTIV rigorously assessed data on more than 800 therapeutic agents and
prioritized 33 of the most promising agents to be tested in randomized, placebo-controlled clinical
trials. By developing and implementing multiple master protocols, which allow coordinated,
efficient, and adaptive evaluation of potential therapeutic agents across multiple study sites,
ACTIV has been able to nimbly test drug and biological candidates as they became available and
to swiftly weed out those that do not demonstrate effectiveness. This work was aided by
leveraging the existing Clinical and Translational Science (CTSA) Program clinical trial network
led by NCATS. The CTSA Program showed the power of a nationwide clinical translational
research network that could quickly develop and implement large, multisite trials testing potential
treatments for COVID-19.

NIH also established the COVID-19 Treatment Guidelines Panel to provide
recommendations to health care providers regarding specific COVID-19 treatments based on the
best available scientific evidence. Each Treatment Guidelines section consists of recommendations
developed by a working group of Panel members with expertise in the area addressed in the

specific section. Each working group is responsible for identifying relevant information and
6
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published scientific literature, and for conducting a systematic review of that information and
literature. The Panel meets regularly to evaluate possible treatment options for COVID-19 and

update the Treatment Guidelines as new clinical evidence emerges.

COVID-19 Going Forward

NIH continues to support research on COVID-19 vaccines in important at-risk populations,
such as children and individuals who are pregnant or lactating or who are immunocompromised.
NIH is engaged in efforts to understand the rare, but extremely serious, multisystem inflammatory
syndrome in children (MIS-C) that has been associated with SARS-CoV-2 infection in children
and adolescents. NIAID is supporting multiple studies to evaluate acute and long-term clinical and
immunological aspects of MIS-C and SARS-CoV-2 infection in children. In addition, thereis a
trans-NIH effort to coordinate MIS-C research, the Collaboration to Assess Risk and Identify
loNG-term outcomes for Children with COVID (CARING for Children with COVID). This effort
supports data sharing across studies funded by multiple NIH Institutes to determine the spectrum of
illness and predict long-term consequences of infection in children.

While most people recover quickly and fully from infection with SARS-CoV-2, some
experience ongoing or new symptoms or other health effects after the acute infection has resolved,
this syndrome is referred to as post-acute sequelae of SARS-CoV-2 infection (PASC) or Long
COVID. In 2021, NIH launched the Researching COVID to Enhance Recovery (RECOVER)
Initiative, a trans-NIH effort, co-led by NHLBI, the National Institute of Neurological Disorders
and Stroke (NINDS), and NIAID, that includes targeted funding for research in this critical area.
The wide scope of RECOVER is needed due to the complexity of Long COVID, as it leaves no
tissue in the body untouched. At the heart of RECOVER is a longitudinal cohort study of children
and adults, including pregnant individuals, at various stages of recovery from SARS-CoV-2
infection. This initiative is focused on ensuring a diverse patient population, with a particular
focus on representing the communities hardest hit by COVID-19 in the clinical trials including
rural communities. RECOVER is set to be the largest, most diverse, and deeply characterized
cohort of Long COVID patients in the world. Clinical trials for all the cohorts are expected to
launch in 2023. RECOVER has also focused on community and patient engagement since its
inception. Patients have been involved at every step of the process, including the study designs
and protocols to be used. RECOVER has the potential to enhance our basic knowledge of how

humans recover from viral infections in general and is likely to improve our understanding of other
7
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chronic post-viral syndromes and autoimmune diseases. This knowledge could help inform future
pandemic preparedness.

In addition to the effects of Long COVID, there has been a significant impact on mental
health during the COVID-19 pandemic. Research supported by the National Institute for Mental
Health (NIMH) and others has confirmed much of what we knew based on prior research on
disasters and epidemics. Through the course of the pandemic, the rates at which individuals report
symptoms of depression, anxiety, substance use, and suicidal thoughts have all gone up. The
demand for mental health services has also increased, especially amongst children. And the effects
on our youth, though still not fully quantified, are substantial. These impacts have not been felt
equally across American communities, with Black, Latinx, and other underserved communities as
well as care practitioners and others on the front lines bearing the brunt of both the physical and

mental health impacts of COVID-19.

Pandemic Preparedness Going Forward

Strategies for next-generation COVID-19 vaccines include targeting viral antigens that are
highly conserved among SARS-CoV-2 strains, vaccinating with a broad array of viral antigens,
and utilizing alternative routes of inoculation. In November 2022, NIAID held a workshop to
explore the state of the science of SARS-CoV-2 mucosal immunity and the potential for the
development of vaccines that induce mucosal immunity against SARS-CoV-2. Importantly,
mucosal vaccine approaches target the site of SARS-CoV-2 infection and could potentially do a
better job of preventing transmission of SARS-CoV-2. Although significant scientific gaps and
challenges exist for mucosal vaccine development, multiple intranasal approaches are being
pursued. Recent studies conducted by NIH scientists on two different nasal SARS-CoV-2 vaccine
candidates showed encouraging results in animal models, suggesting intranasal approaches merit
further study. NIH also is conducting research on pan-coronavirus vaccines designed to provide
broad protective immunity against emerging SARS-CoV-2 variants as well as other coronaviruses
with pandemic potential. Since 2021, NIAID has announced awards to seven academic institutions
to conduct research to develop pan-coropavirus vaccines. One NIAID-supported vaccine
candidate, which uses a nanoparticle-based approach, has been shown to induce broad
neutralization of earlier SARS-CoV-2 variants and to protect animal models from multiple
different SARS-related viruses.

The Administration’s National Biodefense Strategy and Implementation Plan on
8
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Countering Biological Threats, Enhancing Pandemic Preparedness, and Achieving Global Health
Security establishes a bold series of targets for developing countermeasures against pandemic
threats. NIH is playing a critical role in working towards those outcomes, including the ability to
surge tens of thousands of diagnostics within 7 days, develop vaccines with 100 days, repurpose
therapeutics within 90 days, and develop new therapeutics within 180 days of a future pandemic
threat.

To achieve these goals, it is critical that we prepare for a range of viral threats that could
cause future public health emergencies. There are 26 families of viruses that infect humans, many
of which exhibit pandemic potential and for which we are far less prepared than coronaviruses and
influenza. To support these goals, NIH’s NIAID released a pandemic preparedness plan in 2021 to
focus preparedness on two fronts. These efforts are designed to shorten timelines between
pathogen emergence and authorization/approval of candidate products, such as vaccines and
therapeutics. The first is to focus on prototype pathogens—viruses within viral families with the
potential to cause significant human disease. This will be used as a framework for rapid research
and product development for other viruses within that virus family should an outbreak occur. This
was demonstrated by NIAID’s earlier work on SARS-CoV-1 (the virus that caused the SARS
outbreak in 2002) and MERS-CoV (the virus that caused the MERS outbreak, largely in the
Middle East) that informed the rapid vaccine development for SARS-CoV-2. The plan’s second
focus is on priority pathogens—yviruses already known to be capable of causing significant human
illness (e.g., Zika virus) or death (e.g., Lassa virus).

In addition, NIH has already prioritized and accelerated the development of oral antivirals
against potential pandemic pathogens by collaborating with BARDA to launch the Antiviral
Program for Pandemics (APP). Within NIH, this effort is led by NIAID and NCATS. APP will
accelerate the development of direct-acting antivirals targeting priority families of pandemic
potential from discovery to early development. APP will focus on antivirals that directly act
against viral targets, specifically for RNA viruses of pandemic potential such as Coronaviridae
(including SARS-CoV-2), Bunyavirales, Filoviridae, Flaviviridae, Paramyxoviridae,
Picornaviridae, and Togaviridae. A particular focus of APP is the discovery and development of
drug candidates with suitable safety profiles for broad use in the outpatient setting, such as oral or
intranasal administration at home. As part of APP, NIAID established nine multidisciplinary
Antiviral Drug Discovery (AViDD) Centers for Pathogens of Pandemic Concern with the goal of

creating platforms that will target RNA viruses with pandemic potential, helping to better prepare
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the nation for future viral threats. NIAID’s pathogen approach to preparedness research was key in
the development of a key countermeasure used against the mpox virus JYNNEOS™ (Imvamune or
Imvanex). Mpox is part of the Orthopoxvirus genus, which includes the variola virus that causes
smallpox. In the case of the mpox outbreak, basic research and countermeasures for a prototype
pathogen within a given family of viruses were used to help treat and prevent a disease caused by
closely related pathogens within that family.

In 2020, NIAID announced grants to establish the Centers for Research in Emerging
Infectious Diseases (CREID) Network. The global, multidisciplinary network is focusing on
emerging and re-emerging infectious diseases in high-risk regions. Research projects include
surveillance studies to identify the animal sources or vectors of viral pathogens, and to determine
what genetic or other changes make these pathogens capable of infecting humans. The breadth of
research projects being carried out in the CREID Network will allow for study of disease spillover
in multiple phases of the process, where pathogens first emerge from an animal host, where and
when human-to-human transmission occurs, and how transmission is facilitated in urban areas. The
work of the CREID Network has already shown to be critical with another emerging pathogen in
2022, mpox virus. CREID Network investigators are helping to strengthen mpox diagnostic
capacity globally. Additionally, CREID Network scientists are developing a multiplex serological
assay that will facilitate future mpox seroprevalence and surveillance studies of humans and
animals in endemic regions. The CREID Network will enable early warnings of emerging diseases
wherever they occur.

There are many lessons the global biomedical community, including NIH, have learned
during past pandemics and the recent COVID-19 crisis. It is imperative that we take what has
worked and apply it to other areas of research. One area that the COVID-19 response demonstrated
weaknesses was that U.S. clinical trials should be better coordinated. We now have a good
inventory of large-scale, well run, clinical trial networks to leverage for future health emergencies
and public health needs. Through our ACTIV initiative, we found that having a consistent and
connected infrastructure for clinical trials provides the foundation needed to respond quickly to any
emerging disease. ACTIV benefited from the CTSA Program existing clinical trial network. In
addition, NCATS developed the National COVID Cohort Collaborative (N3C), which was a secure
data platform of harmonized, de-identified electronic health record data that was used to rapidly
understand COVID-19. The importance of building partnerships and collaborations, using master

protocols and harmonized data to ensure consistency, and a well-established clinical trial network
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are strategies that NIH continues to expand to all areas of research to be better positioned to
respond to the next pandemic.

We are already making significant progress on implementing this transformative agenda
under the National Biodefense Strategy, which is so crucial to keep Americans safe from future
biological threats from any source.

Conclusion

The more we know, the better positioned we will be to respond to the next pandemic.
Sustained investment in NIH research, including basic biomedical science, has allowed the United
States to respond to multiple public health emergencies. A robust understanding of the biology of
infectious agents as well as a thorough understanding of immunology left the field well poised to
move quickly. Additionally, the investments in enhancing infrastructure for clinical trials,
developing master protocols, and establishing public-private partnerships have, and will continue
to be, critical components of pandemic responsiveness. The ongoing work to begin to elucidate
what the next viral threat may be will allow the biomedical community to quickly respond to the

next emergent virus, in the same way that was done with COVID-19.
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Mr. GrRIFFITH. I thank the gentleman. I now recognize Dr.
Walensky for her 5-minute opening statement.

STATEMENT OF ROCHELLE P. WALENSKY, M.D., M.P.H.

Dr. WALENSKY. Chairs Rodgers, Griffith, and Guthrie, Ranking
Members Pallone, Castor, and Eshoo, and distinguished members
of the committee, it is an honor to be with you today.

Today our Nation is in a much different position than we were
at the start of the pandemic. Just 3 years ago, we were recording
the first COVID-19 cases that sadly resulted in as many as 15 to
20,000 deaths per week. We were limited in treatments, and vac-
cines were not yet available.

Two years ago, we began the largest vaccination program in the
history of this country, and along the way we have learned how to
adapt to and manage an evolving virus. Thanks to 670 million vac-
cines administered in the United States and the work of those at
CDC and thousands of Federal, State, local, and private-sector
partners, and because of the more than 100 million infections
Americans have endured and survived, we have built a wall of im-
munity and expanded the tools available to decrease the risk of se-
vere disease and death from COVID-19.

This past week, hospital admissions and deaths are down, both
nearly 9 percent, from the previous week. Though we have made
remarkable progress, we also had nearly 3,500 deaths from
COVID-19 in the last week. These are our family members, our
neighbors, and friends, and colleagues. Their deaths are tragic and
make it clear that we have more work ahead.

Entering the fourth year of our activated response to COVID-19,
we are moving faster than ever to deliver information to the public.
Just 3 months after the bivalent vaccine was recommended, CDC
scientists published data on vaccine effectiveness against sympto-
matic infection, and 2 weeks later followed up with data on how
well these vaccines work to prevent severe disease and hospitaliza-
tion.

Only 1 month after we identified the latest subvariant, XBB 1.5,
through our genomic surveillance, CDC published data to dem-
onstrate that the bivalent vaccine was just as effective as it was
against prior Omicron variants. These data continue to build on
strong evidence that the best way to prevent severe disease and
death from COVID-19 is to be up to date with your vaccines, in-
cluding the bivalent vaccine.

Our increased speed is the result of an intentional and proactive
effort to address both the challenges and opportunities at CDC.
This is the work of CDC Moving Forward, an initiative I launched
after an extensive agency review with internal and external input.
We are focused on six key areas of improvement: sharing scientific
findings and data faster; enhancing laboratory scientific—science
and quality; translating science into easy-to-understand policy;
prioritizing communications; developing a workforce prepared for
future emergencies; and promoting results-based partnerships.

Two weeks ago, I announced a reorganization to reduce bureauc-
racy, break down silos, promote public health capabilities, and in-
crease accountability. This strengthens the foundation of the agen-
cy to tackle our focus areas. But we know that moving boxes
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around alone will not modernize CDC. We are equally focused on
how we do our work, on our systems and processes internally.

For example, we reduced internal scientific review times by 50
percent and are publishing our science and data faster. We were
the first in the world to produce and share data showing real-world
performance of the JYNNEOS vaccine against mpox. We are in-
vesting in accessibility and communications, fostering clearer pub-
lic health communications by rebooting the front door to CDC,
streamlining content to make it easier for American people to find
what they need. And we have established a CDC Ready Responder
Program to better prepare CDC’s workforce to engage at a mo-
ment’s notice to future health threats, no matter where they work
at CDC, and to sustain that engagement throughout a response.

We are committed to this work and more. But to maximize our
potential and to fully protect the Nation’s health, we also need
critically important help from you in Congress.

Workforce authorities, such as strengthening student loan reim-
bursement authority, expanding danger pay to appropriately com-
pensate our staff when put in harm’s way, and providing flexibility
to quickly move staff to respond to a threat would provide the op-
portunity to fully turn CDC into a response agency.

We need data authorities so that we can access better quality,
standardized, and timely data so individuals and families can make
informed decisions about their health and policymakers can better
target resources and respond to threats.

CDC must be the most advanced and capable agency in the
world when it comes to disease detection, tracking, and forecasting.
Data authority coupled with investments in our data modernization
initiative will make that possible.

I am committed to working with you to find common ground to
support public health and to make strides toward achieving health
security for all Americans. Thank you, and I look forward to your
questions.

[The prepared statement of Dr. Walensky follows:]
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Chairs McMorris Rodgers, Griffith, and Guthrie, Ranking Members Pallone, Castor, and
Eshoo, and distinguished members of the Committee, it is an honor to appear before you today to
discuss the Centers for Disease Control and Prevention's (CDC) response to the COVID-19
pandemic, the lessons we have learned, and the steps we are taking now to strengthen our

broader response capabilities.

COVID-19 Update

As I come before you today, I am pleased to report that we’ve made significant progress
in our response to COVID-19. Today, the nation is in a different position than when we began
our response to this pandemic. The rapid development and deployment of safe, effective, and
life-saving COVID-19 vaccines has prevented millions of severe illnesses, hospitalizations, and
deaths. Nearly 70 percent of the U.S. population have completed their primary series and more

than 51 million updated bivalent booster doses have been administered.

As of the week of February 6, hospital admissions have decreased nearly 9 percent from
the previous week, total weekly deaths are also down about 9 percent from the previous period,
and our COVID-19 Community Levels show that 96 percent of counties have a low or medium
level. While these are encouraging trends, with nearly 4,000 deaths from COVID-19 in the last

week, we know there is more work to be done ahead.

CDC continues to track COVID-19 variants including the Omicron subvariant XBB.1.5
which has grown to be the dominant subvariant across the country. All other virus lineages are
predicted to have very slow or no growth in proportion. CDC Nowcast projections for the week
ending February 4 estimates that XBB.1.5 comprises about 66.4 percent (95 percent PI 59.8-72.5

percent) of cases nationally.
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Tragically, more than one million Americans, including over 2,000 children (under the
age of 18), have died from COVID-19 since the detection of the first case of the SARS-CoV-2
virus over three years ago. Nearly six million people have been hospitalized, and many more
continue to suffer from post-COVID conditions (“long COVID”). Vaccinations and treatments
continue to be the best protection against serious illness and death from COVID-19.
Unfortunately, uptake of the new bivalent booster has been low. More than 50 million people
have gotten an updated booster, but that is only 15 percent of the eligible U.S. population.
Staying up to date on COVID-19 vaccines is critical because our data show that immunity
decreases over time. This is particularly important for those over age 65, as they bear a
disproportionate burden of the deaths from COVID-19 compared to other age groups. In
December 2022, CDC published two different studies showing the effectiveness of the bivalent
booster at preventing severe illness and hospitalization among both adults with competent
immune systems aged >18 years and older adults aged >65 years. Additionally, these studies
demonstrated the increased protection the bivalent booster provides for those with past
monovalent vaccination only. CDC recently released a vaccine effectiveness study showing that
bivalent COVID-19 vaccines add protection against symptomatic illness with Omicron
XBB/XBB.1.5-related variants among people who previously received doses of the original
COVID-19 vaccines. Vaccine effectiveness against symptomatic XBB/XBB.1.5-related
infection was 49 percent among persons aged 18—49, 40 percent among persons aged 50-64

years, and 43 percent among those aged >65 years.

RSV/Influenza Update

In addition to sustaining the ongoing COVID-19 response, CDC identified and responded

to early and elevated co-circulation of respiratory syncytial virus (RSV), influenza, and COVID-
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19 in the fall of 2022 that placed significant stress on our health care systems. National trends in
RSV activity currently indicate that the peak of seasonal activity has passed, and seasonal
influenza activity continues to decline across the country. However, CDC remains vigilant and
recommends that everyone six months and older get vaccinated against flu as circulation

continues.

In the face of these ongoing outbreaks, we must remain committed to prevention. During
the COVID-19 pandemic, we saw a concerning drop in routine immunizations for adults and
children. For example, among kindergarteners, overall vaccination coverage dropped from 95%
reported in the 2019-20 school year to 93% in the 2021-22 school year which means that there
are nearly 250,000 kindergartners who may not be completely protected against measles alone.
Routine vaccination is rebounding, but unevenly, and has not yet recovered among all groups,
leading to localized outbreaks of measles and polio. While we continue to investigate the impact
of the pandemic on routine immunizations, it is crucial that we take steps to help get everyone

back on schedule.

Other Outbreaks Update

CDC confronted significant public health challenges in 2022 beyond COVID-19,
influenza, and RSV. In May, CDC confirmed the first domestic case of mpox as part of a global
outbreak and acted immediately to detect additional cases; educate clinicians and the public
about a pathogen unknown to many that was transmitting in a novel way; and support state and
local public health responses. CDC engaged our Laboratory Response Network and commercial
partners from the beginning to establish robust, accessible diagnostic testing capacity and is

working hand-in-hand with our HHS and state and local partners to distribute the JYNNEOS

(O8]
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vaccine from the Strategic National Stockpile to protect persons at increased risk. While we have
been pleased to see a dramatic reduction in mpox cases from the outbreak’s peak last summer,
disparities in cases and vaccination rates persist. CDC’s public health efforts have led to a
significant reduction in cases, from early August 2022, when cases peaked with a 7-day average
of 457 cases, to the end of January 2023, when the 7-day average was 3 daily cases — a decline in
mpox cases of over 99%. CDC’s public health work continues to promote equitable access to

vaccine for those eligible and to guard against a resurgence in mpox cases in the future.

On September 20, 2022, the Ugandan Ministry of Health confirmed an outbreak of Ebola
(Sudan virus) in central Uganda. CDC deployed multiple staff skilled in epidemiology,
surveillance, laboratory, and ecology to Uganda, and worked in close collaboration with the
Ugandan government, World Health Organization (WHO), and other partners to immediately
respond to the threat. With our partners, we trained doctors, nurses, and community health
workers, disease detectives and laboratorians. Together, we equipped laboratories and treatment
centers. CDC’s efforts with our partners ultimately helped extinguish the Ebola outbreak in
under four months — an enormous accomplishment and relief, as there are currently no FDA-
approved countermeasures for the Ebola Sudan virus. To prepare domestically, CDC engaged
on a near-daily basis with state, local, tribal and territorial health partners, providers, the
Ugandan diaspora, the Department of Homeland Security (DHS), and the agencies represented
here today, throughout the outbreak to conduct entry screening and public health monitoring of
travelers from the affected area, issue clinical guidance, and implement tabletop exercises to
prepare states and other jurisdictional partners in the event of a domestic Ebola case. CDC’s
decades-long investments in developing strong public health collaborations and relationships

with the Ugandan Ministry of Health were critical in facilitating the successful containment of
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this outbreak, which was officially announced last month on January 11, 2023. CDC continues
to be a recognized global leader on the forefront of advancing and strengthening global
preparedness to prevent, detect, and respond to future outbreaks — and ultimately safeguard the

health of the American people.

Moving Forward

Americans and people around the world rely on CDC to detect and respond to public
health threats both foreign and domestic. For decades, CDC has been on the front lines of the
public health response, providing assistance to states, tribes, territories, and local communities on
the most pressing public health outbreaks and emerging issues within the United States and
across the globe; threats such as HIN1, Ebola, Zika, opioid overdose, e-cigarette or vaping
product use associated lung injury (EVALI), seasonal influenza, COVID-19, polio, mpox and
others. This tireless dedication and commitment to response has saved countless lives by

mitigating the spread of disease and preventing outbreaks before they start.

In addition to balancing the priorities of sustaining active ongoing responses to multiple
outbreaks, concerted actions were initiated beginning in spring 2022 to address long-standing
challenges highlighted during the COVID-19. I launched an extensive review of the agency’s
organizational structures, systems, and processes to strengthen its ability to deliver on its core
mission to equitably protect the health, safety, and security of Americans. In August 2022,
based on this review and other substantial internal and external input, Ilaunched the CDC

Moving Forward initiative which focuses on the following top improvement areas:

o Share scientific findings and data faster

e Enhance laboratory science and quality
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o Translate science into practical, easy to understand policy
e Prioritize public health communications
e Develop a workforce prepared for future emergencies — CDC and nationwide

e Promote results-based partnerships

On January 24, 2023, I announced a CDC reorganization, one of several foundational steps to
achieve progress in the improvement areas outlined above. This reorganization aims to eliminate
bureaucratic reporting layers, break down silos in the agency, promote foundational public health
capabilities, and improve accountability at CDC. For example:

e We are consolidating the work of two centers, the Center for Surveillance, Epidemiology,
and Laboratory Services and the Center for State, Tribal, Local, and Territorial Support,
into one new Center that will better support communication and engagement with
jurisdictions and public health partners, and align investments to build a public health
infrastructure and workforce for the future.

o We are elevating the Center for Preparedness and Response to the Office of the Director,
creating a centralized office to promote greater accountability and operational excellence.
The office will include data, modeling, and analytics capabilities and support for a
response ready workforce across the agency.

e We are creating an Office of Public Health Data, Surveillance, and Technology, which is
in the Office of the Director, to support data infrastructure improvements and connect all
levels of public health to critical data needed for action.

e Reorganized the Director’s Office of Communications to prioritize communication with

the American public and improve the integration across CDC.
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Parallel to the reorganization, my leadership team has engaged staff from across the agency
on priority actions that will improve how we do our work. This work is ongoing, but I’'m proud
to say that CDC has already implemented numerous actions, including:

e Reduced scientific review clearance time for CDC publications by 50 percent;

e Initiated the CDC Infectious Disease Test Review Board, an internal group to promote

quality assurance prior to national deployment of laboratory tests;

o Established process for institutions to submit applications for access to investigational
drugs; reducing time required for institutions to apply from 14 days to 6 hours — utilized
with tecovirimat for mpox; and

e Implemented executive leader performance plan changes that outline expectations for
CDC leaders in response participation, data modernization, and scientific quality and

timeliness.

New Authorities
As the CDC community tackles challenges internal to the agency, we also need support from
our partners, particularly Congress, to support revised and new authorities so that CDC can be

better prepared and respond to the next emerging disease.

Historically and today, CDC is often forced to rely on “work-arounds” within our existing
authorities and policies to effectively meet operational and programmatic needs, especially when
dealing with administrative challenges and unnecessarily burdensome processes in the lead up to
or during public health emergencies, when time is of the utmost essence. The COVID-19
pandemic and other outbreaks have only underscored how much these challenges have hampered

the agency and continue to do so. If CDC is to play a key role in rapidly detecting pathogens to
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ensure all levels of government are ready to respond to biological threats as envisioned in the

new National Biodefense Strategy and Implementation Plan, these gaps must be addressed.

We have identified flexibilities and authorities that are critical to the agency’s ability to be
more effective and responsive during fast moving, large-scale public health outbreaks, and we
can only achieve these in partnership with Congress. These proposals fall under two broad
categories: 1) operational readiness and 2) strengthening workforce capacity. On their own,
these proposals are not likely to be sufficient to change how CDC responds to the next emerging
threat. However, taken together, they offer a roadmap to provide the tools and resources CDC
needs to better prepare for, and respond to, the next emerging public health threat, whether from
a local outbreak or a global pandemic. I have highlighted examples of a few authorities below
and welcome continued discussion on ways to strengthen CDC to protect our national security

through public health.

Data

Data must serve as the foundation for everything we do, particularly in the context of a
public health emergency response where critical decisions on where and how to target
interventions must be made quickly. Having timely, high-quality data on where disease is
spreading, the severity of illness, and the populations most impacted is a critical element of
operational readiness. It allows state and local public health and other health care professionals,
and policy makers to target resources to mitigate an outbreak and predict future spread. We are
grateful that Congress has authorized and funded CDC’s newest center, the Center for
Forecasting and Outbreak Analytics, to improve the nation’s ability to prepare for and respond to
public health threats using data, modeling, and analytics. But if CDC must continue to rely on a

decentralized framework for data reporting, subject to a patchwork of individually negotiated

8
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Data Use Agreements, we will not be able to provide the best forecasts and modeling in the

world.

Where we can, we are making improvements on sharing data. CDC’s Center for
Forecasting and Outbreak Analytics delivered four technical reports on the mpox outbreak.
These reports are publicly available, have been shared widely, and provided timely updates on
CDC’s response to the outbreak, including our estimates of the trajectory of the outbreak. These
reports were developed at the speed of the outbreak, to get the best information we had out to
decision makers quickly. We included qualitative risk assessment information in these reports to
deliver the bottom line up front while also making it clear the level of confidence we have in our

analyses.

The way in which public health data are collected and shared has resulted in fragmented
and inconsistent reporting to CDC, and to state and local public health partners. To address this
issue and support more comprehensive data sharing, CDC will need updated legislation
providing public health data authority for CDC to support decisions at the federal, state, and
local levels, while reducing burden on providers. For example, authority included in the
Coronavirus Aid, Relief, and Economic Security (CARES) Act to require COVID-19 laboratory
test reporting during the Public Health Emergency (PHE) has greatly improved the availability of
laboratory data. However, this authority included in the CARES act was limited to COVID-19
laboratory testing and only lasts until the end of the current PHE. It does not help CDC gather

data on other infectious diseases and conditions or during future emergencies.

Vaccines For Adults (VFA)
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Unlike the public health infrastructure that exists for children to receive recommended
vaccines from their pediatricians, no such infrastructure exists for adults. In response to the
COVID-19 pandemic, CDC built infrastructure to rapidly deploy safe and effective vaccines to
the entire US population. A Vaccines for Adults (VFA) program would provide uninsured
individuals access to Advisory Committee on Immunization Practices (ACIP)-recommended
routine and outbreak vaccines at no cost. Establishing a robust infrastructure for adult
vaccination will support response readiness by reducing vaccination coverage disparities,
improving outbreak control of vaccine-preventable diseases, and enhancing and maintaining the

infrastructure needed for responding to future pandemics.

Strengthening Workforce Capacity

In addition to operational improvements, CDC needs a workforce that is nimble and
response ready. CDC is enhancing its work to better prepare and coordinate staff across the
agency ahead of emergency events to ensure they are ready for response roles when and where
needed. However, CDC needs additional operational authority to implement policies to address
issues such as overtime pay caps, danger pay, loan repayments, and other flexibilities that enable
CDC to rapidly respond to urgent public health needs. These authorities would greatly improve

CDC’s workforce capacity.

Conclusion

In conclusion, CDC is taking the necessary steps through our Moving Forward initiative
to drive needed changes in the operations, incentives, and structure of the organization to address
longstanding challenges and fully meet the public health needs of the American public today and
in the future. Yet, to fully enable CDC to better prepare for, and equitably respond to, the next

emerging public health threat, the agency needs the same or similar support, flexibilities, and

10
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authorities as other federal response agencies. We must look for opportunities to apply lessons
learned and advance bipartisan solutions to be better prepared for future public health challenges.
Congressional action to support these proposals will improve how CDC responds to future
emerging threats and will support the agency’s modern-day mission. I look forward to working
together to implement the solutions that will make this agency - the work of which is so critical
to America’s health - and our partners at the state, local, tribal, and territorial level, better
prepared for what comes next.

Thank you, and I look forward to your questions.
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Mr. GRIFFITH. I thank you and now recognize Dr. Califf for 5
minutes for his opening statement.

STATEMENT OF ROBERT CALIFF, M.D.

Dr. CALIFF. Good morning, Chairs Rodgers, Griffith, and Guthrie,
Ranking Members Pallone, Castor, and Eshoo, and members of the
subcommittees. Thank you for the opportunity to be here today to
update the American people on our COVID-19 response. FDA ap-
preciates your partnership in ensuring our country overcomes this
pandemic and in preparing for future threats.

This pandemic underscores the importance of a swift and agile
response coordinated across all levels of government and in collabo-
ration with the private sector. While the pandemic has caused
great loss across our Nation, through extensive communication,
dexterity, and innovation, we have been able to mitigate the impact
of the pandemic and prevent innumerable illnesses and deaths.

Most unfortunately, the proven effectiveness of authorized and
approved vaccines and therapies have been undercut by a constant
flow of misinformation, causing many Americans to forgo lifesaving
treatments, leading them to many unnecessary deaths and hos-
pitalizations. Nevertheless, FDA employees have poured their ef-
forts into COVID-19 response to protect the American people. I am
grateful for their tremendous work, and to Congress for your sup-
port of these efforts.

I want to provide a brief update on FDA’s efforts related to
COVID-19 medical products.

First, vaccines. Currently, there are three authorized monovalent
vaccines, two approved vaccines, and two bivalent vaccines that
meet FDA’s expectations for safety and effectiveness. The current
vaccines reduce the risk of contracting symptomatic infection and
remain highly effective at preventing serious clinical outcomes as-
sociated with SARS-CoV-2 infection, including hospitalization and
death. Staying up to date on COVID-19 vaccination is the best
thing Americans can do right now to protect themselves and their
families from the risk of becoming seriously ill or dying from
COVID-19.

Second, diagnostic tests. FDA remains focused on speeding the
process to get appropriately accurate and reliable tests in the
hands of all Americans who want one. The agency prioritized at-
home tests since the beginning of the pandemic, authorizing 30
over-the-counter at-home tests, resulting in hundreds of millions of
additional tests available monthly to American consumers. Impor-
tantly, the agency has also detected numerous and accurate tests
that would have done substantial harm if allowed to have unfet-
tered access to the market.

FDA also continues to issue EUAs as appropriate for other types
of devices and facilitates the availability of critical devices and sup-
plies. Today we have issued EUAs or provided traditional mar-
keting authorizations to over 2,800 medical devices for COVID-19,
which is 15 times more EUAs than all other previous emergencies
combined.

Third, we continue to expand the country’s arsenal of COVID-19
therapies and have facilitated the development and availability of
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three approved drugs to treat COVID-19, and EUAs for 14 thera-
pies.

It is also important to note our critical supply chain work, which
has protected consumers by preventing medical products that do
not meet import requirements from entering the country. This in-
cludes continuously surveilling the medical product and food supply
chains for potential shortages, disruptions, and contaminated or
fraudulent products, with focused examinations on COVID-19 re-
lief supplies.

The agency remains committed to continuing the use of every
tool available to us to continue to mitigate the threat of this virus
and others that we have simultaneously worked to counteract, such
as mpox, RSV, and pandemic influenza. Many of these tools are
thanks to the work of Congress and your understanding of the im-
portance of preparation and addressing the needs of our supply
chain before an emergency strikes.

FDA employees are anything but complacent, and they will con-
tinue to work to make sure that we are even more equipped to ad-
dress any future threats. Preparing for future emergencies depends
on using the many strategies that led to a successful response, as
well as the establishment and refinement of authorities and flexi-
bilities that allow the agency to identify and mitigate risks while
promoting innovation outside the public health emergency.

It is essential that we improve our system for evidence genera-
tion. That is, doing the right clinical trials and having access to the
data that Dr. Walensky has brought up. For example, the COVID-
19 pandemic also underscored the importance of both diagnostic
test access and test accuracy, and the critical need for a modern-
ized regulatory framework that applies to all in vitro diagnostics.
After years of collaborative work, including with leaders of this
committee, we believe the VALID Act would achieve this goal, and
is appropriately balanced. Modernized authorities would enable us
to act faster, prevent problems, and allow for greater insight into
FDA’s regulated products for greater safety.

We look forward to continuing working with you to ensure a con-
tinuation of our COVID-19 response success and future readiness.
Thank you, and I look forward to your questions.

[The prepared statement of Dr. Califf follows:]
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Introduction

Chairs McMorris Rodgers, Griffith, and Guthrie, Ranking Members Pallone, Castor, and Eshoo,
and distinguished members of the Committee, thank you for the opportunity to testify before you
to discuss the Food and Drug Administration’s (FDA’s or the Agency’s) coronavirus disease
2019 (COVID-19) response and our preparedness efforts moving forward. Our efforts are in
close coordination and collaboration with our partners, both within the Department of Health and
Human Services (HHS) and across the federal government, to help facilitate the development,
authorization, licensure, approval, and availability of critical, safe, and effective medical

products to address current and future threats.

The COVID-19 pandemic underscores the need to continue to optimize our preparedness and
response capabilities. The Agency’s continued preparedness for, and capabilities to respond to,
public health emergencies and disease threats such as COVID-19, mpox, respiratory syncytial
virus and pandemic influenza have been strengthened by Congress’ support of our work. We

look forward to continuing work with you this Congress to ensure future readiness.

COVID-19 response efforts

This testimony is just a snapshot of the Agency’s extensive work to address this pandemic.
From the beginning of this public health emergency (PHE), FDA has taken a leadership role in
the all-of-government response and continues to focus on facilitating the development and
availability of medical countermeasures to diagnose, treat, and prevent COVID-19; surveilling
the medical product and food supply chains for potential shortages, disruptions, and
contaminated or fraudulent products; and helping to mitigate or prevent such impacts. FDA is
committed to continuing to use every tool in our toolbox to fight this pandemic, including
pivoting as the virus adapts, to arm ourselves with the best available medical countermeasures to

fight this virus.

Data show the current vaccines remain highly effective at preventing serious clinical outcomes
associated with SARS-CoV-2 infection, including hospitalization and death. Staying up to date
on COVID-19 vaccinations is the best thing Americans can do right now, in addition to other

precautions, to help protect themselves and their families.
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Biologics, Including Vaccines: FDA’s Center for Biologics Evaluation and Research (CBER)
continues to facilitate the development and availability of vaccines and other biological products
to combat the COVID-19 pandemic expeditiously and safely. Through our transparent scientific
evaluation, FDA has issued Emergency Use Authorizations (EUAs) for four monovalent
COVID-19 vaccines: the Pfizer-BioNTech COVID-19 Vaccine for use in individuals six months
of age and older; the Moderna COVID-19 Vaccine for use in individuals six months of age and
older; the Janssen COVID-19 Vaccine for use in certain individuals 18 years of age and older;
and the Novavax COVID-19 Vaccine, Adjuvanted for use in individuals 12 years of age and
older. FDA has also approved Comirnaty (known as Pfizer-BioNTech COVID-19 Vaccine under
the EUA) for use in individuals 12 years of age and older and Spikevax (known as the Moderna
COVID-19 Vaccine under the EUA) for use in individuals 18 years of age and older.
Additionally, FDA has authorized two COVID-19 vaccines that have a bivalent composition
(original and Omicron BA.4/BA.5) as a booster dose: Pfizer-BioNTech COVID-19 Vaccine,
Bivalent; and Moderna COVID-19 Vaccine, Bivalent. Pfizer-BioNTech COVID-19 Vaccine,
Bivalent was also authorized as a third dose in the 3-dose primary series in individuals six
months through four years of age. On January 26, 2023, FDA held a meeting of its Vaccines and
Related Biological Products Advisory Committee (VRBPAC) to consider whether and how the
composition for primary doses of the currently available COVID-19 vaccines should be modified
and how and whether the composition and schedule for booster doses should be adjusted moving
forward. By a unanimous vote, the committee recommended harmonizing the vaccine strain
composition of primary series and booster doses used in the United States to a single
composition, e.g., the composition for all vaccines administered currently would be a bivalent

vaccine (Original plus Omicron BA 4/BA.5).

We have relied on the Agency’s rigorous standards for safety, effectiveness, and manufacturing
quality. These COVID-19 vaccines were developed without cutting corners or compromising our
regulatory and scientific standards. As part of each EUA, manufacturers and vaccination
providers are required to report certain information, including serious adverse events, even if it is
unclear whether the vaccine was the cause, including those that result in hospitalization or death
to the Vaccine Adverse Event Reporting System (VAERS), a national vaccine safety
surveillance program jointly run by FDA and the Centers for Disease Control and Prevention

(CDC). Vaccine safety is a top priority for the federal government, and we take reports of health
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problems following COVID-19 vaccination very seriously. FDA and CDC have implemented a
coordinated and overlapping approach for continuous safety monitoring of all COVID-19

vaccines using state-of-the-art technologies.

Drug Products: FDA’s Center for Drug Evaluation and Research (CDER) continues its
successful work to facilitate the development and availability of diverse therapeutics for use by
patients, physicians, and health systems. FDA accelerated the development and publication of
guidance and other information for industry and researchers on developing COVID-19-related
treatments. Further, FDA created an emergency review and development program for possible
therapies for COVID-19, the Coronavirus Treatment Acceleration Program, or “CTAP.” Under
CTAP, FDA is using every available authority to facilitate the development of safe and effective
products to treat patients with COVID-19. As of January 22, 2023, there are more than 720 drug
development programs in the planning stages and the Agency has reviewed more than 440 trials
of potential therapies for COVID-19.' These therapies include antivirals, immunomodulators,
neutralizing antibodies, and combinations of these products, as well as cell and gene therapies
regulated by CBER. The diversity of therapeutic approaches being investigated rapidly expands
our understanding of the effect of different categories of potential treatments. As of January 22,
2023, FDA has approved three drugs to treat COVID-19 and there are currently fourteen EUAs
for COVID-19 therapies.

Medical Devices: FDA’s Center for Devices and Radiological Health (CDRH) has also worked
to meet the unprecedented demand for medical devices including tests, personal protective
equipment (PPE), and ventilators, while continuing to fulfill the Center’s mission to protect

public health and facilitate medical device innovation.

CDRH staff also utilized vital EUA authorities and interacts frequently with test developers and
other device manufacturers through the pre-EUA process, including through rolling reviews to
further expedite emergency use authorization of critical medical devices. This interaction
included working closely with these developers and adapting CDRH’s policies to addressing
public health needs, as those needs changed. These efforts resulted in increased testing capacity
and broadened public access to rapid tests, including those purchased over-the-counter (OTC), as

well as assuring access to other critical devices. CDRH prioritized at-home tests since the
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beginning of the pandemic, authorizing 30 OTC at-home tests, resulting in hundreds of millions
of additional OTC tests available monthly to American consumers. Since January 2020, FDA has

engaged with over 1,000 developers and authorized over 443 tests.

CDRH continues to issue EUAs as appropriate for other types of devices and has taken various
actions to help facilitate the availability of critical devices and supplies for health care providers
and patients. To date, we have issued EUAs or provided traditional marketing authorizations to
over 2,800 medical devices for COVID-19, which is 15 times more EUAs than all other previous
emergencies combined. In total, CDRH has reviewed 510(k)s for and cleared over 1,900 devices
that can be used for COVID-19 and certain similar diseases, including future pandemics. CDRH
also issued 28 guidance documents (as well as 21 revisions) outlining policies to help expand the
availability of medical devices needed in response to COVID-19.

As we look to transition from the COVID-19 PHE to normal operations, FDA has worked on
guidances? for transitioning devices that fall within enforcement policies issued during the
COVID-19 PHE or that received EUAs to help facilitate a clear and predictable path to market
for interested developers. FDA intends to facilitate continued access to devices for patients and
health care providers during the transition and while marketing submissions are under review.
Human and Animal Food: As akey part of FDA’s mission, a safe and accessible food supply is
critical to the health and well-being of families across the United States. As such, FDA has
worked with federal, state, local, and industry partners to help ensure a safe and adequate food
supply for humans and animals. We have seen that the broad supply chain imbalances impacting
so many products are also impacting food, including infant formula, for which COVID-19 had
caused supply chain tensions well in advance of the February 2022 recall of certain Abbott infant
formulas. To help mitigate the shortage, FDA worked to facilitate the importation of millions of
cans of infant formula. Overall, food production and manufacturing in the United States has been
remarkably resilient, but we continue to monitor the food supply and apply mitigation strategies

for products impacted in part by pandemic-related issues.

In response to the pandemic, FDA’s Foods Program developed 2/ Forward, a food supply chain

data management tool, to help identify where risks for interruptions in the continuity of the food

2 https://www.fda.gov/medical-devices/guidance-documents-medical-devices-and-radiation-emitting-products/cdrh-
proposed-guidances-fiscal-year-2023-fy2023
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supply may be greatest. As part of this tool, FDA conducted targeted outreach to the food
industry to offer additional resources and technical assistance in addressing challenges, including

monitoring and supporting the infant formula supply chain.

Imports, Inspections, Compliance and Protecting the Medical Supply Chain: Throughout the
pandemic, import investigators have been on site protecting the medical supply chain at our ports
of entry, courier facilities, and the international mail facilities (IMFs), with uninterrupted support
from the Office of Regulatory Affairs (ORA) laboratories. Through continued vigilance, FDA
has helped prevent pharmaceuticals and other medical products that do not meet import
requirements from entering the country. Since March 2020, with the cooperation of and in
coordination with U.S. Customs and Border Protection, FDA has refused and destroyed more
than 148,904 drug products, totaling over 28,521,139 capsules, tablets, and other dosage forms
of violative drugs shipped via international mail. FDA has maintained pre-pandemic levels of
screening for products offered for import and refused approximately 202,746 medical product
lines offered for import. FDA has focused examinations on COVID-19 relief supplies to ensure
that reviews of compliant products are expedited while maintaining our commitment to refusing

medical products that appear to be misbranded, unapproved, counterfeit, or otherwise violative.

Throughout the pandemic ORA continued to conduct mission critical foreign and domestic
inspection and investigations including those in support of EUAs for critical medical
countermeasures (MCMs) as well as to ensure the quality and availability of medical products.
Since October 1, 2021, FDA has been performing domestic inspections at normal operational
levels and in April 2022 began to conduct foreign facility inspections, including surveillance and
other inspectional work. As FDA works through the inventory of postponed surveillance
inspections, the Agency is prioritizing higher-risk establishments. The ORA inspectorate also
continues to partner with foreign regulators to conduct inspections and share information to

increase global access to medical products.

FDA’s Public Health Emergency Preparedness and Response Mission

The Administration’s National Biodefense Strategy and Implementation Plan on Countering
Biological Threats, Enhancing Pandemic Preparedness, and Achieving Global Health Security
describes in detail a set of transformative capabilities the U.S. government aims to build to

defend against future pandemics and biological threats. These include the capability to develop
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and safely deploy medical countermeasures against novel pathogens much more rapidly than is
possible today. These capabilities will require additional resources and scientific breakthroughs.
FDA is playing a key role in this effort, to ensure that medical countermeasures can be rapidly

and rigorously validated to ensure their safety and efficacy for pandemic response.

The COVID-19 pandemic underscores the importance of a swift and agile response coordinated
across all levels of government and in collaboration with the private sector. Through effective
communication, dexterity, and innovation, we were able to mitigate the impact of the pandemic
and prevent innumerable illnesses and deaths. Preparation for future PHEs depends on utilizing
the many strategies that led to a successful response as well as the establishment and refinement
of authorities and flexibilities that allow the Agency to identify and mitigate risks while
promoting innovation. This includes continuing to proactively leverage existing relationships
with entities outside of FDA in emergency response situations. For example, FDA leveraged an
ongoing partnership with U.S. veterinary diagnostic laboratories to strengthen COVID-19 testing
at the height of the COVID-19 pandemic. In ordinary times, this partnership, the Veterinary
Laboratory Investigation and Response Network (Vet-LIRN), helps the U.S. animal health
infrastructure rapidly respond to animal health incidents, but during the critical need for COVID-
19 testing, it successfully increased capacity to accurately test both human and animal samples
for COVID-19. FDA’s capacity to drive future PHE responses depends on maintaining and
further building collaborations with regulatory, academic, and industry partners even in the

absence of a crisis.

Facilitating Access to Safe and Effective Medical Products
As FDA prepares to combat future pandemics, assuring access to safe and effective medical

products continues to be of utmost importance. Several areas can provide support in this mission.

Drug Product Supply Chain

The COVID-19 pandemic served as a reminder that the drug supply chain is extremely
vulnerable to supply disruptions and surges in demand. Prior to this pandemic, most shortages
were due to manufacturing issues that disrupted supply, for which manufacturers of drugs and
active pharmaceutical ingredients (API) are required to notify FDA. This notification

requirement provides FDA more time to mitigate or prevent a shortage, and the Agency used this
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authority often during the pandemic to prevent supply disruptions. However, during the
pandemic we also saw unprecedented demand for drugs for which the Agency cannot require

notifications.

Looking to future preparedness, and in accordance with the National Strategy for a Resilient

Public Health Supply Chain, it is critical for the U.S. government to have visibility into the end-

to-end supply chain data access. We believe there are several areas where Congress could build

on our current authorities to improve our visibility into the supply chain, strengthen our ability to
oversee the drug supply chain, and ensure continued access to critical drug products. As noted,
the ability to require drug manufacturers and distributors to report surges in demand to FDA
could help the Agency prevent or mitigate shortages, including their severity and impact on
patients. Additional improvements in the drug supply chain include:

e Requiring labeling of bulk drug substances to include the original manufacturer and labeling
of finished drug products to include additional supply chain information to help identify
sources of APIs, thereby providing greater insight into the supply chain; and

e Enhancing information that manufacturers must report, including the suppliers they relied on
to manufacture the listed drug and the extent of such reliance, to provide more complete
supply chain insight. Having this information would allow the Agency to work more

proactively to diversify the supply chain and reduce the risk of shortages.

Finally, as more manufacturers enter the vaccine and biotherapeutics industries and as we face
future pandemics, a robust response by ORA’s inspectorate will depend on operational readiness
and surge capacity. For example, FDA could achieve more effective and efficient oversight
through enhanced authorities for conducting remote regulatory assessments. This could include
explicitly extending the ability to request records or other information, in advance of or in lieu of
inspections, to all FDA-regulated products, as well as authorizing mandatory remote interactive
evaluations. Congress recognized these authorities were key to future preparedness in the fiscal
year (FY) 2023 Omnibus by expanding FDA’s authority to request records and other
information, in advance of or in lieu of an inspection, to devices and to sites or facilities subject
to bioresearch monitoring inspections. However, the Agency could achieve even greater
regulatory compliance if this records request authority were expressly extended to all FDA-

regulated products. Critical investments in this space also include increasing the inspectorate’s
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workforce capacity for oversight of medical products and funding training and continuing

education of the inspectorate’s workforce.

Medical Device Supply Chain and Safety

Shortages: In the COVID-19 pandemic, CDRH has worked with manufacturers, health care
providers, suppliers and our U.S. government partners to mitigate over 350 reported medical
device shortages, which equates to thousands of medical devices. Using the new device
shortages authority we received through the CARES Act, we were able to facilitate device
availability for patients across the United States. This is a vital authority, as our most vulnerable

populations are those most often impacted the greatest by critical device shortages.

Based on our experience with this pandemic, as well as with shortages and supply chain
disruptions that occur outside a PHE, we believe the public health would benefit from removing
the temporal limitation in statute that only requires manufacturers to notify FDA about
interruptions or discontinuances in the manufacture of certain devices during or in advance of a
PHE. The FY2023 Consolidated Appropriations Act (FY23 Omnibus) added voluntary
notifications from manufacturers about certain device discontinuances or disruptions, but an
effective device supply chain program requires a more comprehensive and consistent flow of
information between manufacturers and FDA, similar to what is required for drug products.
Without this, the Agency remains limited in its ability to collect information that can mitigate or
prevent medical device shortages, protecting U.S. patients and health care providers.

Critical shortages occur in many situations that are outside of or unrelated to PHEs, including
natural or human-made disasters, recalls, geopolitical conflict and production shutdowns, and
cybersecurity incidents, among other triggering events for which device shortages can still
significantly impact patient care. Furthermore, by the time there is an emergency, it is often too
late to mitigate or prevent shortages. For example, supply chain disruptions began even before
COVID-19 cases were identified in the United States, as other nations had outbreaks and needed

PPE, testing supplies, and other equipment in excess of supply.

Another important aspect of supply chain preparedness are risk management plans. The ability to
require a risk management plan for critical devices would help ensure manufacturers have plans
in place to ensure resiliency and mitigate future supply chain disruptions. COVID-19 showed us

that manufacturers are not always prepared for situations where their ability to manufacture
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product may be disrupted or may be insufficient to meet increases in demand, especially where
they are dependent on one source for a critical raw material or component that was in shortage.
Risk management planning that occurs even outside of an emergency will result in greater

resiliency in the critical device supply chain.

In Vitro Diagnostics: The past few years have also highlighted the critical need for a modernized
regulatory framework that applies to all in vitro diagnostics. The COVID-19 pandemic
underscored the importance of both test access and test accuracy. Beyond COVID-19, tests are
used for many different purposes and are based on many different types of technologies, and they
are becoming increasingly important to our entire health care system. According to CDC, 70
percent of health care decisions are based on clinical lab test results.’ Some of those tests are the
sole determinant of a patient’s treatment. A modern oversight framework that is specifically
tailored to assuring tests work is critical to position ourselves for the future — whether it is to

prepare for the next pandemic or to realize the full potential of diagnostic innovation.

Such a system can balance innovation with assurance of accuracy and reliability for tests. For
example, a technology certification approach could provide assurances for most tests without
individual FDA review of the tests. These assurances are critical. We have seen many examples
of tests that do not work — from COVID-19 tests submitted during the pandemic, to tests that are
the sole determinant of which treatment a cancer patient receives. In particular, we are concerned
that there may be inaccurate laboratory developed tests, or LDTs, in use today.* This puts patient
health at risk, undermines our health care system, and hinders the country’s ability to effectively
address PHEs.

We look forward to continuing our work with Congress and stakeholders to create a modern
framework for all tests and to strengthen supply chain authorities. In the meantime, we intend to
move forward using our current regulatory authorities to offer providers and patients confidence

in the diagnostic tests that they use.

3 https:/fwww.cde.gov/esels/dls/strengthening-clinical-labs html#print

4 For example, see: Case studies of 20 LDTs that may have caused patient harm (http://wayback.archive-
it,org/7993/2017111420391 Uhttps:/www fda gov/iAboutFDA/ReportsManualsForms/Reports/aemd 72773 hitp ) and FDA’s
analysis of 125 EUA requests for COVID-19 tests from labs that fonnd 66 percent were not designed or validated appropriately
(hitps./fwww.neim.org/doi/full/10. 1056/NEIMp2023830).
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QOverseeing Products Critical to Public Health and Fostering Medical Countermeasure
Development

We have also seen that during a PHE or a supply disruption that other critical products can have
immense impact on families, as we saw in the infant formula shortage. Preventing food shortages
is critical to public health and we are grateful that Congress included a provision in the FY23
Omunibus to require manufacturers of infant formulas and certain medical foods to notify FDA of
potential shortages. Looking forward, parallel authority to require notifications of anticipated
interruptions in the supply chain of additional categories of foods designated by FDA during a

declared PHE could help prevent future shortages in the food supply.

Further, enhancing FDA’s regulatory capabilities and readiness to respond to emerging
pathogens, ensure blood safety and availability, and expeditiously review new vaccines, existing
vaccines and other medical products, is vital to the Agency’s continued success in PHE
preparation and response. Our staff have had to be pulled off other work and have been working
relentlessly on pandemic issues for the past three years, leading to a significant backlog and
fatigue. During COVID-19 we have seen that FDA staff need to be prepared to continue to
address the current pandemic needs while also preparing for potential future pandemics and
staying on top of our daily work to ensure blood safety and availability and regulate vaccines and
other medical products. Through the creation of a specialized program within CBER to defend
against emerging pathogens, the Agency would be well positioned to respond to identified
threats of concern and focus experienced resources to work quickly on MCM development to
address these concerns. In consultation with HHS partners, the program could: provide
recommendations and guidance to developers of vaccines and other medical products and
relevant federal partners; use real-world data or real-world evidence to study the safety and
effectiveness of products for addressing biological incidents and identify which products may be
best suited for specific pathogens or for use in different populations; and facilitate product
development including advances in manufacturing. It could also support scientific research
within CBER that contributes to development and review of biological products to counter

biological incidents and emerging pathogens.

FDA'’s ability to monitor the safety of vaccines would also benefit greatly by a coordinated
federal public health data reporting authority. Through the Biologics Effectiveness and Safety
(BEST) Initiative, part of the FDA Sentinel Initiative, FDA can analyze information occurring in
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millions of health insurance claim submissions or electronic health records (EHR) recorded in
large data systems. FDA’s contractors assist with this program and analyze the data itself behind
their firewall as part of data privacy protections. While the BEST Initiative has been essential
for our work and provided us with a robust picture of safety data, our ability to analyze claims
information is limited by the fact that some vaccinations are not recorded in health insurance
claims data. Further, when insurance claims databases or EHRs detect an adverse event, FDA
often needs to quickly verify information or access additional information to evaluate the adverse
events of interest. When we request records to verify adverse events detected by the BEST
Initiative databases it has taken FDA around 8-12 weeks in some cases to receive voluntary
access to these records. Additionally, coordinated federal public health data reporting authority
would help the Agency to more swiftly identify adverse event patterns and trends associated with
the use of vaccines or other MCMs, and swiftly be able to communicate with health care

providers and patients about safety signals.

Finally, across all these areas, FDA’s partnerships with state, local, and U.S. territorial
governments continue to play an important role in the protection of public health, particularly as
FDA partners with them in the regulation of products, helping to ensure the safety and integrity
of supply chains, and assisting in enforcement against products that are being unlawfully sold.
Allowing for disclosure of non-public information to these agencies with complementary
functions related to FDA-regulated products could achieve faster and more effective action to
protect the public health during national public health emergencies, other state/local disaster

declarations, outbreaks or other public health events, and for routine regulatory oversight.

Conclusion

FDA continues to advance its mission to protect and promote public health by helping to ensure
the safety of human and animal food, and the safety and effectiveness of medical products in the
COVID-19 pandemic. The Agency is continuing to monitor its policies, the marketplace, and
national needs, and will continue to adapt as the circumstances of the pandemic evolve. We take
our public health mandate very seriously and will continue to work each day to help end this
pandemic and prepare for the next one. We look forward to continuing to work with the
Committee on the Agency’s public health emergency preparedness and response mission and
strengthening FDA’s authorities to continue building a resilient supply chain for critical medical

products, foods, and medical countermeasures. Thank you again for the opportunity to testify.
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Mr. GRIFFITH. I thank the gentleman. We now have concluded
our testimony. I appreciate all the witnesses giving their testimony.
We will move into questions and answers, and I will recognize my-
self for the first 5 minutes of questions.

Dr. Tabak, I, along with now-Chairs Rodgers and Guthrie, have
sent the NIH 14 letters requesting information. Those letters
ranged in date from March 18, 2021, to November 30th, 2022, and
most have gone completely unanswered. We received responses
from other agencies, such as the CDC, to our letters.

It appears there was a standing policy at the NIH to disregard
letters from the minority members of this committee. Is that true,
yes or no?

Dr. TABAK. No.

Mr. GRIFFITH. So it is just incompetence that caused 14 letters
to go basically unanswered. I will take that as a given.

We sent you a letter on February 2nd last week requesting docu-
ments and information from the NIH related to the COVID origins
and the EcoHealth Alliance grant to support our legislative efforts
on pandemic preparedness and NIH grant management. NIH sent
us over 580 pages of documents last night after the close of busi-
ness and shortly before the President’s State of the Union address
that consisted mostly of repeat documents already given out or
made public. That is not true cooperation.

So I ask you, is the NIH going to fully cooperate with our re-
quests?

Dr. TABAK. We will continue to cooperate fully.

Mr. GRIFFITH. You will cooperate on this request. Thank you.

We sent the NIH a letter on November 30th, 2022, asking you
not to destroy evidence related to COVID. Last week we sent an-
other letter asking that you “take all reasonable steps to prevent
the destruction or alteration, whether intentionally or negligently,
of all documents, communications, and other information, including
electronic information and metadata that are or may be responsive
to this congressional inquiry.”

Will you vow to follow this request and not destroy these vital
records? Yes or no.

Dr. TABAK. Yes.

Mr. GRIFFITH. Thank you. Even though the NIH suspended
EcoHealth’s grants in July of 2020, before our COVID-19 inquiries
began over grant noncompliance concerns, and later that it was
found that EcoHealth did not follow important grant terms, the
NIH subsequently gave a new grant to EcoHealth in September of
2022.

Why would you allow a company who breached their contract
with the NIH and failed to comply with some important reporting
requirements to get more of the American taxpayer dollars?

Dr. TABAK. We follow process. They were put under advisement
of these deficiencies. They have been working with us to correct
them, and that is why we proceeded.

Mr. GRIFFITH. But they can’t correct the information that they
didn’t require their partners at the Wuhan lab to give them to give
you 3 years later. So we don’t have the information that we learned
last week was important in determining both the origins and how
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to treat those origins at an early date. They failed in a major re-
spect. How can that possibly now comply with your processes?

Dr. TABAK. And we have corrected with them their administra-
tive shortfalls, and continue to work with them.

We are unable to disbar an organization that——

Mr. GRIFFITH. So do you want authority from Congress to be able
to disbar an organization that breaches their contract and fails to
get us information from a subcontractor that may have had vital
information in helping us to respond to the COVID-19 outbreak?

Dr. TABAK. The shortcomings of the Wuhan Institute of Virology
have been noted in the GAO report, as you know.

Mr. GRIFFITH. I know.

Dr. TABAK. And they recommend that disbarment be considered.
And this is something that, you know, we will, of course

Mr. GRIFFITH. Do you need new authority from us to disbar?

Dr. TABAK. We do not disbar. That—the disbarment official sits
in HHS.

Mr. GRIFFITH. All right. Should we add financial penalties to
NIH contractors to ensure stricter compliance if they fail to meet
their contractual obligations into—and to fail to give you vital
records? Do they need a financial incentive that is a negative in-
centive?

Dr. TABAK. We can put such incentives, if you will, or disincen-
tives in our terms of condition.

Mr. GRIFFITH. You can or cannot?

Dr. TABAK. We can.

Mr. GRIFFITH. You can? I suggest you do so.

Should we add financial penalties to the NIH if they fail to do
oversight on important research being done with the American tax-
payer dollars?

Dr. TABAK. I can’t speak to that.

Mr. GrIFFITH. All right. Dr. Tabak, from 2015 to 2019 EcoHealth
Alliance gave multiple—NIH grantee for coronavirus research—
gave multiple subaward transactions to the Wuhan Institute of Vi-
rology. EcoHealth has serious deficiencies, as we have discussed.
The Office of the Inspector General even confirmed this in a recent
report.

How do you allow that to happen without consequences?

Dr. TaBAK. The consequences were the initial suspension, rein-
statement, suspension of the grant. And we have worked with the
primary grantee, EcoHealth Alliance, to get them back into proper
order.

Mr. GRIFFITH. It does not seem sufficient to this Member.

I yield back to myself and now recognize the gentlelady, Ms. Cas-
tor, ranking member of this subcommittee, for her 5 minutes.

Ms. CASTOR. Thank you, Mr. Chairman.

The witnesses here today represent the most important scientific
institutions in our fight against the COVID-19 pandemic and other
diseases, and I greatly appreciate your work and the work of count-
less health professionals, everything that you have done in facing
down this virus and your work to save lives.

Unfortunately, President Trump’s early minimization of COVID-
19, followed by numerous instances of pushing misinformation,
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eroded public confidence in these vital public health and health in-
stitutions at a time that we relied on them the most.

This wasn’t limited to the White House, however. In Florida,
Governor DeSantis and his surgeon general have peddled con-
spiracy-driven propaganda that runs counter to the consensus of
every major scientific and health organization. The Governor has
actively discouraged public health protocols and vaccines. He has
hidden data. He has withheld aid. He has put dangerous policies
in place that have cost lives and have put Florida children and
families at risk.

So you have an enormous job to combat this misinformation and
rebuild the public trust. So I would like to hear what you all are
doing to ensure that we are operating on proper science, and that
the public has trust in your institutions.

Dr. Tabak, I will start with you.

Dr. TABAK. One of the programs that we have established is
known as CEAL. It is a community engagement alliance where we
do localized approach, partnering with faith and community lead-
ers, particularly in underserved communities, to address all ques-
tions about COVID vaccines, therapeutics, et cetera.

In the RECOVER trial, we are engaging patients and commu-
nities broadly, again, trying to build—work with them through
trusted community voices.

Ms. CASTOR. Dr. Walensky, I will ask you the same question, but
I know you have undergone a very extensive review. It has been
called “unflinching” in your examination of past mistakes by the
CDC and how you improve going forward. You have done some re-
organization. So how are you working on building public trust in
the agency’s mission?

Dr. WALENSKY. Thank you. Yes. Obviously, much of—some of the
challenges, or challenges this administration inherited, they have
been longstanding challenges at the CDC, and we have taken this
opportunity to learn from what we—the challenges of the COVID—
19 pandemic. That includes sharing our scientific data faster, en-
hancing our laboratory quality, translating that science into clear,
concise communications.

I do want to highlight the real importance of mis- and
disinformation and how it has undermined our vaccine efforts. It
is the case that we anticipate vaccine rates have gone—well, we
have seen vaccine rates of incoming children into kindergarten
have gone down from 94 percent to 93 percent just in this last
year. That is a quarter of a million children not coming to kinder-
garten with being up-to-date in their vaccines. We are doing a lot
of work at CDC, but this is not something that CDC can do alone.
It is going to take all of our agencies. It is going to take all of the
government, and every single one of us has a role in mis- and
disinformation.

Ms. CASTOR. I have seen it in Florida. The vaccination rates for
children are down, and I know it is a direct result of a lot of this,
the scare tactics and misinformation.

Dr. Califf, I am going to ask you to respond for the record, be-
cause I would like to ask Dr. Walensky about the CDC’s data mod-
ernization initiative.
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So we are—it is so important that we aim to get—to empower
the agency to get better, faster, more actionable insights on public
health data. But I heard from folks back in Florida and all across
the country it was so outdated. We have given the CDC funds to
modernize it. I know that is just a drop in the bucket. So how—
what are you doing to ensure that the public has the most accurate
data that is up to date?

Dr. WALENSKY. So just to give you a scope of the problem, it took
us 6 months to get data use agreements for—to receive data during
COVID-19, and it was over 100 data use agreements. So we are
working through our data modernization efforts to have a singular
highway through which data passes so that data from your dis-
tricts can come to CDC, and then we can give it back to your dis-
tricts

Ms. CASTOR. And not by fax machine.

Dr. WALENSKY. No, not by fax machine. And, in fact, in those dis-
tricts where we have seen—where we have stopped using the fax
machines, there are data to suggest we saved 140 million person
hours, so that we know that these highways will work.

And then we can receive those data from your districts, and we
can give those data back to you so you can see what is happening
in your districts and the districts around you, what threats might
be at your front door.

Ms. CASTOR. So we save lives and save money at the same time.
It sounds good. Thank you so much.

I yield back.

Dr. WALENSKY. Thank you.

Mr. GrIFFITH. The gentlelady yields back. I now recognize the
chairman of the Health Subcommittee, Mr. Guthrie.

Mr. GUTHRIE. Thank you very much. I appreciate it.

And responding to what our ranking member said, we obviously
have to listen to experts, because we are not experts. But we don’t
have to give away our right to oversight. We are responsible for
oversight of what is going on at the agencies. That is in our pur-
view. I know we didn’t have hearings when they were in the major-
ity, but we are now.

And quite honestly, Dr. Walensky and Dr. Califf, you all have
reached out to me, so I think you all appreciate our role in over-
sight, and that is noted and appreciated.

And so—and the reason is this, and as an example we are going
to talk about school closure. I think we talked of that before.

In summer of 2020, the Kentucky schools were getting ready to
start back again. This is before you guys were in office, I under-
stand that. And then the Governor delayed, said—told schools they
couldn’t open. Then he went to a point and said, “OK, I am going
to suggest you don’t open, or ask you not to open, but not force it.”

We had school systems say, “We have been spending the summer
getting ready. We are going to get open, we are going to stay
ready.” So they met in the fall of 2020, a handful of school systems
in my district. One superintendent didn’t want to meet, but the
nonexperts who are elected school board members voted down, and
they met. And the kids were better off for what—the decisions that
the nonexperts made.
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And the Governor even pointed out our school system, some of
my superintendents by name, for—“You all are going to cause prob-
lems, you are opening your school system.” Well, it didn’t take too
long to understand—not that there weren’t any cases in our school
system, but none traced to the school system. And we learned pret-
ty quick the kids weren’t super-spreaders like they are with the flu.
And not a single person from Frankfort went to one of our schools
that were open every day and said, “Is there some—what are you
guys doing to make it work?”

And so then you fast forward to, you know, 2021, and then the
guidance, Dr. Walensky, coming out from CDC. That was highly re-
ported, heavily reported that teachers union were involved in a
line-by-line edit of the guidance. And it would have been helpful if
one of my superintendents would have had the opportunity to
apply.

So it gets not just to that situation, but also you’re the experts.
But how do we—how is it transparent? How do we know? How can
we have confidence in guidance, when we have school systems
meeting, and meeting effectively, but then guidance came out that
a lot of people used to keep the—I know you didn’t order the school
systems to close, but they used your guidance to do so.

Dr. WALENSKY. Yes, I appreciate the opportunity to speak to this.

So I came in on January 20th, and it was my—among my highest
priorities to get our schools open. And it demonstrated—the work
that we did was demonstrated to be successful. So when I came in,
46 percent of schools were open. By the end of May we had 63 per-
cent of schools fully open. And by September we had 94 percent of
schools fully open.

Among the first guidances that I released, I think within 3 weeks
of my arrival, was how to get our schools open. That is the guid-
ance to which you are referring. And I would just like to speak to
how we put that guidance together. We take subject matter ex-
perts, we have our scientists review the data, review the
science——

Mr. GUTHRIE. Did the teachers union have specific—I have just
got so much time, I am sorry—but did the teachers union have spe-
cific access to it

Dr. WALENSKY. So——

Mr. GUTHRIE [continuing]. That others didn’t?

Dr. WALENSKY. In a penultimate version, what we do is we look
at our key stakeholders. We reached out to over 50 key stakeholder
groups. That included parents, that included superintendents, that
included teachers, because we really need to make sure that those
stakeholders can actually implement on the guidance that we put
forward.

There was a key piece missing in that penultimate version, and
that is what do you do for teachers who are immunosuppressed,
those teachers who are getting breast cancer treatment, teachers
who have had a heart transplant. That piece had been missing. It
was the reason that we requested that feedback, is so that we can
say, “What is missing to implement?” And it was that piece that
was changed after those discussions.

Mr. GUTHRIE. So are you going to do things differently, or do you
feel like——
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Dr. WALENSKY. So we are strengthening our processes as to how
we standardize and do that outreach, but I think that outreach is—
continues to be critically important. We need to know how the end
users will receive our guidance to wunderstand what is
implementable for the——

Mr. GUTHRIE. We want to make sure that everybody has access
from all parties——

Dr. WALENSKY. And we did speak to superintendents and par-
ents. We spoke to over 50 groups.

Mr. GUTHRIE. Thank you.

And Dr. Califf, I understand that FDA has—that people have
said it has really good guidance practices. Can you speak to that,
to your guidance practice, when you get input from folks moving
forward?

Dr. CALIFF. As I think you know, there is a draft guidance that
is put out, and then comments are achieved from the public, really,
at that point. But during the course of drafting guidances we may
have discussions with interested parties. Many of our guidance, as
you know, deal with the medical products industry, for example.
And we do talk with people, because we can’t—you know, can’t do
these things in a vacuum.

Mr. GUTHRIE. OK, thank you.

And Dr. Walensky, I only have about a half a minute, so I am
going to try to get my question quick. But we talked a little bit
about mission creep.

When CDC is the pandemic preparedness and response, and—
CDC, over 100 years since we have had our big—last big
nationalwide pandemic, and just the response to—is CDC prepared
for a—it wasn’t prepared, it did appear, at the very beginning. Is
it prepared now for another

Dr. WALENSKY. A lot of what we are doing in CDC moving for-
ward is strengthening our piece or component that is a response-
based agency. We have a new CDC responder—Ready Responder
Program.

What we could really use from Congress is the workforce authori-
ties to be able to do that, workforce authorities that are similar to
other response agencies like FEMA, work for—danger pay, over-
time pay, loan repayment, tax-free loan repayment. So those work-
force authorities would be really helpful for us to be even more
ready to respond.

Mr. GUTHRIE. I am sorry, 5 minutes goes fast. I yield back.

Mr. GrRIFFITH. I thank the gentleman for yielding back and now
recognize Ms. Eshoo, the head of the—or the ranking member of
the Health Subcommittee.

Ms. Eshoo, you are recognized for 5 minutes.

Ms. EsHOO. Thank you, Mr. Chairman. Just to comment about
the last exchange, in my view something was left out of it: the
American Rescue Plan.

In March of 2021, the Congress passed, the President signed into
law billions and billions of dollars for vaccines for all of the things
that would protect the American people, and that cannot be over-
looked. It is an important discussion about schools, and under-
standing how guidances work, and who the agencies meet and talk
to to come up with the best policies going forward. It is all impor-
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tant in a hearing. But I—this cannot be overlooked. I don’t know
what would have happened to the people of our country without
that rescue plan. And it wasn’t unanimous. But it got done.

Dr. Tabak, I would like to ask you about—speaking of money—
the Congress appropriated $1 billion to NIH to study long COVID.
Patients have been waiting—and they have been more than pa-
tient—since December of 2019. And I think the effort is called RE-
COVER, and it is to research, you know, potential treatments.
Where is that? How close are you to coming out with what is need-
ed for those that have been waiting a long time?

Dr. TABAK. We have put together a national cohort of patients at
different stages of infection with COVID-19, and those who have
already reported that they suffer from long COVID.

Ms. EsHOO. I am familiar with that.

Dr. TABAK. And

Ms. EsHOO. I want to know how close you are to——

Dr. TABAK. Well, we are within the next——

Ms. ESHOO [continuing]. The mission——

Dr. TABAK [continuing]. Few months to launch the first inter-
ventional trials.

The reason it has taken the time it has is because we wanted to
build a large enough cohort of patients so that we would actually
get actionable answers.

Ms. EsHOO. So it took from 2019 to now to get the cohort?

Dr. TABAK. Indeed, it has, because

Ms. EsH0O. And how many are in it?

Dr. TABAK. I am sorry?

Ms. EsHOO. How many are participating in it?

Dr. TABAK. I would have to get back to you the specific numbers,
but please appreciate that, as the virus evolved, so too has long
COVID. The—

Ms. EsHO0. Well, exactly. That is why I am asking.

Dr. TABAK. And that is why we need to continue to build a cohort
that is representative of the disease, so that the answers that we
get with our interventional trials will have some actionable

Ms. EsHOO. OK. Well, if you have anything else that you can add
to that, I would appreciate learning it, getting it from you.

To both the CDC and the FDA, I think the public and certainly
Members of Congress became all too familiar with advisory com-
mittees during—and that impacts your work. But I think that it
also added to the confusion of the American people.

Advisory is exactly that, it is advisory. And I have to say that
I found it troubling. It seemed to me that there was a lack of bal-
ance between the ultimate decision maker and an advisory com-
mittee, an advisory committee.

So can you—well, first of all, do you think that there should be
some streamlining of these advisory committees, and really make
them more practical?

Dr. Califf.

Dr. CALIFF. Thank you for that question. I actually chaired an
FDA advisory committee for

Ms. EsHOO. There you go.

Dr. CALIFF [continuing]. Some period of time back in the good old
days.
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I think advisory—it is like democracy. It is messy. And I think
advisory committees are critical. The FDA full-time staff need to
interact with outside experts in a structured manner.

But you’re right, they are advisory, They are not decision-mak-
ing. Our regulatory decisions are made by full-time civil servants
who don’t have a conflict of interest financially and whose mission
is preserving and protecting public health.

We are looking across the FDA right now at what we can do.
Streamline is one word, I would say, to optimize the use of advisory
committees. They’re so important, whether it is food, tobacco, or
rare diseases, for example. We need to have that kind of input. So
it is critical. We need to make it better.

Ms. EsHOO. Dr. Walensky?

Dr. WALENSKY. Yes, I don’t have much to add to that, except to
say that there is incredible value in the independent expert opinion
of nongovernmental officials who are very well-recognized across
the country in their field of vaccine that we have on our Advisory
Committee on Immunization Practices.

I agree they are messy. They have been challenging during——

Ms. EsHOO. So are you looking to change anything?

Dr. WALENSKY. We are reviewing the advisory committee proc-
esses, yes. However, you know, I do think that there is an impor-
tant component of our Advisory Committee on Immunization Prac-
tices that has been steadfast through all the vaccines. Certainly, it
has been in the spotlight during COVID-19 vaccines, but there are
many pediatric vaccines that have been reviewed carefully through
this committee.

Mr. GrRIFFITH. The gentlelady yields back. I now recognize the
chairman of the full committee, Cathy McMorris Rodgers, for her
5 minutes of questions. Thank you.

Mrs. RODGERS. Thank you, Mr. Chairman. I want to start with
Dr. Walensky.

Dr. Walensky, there is serious distress today with our public
health agencies. I recently saw one poll that nearly 40 percent of
the public does not trust our public health agencies to handle the
next public health emergency. And I don’t blame them. While I ap-
preciate that we were dealing with an evolving virus, there were
also a lot of mistakes, too many mistakes with communication and
decision making from the CDC.

And one relates to mask mandates. You know, there has been
several studies that have looked at the effectiveness of masks to
prevent the COVID spread. And there was one just recently that
came to several important conclusions. First, there is—there was a
notable lack of reliable studies on the efficacy of face masks. And
second, there remains much uncertainty about the impact and the
effect of face masks.

While acknowledging the limited data pool, it found no clear sign
of a reduction in transmission when using either medical or sur-
gical mask. Yet today CDC still recommends masks in schools for
all ages, even though the emotional, mental, physical, and edu-
cational toll masking has had on our kids is widely recognized. In
fact, the CDC is currently the only national or international public
health agency that recommends masking 2-year-old children.
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I would like you to explain in detail the process and the timeline
by which evidence such as this is used by the CDC to update, mod-
ify, or necessarily withdraw current guidance.

Dr. WALENSKY. Great. Thank you for the opportunity to clarify
on those points.

So I believe you're referring to the Cochrane Review study. This
is an important study.

Mrs. RODGERS. Yes.

Dr. WALENSKY. But the Cochrane Review only includes random-
ized clinical trials. And as you can imagine, many of the random-
ized clinical trials that were included in that were for other res-
piratory viruses, not COVID-19. Some of them were for COVID-
19, just to be clear. But it is very different for COVID-19, because
you have a pre—a virus that—different from flu, potentially dif-
ferent from SARS or MERS, transmits before you actually have
symptoms.

Mrs. RODGERS. So——

Dr. WALENSKY. It is also the case that the—one of the limitations
in that study was clearly stated that people were not actually en-
gaged in the intervention. So you actually have to wear the mask
for it to work.

Mrs. ROoDGERS. OK, OK.

Dr. WALENSKY. So there are lots of studies now——

Mrs. RODGERS. Dr. Walensky?

Dr. WALENSKY [continuing]. In Georgia

Mrs. RODGERS. Dr. Walensky, why are we masking our kids
today?

Dr. WALENSKY. You know, thank you. Also, so our guidance for
school-based masking is related to our COVID-19 community lev-
els. And fortunately, we are in a place now in this country where
most of our country is in green or yellow, has low or moderate
transmission COVID-19 community levels. And in those situations
we actually don’t recommend masking. We recommend it for high
COVID-19 community levels.

Mrs. RODGERS. So what is your timeline for updating, reevalu-
ating these guidance?

Dr. WALENSKY. You know, our masking guidance doesn’t really
change with time. What it changes with is disease. So when there
is a lot of disease in a community, we recommend that those com-
munities and those schools mask. When there is less disease in the
community, we recommend that those masks come off.

Mrs. RODGERS. So—OK. So it is just going to continue. That

is

Dr. WALENSKY. We will continue to recommend that, when there
is high amounts of hospitalization, severe disease, and disease in
the community——

Mrs. RODGERS. Despite the emotional, mental, physical, edu-
cational toll that we know masks are having on our kids.

Dr. WALENSKY. As you and I have spoken about

Mrs. RODGERS. Yes.

Dr. WALENSKY [continuing]. Yes, indeed, it is important that we
recognize that our kids need to be in school.

Mrs. RODGERS. OK, yes.
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Dr. WALENSKY. We know that when masks don’t—when masking
doesn’t happen in high COVID-19 community levels, those do

Mrs. RODGERS. OK, thank you. We will continue this conversa-
tion.

Dr. Tabak, just this last weekend New York Times published an
article about the astonishing, horrible learning loss resulting from
government recommendations that led to lockdowns and virtual
schooling. NIH has a budget over $40 billion. Has NIH initiated
any studies looking at learning loss or the impact of shutdowns on
childhood development?

Dr. TABAK. Yes, we have, both through the National Institute of
Mental Health and the National Child Health and Development.

Mrs. RODGERS. I would—I am anxious to see those studies, the
reports. So I just would ask you to give me that list, and where the
funding was provided, and a summary of the studies. That would
be great.

And in my final minute here, Dr. Califf, you know, I continue to
hear concerns about the FDA having virtual meetings, and espe-
cially for innovators and others that have some amazing break-
throughs being told by the FDA that you can only meet through
Zoom, or not even through Zoom. I had one—yes, can’t even meet
through Zoom, you have to be—have written correspondence. You
know, it slows down approvals for everything from flu tests to
novel vaccines.

So I would just like to ask, when is everybody going to be back
to work? Or what percentage of employees are back to work 5 days
a week? What percentage of meetings are via Zoom?

Dr. CALIFF. One hundred percent of our employees have been at
work every day since the beginning of the pandemic, and will con-
tinue to do so. In fact, working——

Mrs. RODGERS. In the office?

Dr. CALIFF [continuing]. Nights and weekends.

Mrs. RODGERS. In the office?

Dr. CALIFF. Many of our employees aren’t in the office to begin
with. We have inspectors, we have people reviewing data. We have
200 locations around the country.

I would also add we have now added back in-person meetings.
They are being scheduled. Interestingly, when I have said, “Would
you like all in-person meetings,” the industry, by and large, has
said, “We would sort of like both,” because the ability to have a
meeting on the spot via Zoom, it is a period of trying to get a bunch
of people to Silver Spring and stay in a hotel——

Mrs. RODGERS. Well, my time has expired.

And I suspect sometimes it makes sense to do it via Zoom. It was
most concerning to me when it was—the response was it requires
written communication as the only way. We all know that that is
going to cause all kinds of delays.

So bottom line, bottom line, we need all of you to be responsive.
We need you to be accessible. And we do look forward to greater
communication between all of your agencies and Congress. We are
the elected representatives of the people.

Thank you for being here today.
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Mr. GrIFFITH. The gentlelady yields back. I now recognize the
gentleman, the ranking member of the committee, Mr. Pallone, for
his 5 minutes.

Mr. PALLONE. Thank you, Mr. Chairman.

As we know, the President has announced that he plans on
unwinding the current COVID-19 public health emergency by May
11th. And this is possible because of the work that this administra-
tion was able to do to control this disease. This administration or-
chestrated the largest free vaccination campaign in U.S. history,
delivered hundreds of millions of dollars—well, hundreds of mil-
lions of tests to the public, and provided guidance to schools and
offices to open safely.

And in no small part because of these successes, my Republican
colleagues have declared that the pandemic is fully over, and that
the administration should suspend the public health emergency im-
mediately. This, of course, was the first of the three bills that I
mentioned in my opening statement that seek to roll back, in my
opinion, COVID protections. And I have been very critical that
such an abrupt end to the emergency would seriously undermine
the progress that we have made. It would also ignore the sad fact
that an average of nearly 500 people are still dying every day from
COVID-19.

The decision to base—to end the emergency should be based on
science. It should be with the agencies that have the expertise. And
again, the President has said he plans to do this, which means that
that could change if the COVID situation got worse with more
variants, whatever.

So the Republicans have also claimed that the administration
does not have a plan for winding down the public health emer-
gency. And I would like to give our witnesses an opportunity to re-
spond to that. I am interested in hearing how we can continue to
protect the health and well-being of Americans and minimize dis-
ruption. So let me ask each of you quickly, because I have two sets
of questions: How are you planning for the next phase of the Fed-
eral response to this pandemic, and what should Congress do to
help facilitate a smooth transition?

Dr. Tabak, I guess 30 seconds or so.

Dr. TABAK. Specific effects on us are modest. We will have to
work with our grant community for the slight changes that they
will have to address when the PHE is over.

Mr. PALLONE. And Dr. Califf?

Dr. CALIFF. Our effects are also a little modest, because our
EUAs are independent of the public health emergency. So we can
keep them going as long as we need to.

We have been preparing the industry since day one to be ready
for the transition. We will put a Federal Register notice out about
exactly how to make the transition as these products go to routine
use and are no longer used on an emergency basis.

Mr. PALLONE. And Dr. Walensky?

Dr. WALENSKY. I would like to be clear that we plan to address
this emergency and work towards the safety and security of all
Americans 24/7, regardless of whether there is a public health
emergency in place.
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It is the case that when the public health emergency comes
down, we lose some of our ability to see the data. We will lose test-
ing data that we have as part of the public health emergency. We
will lose other data, as well. And we are actively working right now
to set up data use agreements so that we will have the data that
we need in the absence of those authorities so that we can see the
data and be able to present them back to the American people.

Finally, we do not in this country have a vaccines-for-adults pro-
gram. We don’t have a vaccine program for the uninsured adult, as
we do for children. And so it would be really helpful. And we are
working now to see how we can ensure that uninsured adults will
get vaccinated.

Mr. PALLONE. And as I said, winding down the public health
emergency has to be grounded in science. And I think that public
experts like yourselves are in the best position to make that deci-
sion.

But as we look towards the future, can you just briefly discuss
how important it is that these decisions are made based on data
trends and up-to-date information, and not ideology or politics?

Thirty seconds each, Dr. Tabak.

Dr. TABAK. We believe in data. The data is very important to re-
view, and the public health experts need to weigh in once they are
able to review those data.

Mr. PALLONE. Dr. Califf?

Dr. CALIFF. We have a saying at FDA: “In God we trust, all oth-
ers must bring data.” And I have lived my whole life as a cardiolo-
gist, basing my practice on evidence. We need to have the evidence
to make good decisions.

I think, Dr. Walensky’s statements about the need for the CDC
to get accurate, up-to-date data quickly is absolutely critical to the
future.

Mr. PALLONE. And Dr. Walensky?

Dr. WALENSKY. My job is to provide the best public health
science for decision making. I do that by being informed, and I can
only be informed if I can see the data.

And so I would like to be informed, so that we can make those
decisions and then give them back to you so that you can make the
decisions at the local level.

Mr. PALLONE. Thank you. And you know, I stress I know that—
I am not arguing that there doesn’t need to be oversight of what
you do, which is, of course, the purpose of this hearing today. That
is a very important function that we serve as elected officials and
Members of Congress. But I do think that, ultimately, these deci-
sions about when to start or end the public health emergency have
to be made by the agencies and the experts. That is what the stat-
ute says. And I don’t want to substitute your expertise for ours, be-
cause I don’t think we have the same level of information that you
have, or expertise.

So thank you, Mr. Chairman.

Mr. GrIFFITH. I thank the gentleman, who yields back. And we
like information, too.

I will say at this point we have—the chairs of—sub chairs and
chairs have gone over a little bit, but we have a 2:00 drop dead.
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So I am going to try to be aggressive with the gavel. It is nothing
personal, I am just going to try to move this along.

I recognize Dr. Burgess for his 5 minutes of questions.

Mr. BURGESS. Thank you, Mr. Chairman. I appreciate your ag-
gression.

Dr. Walensky, just a quick followup from something Chairwoman
McRogers—McMorris Rodgers said. You maintained that mask—
your guidance is your guidance. But I presume, if there is new data
that comes forward, you will reevaluate your guidance. Is that not
correct?

Dr. WALENSKY. Of course.

Mr. BURGESS. OK.

Dr. WALENSKY. We are already reevaluating in real time.

Mr. BURGESS. And just a general statement. Look, the country
has been through hell with this. Our doctors and nurses on the
front lines have been through hell. You all in public health have
been through hell, and policymakers have been through hell.

There is a piece making the rounds currently, a Newsweek op-
ed piece written by a doctor—or medical student, more correctly,
Kevin Bass. And he observes, “It’s clear to me that for public trust
to be restored in science, scientists should publicly discuss what
went right and what went wrong during the pandemic, and where
we could have done better. It’'s OK to be wrong and admit where
one was wrong and what one learned. That’s a central part of the
way science works.”

So it is with that backdrop—and I appreciate so much doctor-to-
be Kevin Bass making that observation and sharing it with us.
Look, no one—you and your predecessors, when this was visited
upon us, you didn’t know what was to come, and it made things
very, very difficult. And sometimes I think it is OK just to have the
humility that we didn’t anticipate that there would be that 2-week
lag. And when Dr. Fauci came and talked to us in this room about
how—what a good job they had done with SARS-1, nobody knew
at that point about that 2-week lag that might occur from expo-
sure, now you are infective, and now you are symptomatic and
should be isolated.

Dr. Tabak, I do have a couple of questions. You know, we got the
big OIG report the other day, and it generated a lot of interest.
Some questions have come up from that.

Let me just ask you, roughly, how many awards does the Na-
tional Institutes of Health issue every year?

Dr. TABAK. About 55,000.

Mr. BURGESS. So that is a lot. In the report, in the OIG report,
you know, they, obviously, discuss—there were some potential risks
associated with research being performed under EcoHealth awards,
NIH did not effectively monitor or take timely action to address
EcoHealth’s compliance with some requirements. These costs in-
cluded salaries exceeding the NIH salary cap, employee bonuses,
travel costs, tuition costs, indirect costs. This audit covered all
three NIH awards to EcoHealth between 2014 and 2021 and found
$89,171 in inallowable costs.

That is in one grant. And you just said how many grants do you
administer?

Dr. TABAK. We—about 55,000 a year.
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Mr. BURGESS. So 89,000 multiplied by 55,000 is a lot. Are you
taking steps to tighten this process up, so we don’t have 55,000
OIG reports down the road?

Dr. TABAK. So certainly, this is an outlier, and the——

Mr. BURGESS. Well, Mr.—Dr. Tabak, with all due respect, we are
not sure, because we didn’t know about the outlier status of the
current OIG report.

Dr. TABAK. I take your point. We accepted all of the OIG’s rec-
ommendations, and we are working to address each of them. We
now have modified our systems to prevent some of these missteps
from occurring in the future.

Mr. BURGESS. So you will get back to us with your plan.

Dr. TABAK. I am happy to do that, yes.

Mr. BURGESS. Let me just ask you, too, because you made the off-
hand comment that disbarment resides with an official at HHS.

Dr. TABAK. That is correct.

Mr. BURGESS. Who is that official?

Dr. TABAK. I don’t know the name of the person

Mr. BURGESS. Will you——

Dr. TABAK [continuing]. But there is an——

Mr. BURGESS. Will you get it for us?

Dr. TABAK. [continuing]. A disbarment office.

Mr. BURGESS. Will you get that? Because I am——

Dr. TABAK. Of course.

Mr. BURGESS [continuing]. Interested in speaking with that indi-
vidual.

So let me ask you a question. This committee back in 2006—I
know it was a long time ago—the NIH Reform Act established the
Scientific Management Review Board, an oversight board meant to
make NIH more efficient. The—this board has not convened since
2015, according to recently published information in a healthcare
publication, and the members of the board don’t know why they
haven’t met. Can you enlighten us as to why that board is no
longer meeting?

Dr. TABAK. The board no longer meets because we found that
board to be completely redundant to the advisory committee to the
Director in every aspect.

Mr. BURGESS. So that is good, and I will stipulate that. However,
the annual cost of the board, $488,000 a year, 2 full-time employees
at a cost of over $320,000. Without convening the board, I am con-
cerned that the NIH may have diverted these funds to other activi-
ties.

Dr. TABAK. The—well—

Mr. BURGESS. It still appears on your books.

Dr. TaBAK. OK, I will check into that and get back to you, sir.

Mr. BURGESS. Thank you.

Mr. Chairman, I have got a lot of questions that I am going to
submit for the record. Clearly, there is a lot of pent-up demand be-
cause of the 3 years of the pandemic and this really being the first
oversight hearing we have had in person in a long time. So thank
you, Mr. Chairman, and I will yield back.

Mr. GRIFFITH. I thank the gentleman. I will now recognize the
gentlelady from Colorado, Ms. DeGette.
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Ms. DEGETTE. Thank you so much, Mr. Chairman, and welcome
to all of our witnesses.

I have been on this committee long enough to remember all of
our previous efforts in addressing what we saw as looming
pandemics. And each time we thought that we had put things to-
gether within your various agencies to make that happen.

I remember back when I was the chair of Oversight, we had a
hearing in December right before the pandemic hit, the December
before it hit, and Dr. Fauci was here and some of his colleagues,
and I said, “What is the one thing that keeps you up at night?”
And they said the fear of a—some kind of a virus pandemic. And
lo, it came to be.

So, you know, we—it is easy to sit here and blame the three of
you. But in truth, our agencies are in need of continual updating
and expansion and resiliency to deal with both evolving types of vi-
ruses but also to deal with ways we can receive and disseminate
information and ways we can structure our agencies. So I want to
thank you all for what you are doing in—with your rearview mirror
to try to improve the way we do this in the future.

And I want to once again tell my colleagues on the other side of
the aisle that this is really what we should be doing in a bipartisan
way. It is all well and good to blame this administration for what
started under a Republican administration. It would be easy for me
to blame President Trump, but I don’t think that that blame game
is what is going to help us when the next virus emerges.

Having said that, and in this effort, I led a delegation last sum-
mer to the CDC in Atlanta, where I was joined by Ranking Mem-
ber Castor, Dr. Ruiz, Mr. Peters, and Dr. Bucshon. Dr. Walensky,
we met with you and your staff, and we learned about your at-
tempts to modernize through institutional reforms.

Now, since then, I have been really pleased to see that the CDC
has issued plans to improve accountability, collaboration, commu-
nication, and timeliness both within the organization and to the
American public. Part of those efforts—and you have talked about
it—are creating a new governance model through an executive
board that relates directly to the CDC Director, and you have
talked also this morning about making sure that you could get ac-
cess to timely, high-quality data and strengthening workforce ca-
pacity to respond to these needs.

I am wondering if you could just talk very briefly about what
congressional authority you might need to do that as we start
thinking about developing legislation.

Dr. WALENSKY. Thank you, Congressman. It was a pleasure to
host you, and would welcome anyone else who wants to pay us a
visit down to Atlanta.

It is the case that workforce has been one of the challenges. It
is one of the things—one of the lessons that we learned. A study
from the de Beaumont Foundation demonstrated that our public
health workforce across this country is 60,000 in deficit. That
means we have a lot of work to do, not only at the CDC but across
the country, to develop a public health workforce that is as diverse
as the communities we serve and that is upskilled in our resources
and data.

So among the things——
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Ms. DEGETTE. So—I don’t mean to interrupt you, but I have a
question for Dr. Califf, too.

Dr. WALENSKY. OK.

Ms. DEGETTE. What congressional authorities do you need to
achieve that?

And also the information

Dr. WALENSKY. Workforce authorities would be incredibly help-
ful: overtime, danger pay, overtime pay. So pay so when we send
somebody to Mubende, Uganda, in an Ebola outbreak, that we are
able to pay them danger pay. Those things would help, workforce
authorities.

Data authorities would be incredibly helpful, so that we don’t
have to sign 100 data use agreements with individual jurisdictions
before we receive the data. That takes months in happening.

And then finally, a vaccines-for-adults program, which would be
able to provide vaccines for uninsured adults.

Ms. DEGETTE. Right.

Dr. WALENSKY. We have one for children.

Ms. DEGETTE. We look forward to working with you.

Dr. WALENSKY. Thank you.

Ms. DEGETTE. Dr. Califf, I was—Dr. Bucshon and I were very
happy to hear you talk about our VALID Act, which ensures the
reliability of testing and diagnostic tools for diseases and infections,
including COVID-19. I am wondering if you can talk why you
think it is important to authorize FDA to regulate laboratory-devel-
oped tests, why it is so urgent, and what we can do.

Dr. CALIFF. Well, there is a lot of what we do that I think of as
the Goldilocks problem. We want to spur innovation. We need our
academic medical centers, for example, to develop new tests as new
viruses come along. You can’t figure out what is going on with a
pandemic if you can’t make the diagnosis with a test.

On the other hand, the quality that is needed in these tests is
very important, because if you get the wrong answer and you get
the wrong treatment, that is a tragedy.

And so we need a framework for regulating laboratory tests that
enables and spurs innovation, but also protects the public from
tests that are bad. And as I have already mentioned, in areas like
molecular testing, over half the tests that we saw, once the gates
were open to allow them out, turned out to have major problems.

Ms. DEGETTE. And there is no regulation right now, right?

Dr. CALIFF. Well, we have the authority to regulate, but for dec-
ades now there has been enforcement discretion to basically allow
people to pretty much act freely. So we want to really fix that so
that, again, people can innovate but there is a framework to do it.
But then, when there is a problem, we have the authority to bring
it under control.

Ms. DEGETTE. Thank you.

Thank you, Mr. Chairman. I yield back.

Mr. GrRIFFITH. The gentlelady yields back. Now I recognize the
gentleman from Ohio, Mr. Latta, for his 5 minutes of questioning.

Mr. LATTA. Well, I want to first thank the chairs of the Oversight
and the Health subcommittees and the rankers for both of these
subcommittees for holding today’s hearing. This is very, very im-
portant, the answers that the American people want to have an-
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swered today. So I thank you for it. I also thank our witnesses for
being with us today.

Dr. Walensky, Dr. Fauci said that natural immunity was one of
the best forms of protection against viruses. Knowing this, and that
the vaccines do not stop the spread of COVID-19, do you plan to
continue to provide CMS input on the vaccine mandate, especially
given that this isn’t connected to the public health emergency ex-
piring on May the 11th?

Dr. WALENSKY. CDC provides public health data, scientific data
to the best of our ability. We have put out a scientific review on
the importance and value of infection-induced immunity. But we
continue to see in all of our data that, if you have—that vaccines
are the best and safest way to protect yourself against severe dis-
ease and death.

Certainly, if you have previously had an infection that adds and
bolsters your immunity. But we continue to see data that dem-
onstrates that vaccines are the safest way to protect yourself
against severe disease and death, and we will offer that informa-
tion to the administration as those decisions are made.

Mr. LATTA. Let me follow up. How does the administration in-
tend to fix our depleted healthcare workforce?

And, you know, I am sure that you are out all the time in the
communities. And across the 5th Congressional District in Ohio, I
visit our hospitals and all of our areas that we have so many peo-
ple out there that really strained during COVID, and saw, you
know, from doctors, nurses, respiratory therapists, and you go
down the entire line. And, you know, in one of my recent visits to
one of our hospitals, they need about 5 to 600 people back into that
hospital because, again, they can’t service and serve these patients
across the region unless they are there.

So how are we going to get our depleted healthcare workforce
back because of everything that has happened with COVID?

Dr. WALENSKY. Yes, I appreciate the opportunity, because one of
the big challenges, especially in our public health workforce, is our
inability to have longstanding funding to support that workforce.
And because of the lack of that longstanding funding, those are not
jobs that people are generally applying for when there is not long-
term funding, sustainable funding for them.

Through the American Rescue Plan, we did put out $3.2 billion
to over 100 districts, jurisdictions, States, locals, cities so that they
could work on and develop their workforce—again, having the
workforce as diverse as the communities that they serve, but also
upskilling the current workforce.

We also have a new public health AmeriCorps plan, where we
are training up to 3,000 public health providers through the Public
Health America Corps plan over a 5-year plan.

Mr. LATTA. You know, let me follow up on that real quick, be-
cause, again, you know, a lot of people say they don’t want to be
in a certain area. Maybe they don’t like rural areas, they want to
be in a more urban area. But how are you going to get the people
back?

Because again, when I look at my area—because I go from urban
to suburban to very rural, but we have to get people back in our
rural areas for—to be able to be out there. Because I know, again,
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the folks that are in these more rural communities are really put-
ting in the hours, and they are burning out.

Dr. WALENSKY. That is exactly right. And in fact, that is the im-
port of the sustainable funding in those areas. People often want
to go back to the communities in which they were raised, but there
aren’t necessarily sustainable funding in those communities for
those efforts. And that is a lot of the work that we are doing right
now. Thank you.

Mr. LATTA. Let me follow up. You suggested several times in the
past that fully vaccinated people don’t carry or transmit COVID-
19. Unvaccinated Americans were demonized, shadow-banned, and
fired from their professions due to this poor guidance.

How does the CDC intend to build America’s trust back now?

Dr. WALENSKY. Oh, thank you for this question. So it is true
that, over time, we have seen the evolution of our vaccine rec-
ommendations, and that is because we have learned a lot about
this vaccine. We have also seen an evolution of the virus itself.

So when we first had the vaccine that was first launched in De-
cember of 2021—December 2020, sorry—we had the wild-type
strain. The vaccine worked very well at preventing severe disease,
death, and also transmission for both the wild type and with
Alpha. What happened with Delta is that the vaccines still contin-
ued to work against severe disease and death, but less so—still
some, but less so—against transmission. That has also been the
case with Omicron and its subvariants: very effective against se-
vere disease and death, less effective, though, still somewhat effec-
tive, against transmission.

Among our efforts in our CDC Moving Forward initiative is to
improve and strengthen our communications to the American peo-
ple. It is the case that, prior to this pandemic, most people who
came to the CDC website were public health officials, academics.
It is now the case that Americans are coming to our CDC website.
I inherited over 200,000 webpages on our CDC website. We are
doing a lot of work now to—in a project called Clean Slate to up-
date our website to make it accessible for everyday Americans to
come to our website. Thank you.

Mr. LATTA. Well, and again, I just want to thank the chairs for
today’s subcommittee hearing. But I think we just said, you know,
it is—communicating back to the American people is absolutely es-
sential, because this trust has got to get gained back.

And Mr. Chairman, with that I yield back——

Mr. GRIFFITH. I appreciate the gentleman yielding back. I now
recognize the gentlelady of Illinois, Ms. Schakowsky, for her 5 min-
utes.

Ms. SCHAKOWSKY. I just really want to thank our witnesses, not
only just for being here today, for the—to answer all of these ques-
tions, but for 3 years of an unprecedented challenge, working every
day to try and protect the American people. So thank you for that.

I wanted to talk a little bit more about just information and the
effect that it really had. Over a million Americans died from
COVID. I am just wondering if there is even any estimate of
what—if there had been the acceptance of the—and the oppor-
tunity to be able to use the vaccines, if there is any estimate of how
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many lives we might have saved. Dr. Walensky, is there anything
like that?

Dr. WALENSKY. You know, I am not familiar. I wouldn’t be sur-
prised if folks who—at Yale, who have done some of these esti-
mates that you previously heard about in terms of the lives saved,
the millions of lives that have been saved, would be embarking on
that. But I am not familiar with that. I would have to get back to
you.

Ms. SCHAKOWSKY. Well, let’s just—can you talk a little bit more
a}llml}?t what the consequences—did anybody else want to answer
that?

Dr. CALIFF. Yes.

Ms. SCHAKOWSKY. Oh, go ahead.

Dr. CALIFF. I mean, if I may. It is pretty unusual for a person
who is up to date on vaccination and had access to the powerful
antiviral drugs that we have to die from COVID. It is a rare excep-
tion when that happens.

So, in fact, there is a great study that just came out last week
about doctors. We were losing hundreds of doctors until the vaccine
came out. It has a beautiful graph in it that shows that, once the
vaccination—because doctors almost all got vaccinated right away
and have stayed up to date—we now have a lower-than-expected
mortality rate in doctors because of this intervention. So you can
pretty much extrapolate that—remember, the number to be rel-
atively precise—it is hard to be completely precise—80 percent
lower chance of being dead.

Now, I am a cardiologist, so I am used to thinking about life and
death. And most people can pretty simply think about this. Some-
thing that reduces your risk of being dead by 80 percent, that is
important. And you can then back extrapolate. We can’t put exact
numbers on it, but it is rare for someone to die from COVID if they
are up to date on vaccination and have had access to the antivirals.

Ms. SCHAKOWSKY. Well, thank you so much.

You know, 209,000 nursing home residents have died because of
COVID. And I just wanted to talk to you about what we can do to
address this particular population to make sure that we can keep
them safer.

I don’t know, any—Dr. Walensky or whoever.

Dr. WALENSKY. Yes, I very much appreciate your work and advo-
cacy for this population, because it is, in fact, this population that,
in this moment, is most vulnerable. We are seeing deaths more in
elderly population right now, those who are not vaccinated.

Right now we have about 51 percent of our residents living in
nursing homes who have received the bivalent vaccine. But in my
mind, that is not enough. And our team is working really hard. We
have engaged with our long-term care facility pharmacies to see—
make sure that we get vaccine into those pharmacies.

One of the challenges also was the multidose. So we are working
with those pharmacies to get single-dose vials so that they can ac-
tually use those single-dose vials.

We are also working within the States to have home health aides
and EMTs go to those long-term care facilities, where they may not
have medical care on site, so that those people can actually visit
them and provide vaccine.
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And then we have actually waived the data needing to come in
to facilitate it even further.

So we have had an—enormous amounts of efforts for exactly the
reasons that you note. Thank you for that.

Ms. SCHAKOWSKY. So I want—not just about COVID, but what
has CDC learned about best practices to address infections, et
cetera, that are in nursing homes? This is a real problem.

Dr. WALENSKY. Right. Well, in fact, we have a whole unit that
works on infection control prevention and that has been specific to
nursing homes. We have data that come in weekly from our 15,000
nursing homes through our National Health Survey network. So a
lot of work happening within the nursing homes because of this
particularly vulnerable community, not just that we see in COVID—
19 but as we saw with influenza, as we see with RSV, again, prone
and vulnerable to numerous infections and other threats.

Ms. SCcHAKOWSKY. Thank you. And I see my time is almost up.

I will yield back, thank you.

Mr. GRIFFITH. I thank the gentlelady, and now I recognize the
gentleman from Florida, Mr. Bilirakis.

Mr. BILIRAKIS. Thank you. I appreciate it. Thanks very much.

OK, Dr. Walensky, I have a question for you regarding the cruise
industry. Throughout the pandemic I expressed significant con-
cerns, and actually led multiple letters, about the COVID-19 re-
strictions for cruise ships and the Level 4 travel advisory that un-
fairly targeted the industry. These restrictions were not backed by
facts or science, but rather an executive branch overreach, and they
did nothing to actually mitigate public health concerns. They un-
fairly punished Floridians and others throughout the country, busi-
nesses who rely on the cruise industry for their livelihood, by cre-
ating a baseless no-sail order that cost local economies billions of
dollars.

Dr. Walensky, do you know how long the cruise industry was
prohibited from operating as a result of the CDC orders?

Dr. WALENSKY. I know we worked closely and hard to try and
open the cruise industry as soon as possible, for all of the reasons
that you note.

We also know that, during the COVID-19—initially came to our
shores, literally, through cruises. And so we worked closely to make
sure that those cruises would be safe, that we could implement
mitigation strategies with the cruise liners so that they could be
both safe and operational as soon as possible.

But I would have to go back. I don’t know off the top of my head,
but I would be happy to get you the information as to how long
they were closed, and the timeline there.

Mr. BILIRAKIS. Does 16 months sound about right?

Dr. WALENSKY. It may be. I would have to go back.

Mr. BILIRAKIS. OK. The no-sail order remained in effect, in my
opinion, far too long. What do you say to the people of my State
who lost their livelihoods due to your agency’s inability to make
nimble and timely fact- and science-based decisions?

And how will you commit to changing your agency’s approach to
the way it handles the travel and tourism sector? Because it is so
vital to my particular State and, of course, other Members. We
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have hidden treasures throughout the world, but the cruise indus-
try is very important to our economy.

Dr. WALENSKY. The cruise industry and many other industries
have suffered gravely from the last 3 years. And so, you know,
what I can tell you is that we at CDC are working to put the
science of public health forward so that we can work with—across
the agencies to create policies that—where health is one piece of
the puzzle.

And so, you know, that is our job at CDC.

Mr. BiLIRAKIS. Thank you.

Dr. Califf, according to recent GAO reports, they reiterated long-
standing concerns about the FDA’s ability to oversee the global
pharmaceutical supply chain, an issue that has been on their high-
risk list since 2009. GAO found that the FDA needs to increase
monitoring of medical products manufactured overseas and im-
prove planning for drug shortages.

GAO reported that the FDA had vacancies among each of the
groups of investigators who conduct foreign inspections. For exam-
ple, within its foreign offices in China and India, about one-third
of its drug investigator positions were vacant. Inexcusable, as far
as I am concerned. This is a serious issue.

Dr. Califf, how much progress have you made in filling these vi-
tally important vacancies?

Dr. CALIFF. 1 appreciate your bringing this up. I couldn’t agree
with you more that there is a lot of work to do on the supply
chains.

I would also point out it is not just an FDA issue. It is really an
interaction of FDA and industry and other parts of government, in
addition.

We are, thanks to the omnibus bill now, we have additional hir-
ing authority in these areas to bring on more people. And we are
hard at work in doing it. Our numbers of inspections are growing
gaily now, and we are catching up to what was lost during the pan-

emic.

And particularly in China, as you know, this has been a big issue
because of lack of access to entry into China until very recently. So
we are glad to provide you with the numbers, and also we will have
a lot to discuss about how to make this better.

It is a global supply chain. It is fragile. The only industry where
we are not seeing supply chain problems is tobacco, as far as I
know, which is not exactly the way I would like to see it.

Mr. BILIRAKIS. Yes. I would like to see also if you can provide me
this information, or even give me a rough estimate now as to how
many jobs have been filled since the legislation was passed and
how many remain—I mean, particularly, you know, with the—
with—overseas, China and India.

Dr. CALIFF. Well, we will get back to you with the details.

Mr. BILIRAKIS. Please.

Dr. CALIFF. I am happy to follow along with you.

I have done a lot of work in China and India myself in my pre-
vious life in academia and industry, and we have got to be there,
because that is where a lot of our supplies are coming from now,
whether we like it or not. And I hope we can also fix that, and
bring more of it back to the U.S.
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Mr. BiLIRAKIS. Thank you very much. I yield back, Mr.

Mr. GrIFFITH. The gentleman yields back. I now recognize the
gentleman from California, Mr. Cardenas.

Mr. CARDENAS. Thank you, Mr. Chairman. And also thank you
to the ranking member for having this important hearing.

The COVID-19 pandemic has taken a devastating toll and high-
lighted the ugly reality of health disparities in our country. It is
our responsibility to learn from these lessons that COVID-19
forced us to confront. Otherwise, people are going to suffer systemic
disparities over and over again. And this lens extends to our re-
search infrastructure, as well.

Dr. Tabak, you note in your testimony that the impacts of the
pandemic have not been felt equally across American communities,
with Black and Latino and other underserved communities, as well
as care practitioners and others on the front lines bearing the
brunt of both the physical and mental health impacts of COVID-
19.

How have these lessons about health inequity informed the ap-
proach to our research infrastructure, and how are you ensuring
our clinical trials include people from traditionally underrep-
resented communities and those with traditionally under-rep-
resented lived experiences, as we look at the long-term physical
and mental health impacts of COVID-19?

Dr. TABAK. What we have learned is we have to proceed at the
speed of trust in order to engage people from what are very often
marginalized communities. We have to reach out, often through
trusted advisors, community leaders, to build the basis of why the
research that we are proposing to conduct is important.

We are also working very hard to recruit a much more diverse
workforce. When somebody looks like you, it is easier to engage in
what are very important and serious discussions.

We—during the COVID response we have had specific programs.
For example, the RADx underserved populations program, where
we reached out to communities to understand why there wasn’t an
uptake in some of the over-the-counter testing procedures.

And so we are using a broad range of approaches. Within NIH,
of course, all of our research is being informed by these lessons,
certainly, not just that restricted to COVID.

Mr. CARDENAS. Thank you, thank you. I also want to pivot to dis-
cuss future management and communications during a public
health emergency.

So, Dr. Walensky, it is great to see you again, and thank you so
much for all the wonderful work that you do, and also being one
of the facing-forward individuals that Americans hear from. So
thank you for all the wonderful work you have been doing.

You talk a bit in your testimony about the importance of trans-
lating science into practical, easy-to-understand policy. You came to
my office, and I actually understood what you were explaining to
me. So thank you. I am not a doctor, like some of my colleagues
are.

In districts like mine, where the majority of households report
speaking Spanish at home as their primary shared language, it is
absolutely critical to make sure we have health resources in Span-
ish and other languages in our great country. How are you looking
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to improve health messaging across many languages, and what
challenges have you seen in your attempts to combat COVID and
misinformation in non-English languages?

We have a big problem in the Spanish-speaking community when
it comes to what people see on the internet and the misinformation
and disinformation.

Dr. WALENSKY. Yes, thank you for that question. It has been
critically important for us to bridge the equity divide that we have
seen in this country through COVID-19.

So much of what we have done are—many of our guidances are
not just available in Spanish but in dozens of languages, actually.
And it is critically important. But yet we still have people who may
not be able to access those guidances, either a digital divide, a lit-
eracy divide, many other reasons. And even in—yes, many other
reasons.

So, you know, much of our work has been in how we reach peo-
ple. Is it through community health workers? Is it through commu-
nity-based organizations? Much of our divide we have seen has
been in the rural/urban divide. So what we really—46 million rural
Americans who were—you know, have half the vaccination rates in
their pediatric populations. So we really need to reach people
where they are.

The mis- and disinformation often reaches them faster. And that
is really critically important to emphasize. We all have a role, be-
cause we at CDC will do a lot of work to try and tackle that. But
it may not be the government official that they want to hear from.
It may be an academic society, it may be an academic official, it
may be, you know, somebody in their local pharmacy, it may be
their local pediatrician.

So we have much work to do in the mis- and disinformation. And
I would urge, again, all of us have a role in addressing mis- and
disinformation. Thank you.

Mr. CARDENAS. Thank you, Mr. Chairman. My time having ex-
pired, I yield back.

Thank you, Doctor.

Mr. GrIFFITH. The gentleman yields back. I now recognize the
gentleman from Ohio, Mr. Johnson.

Mr. JOHNSON. Thank you, Mr. Chairman, and thanks to our pan-
elists for being with us today.

Dr. Walensky, thank you especially for being here. You got a
tough job. CDC has got a tough job. And public trust and con-
fidence in what the organization does is so vitally important. And
I know you know that.

In the American Rescue Plan, passed almost unilaterally by our
Democrat colleagues, it included a staggering $47.8 billion of new
spending for “activities to detect, diagnose, trace, and monitor
SARS-CoV-2 and COVID-19 infections and related strategies to
mitigate the spread of COVID-19.”

In addition, that law provided CDC 1 billion for “vaccine con-
fidence” activities. Would you say the 1 billion for vaccine con-
fidence activities was successful in building confidence in the vac-
cines?
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Dr. WALENSKY. Thank you for that question. I think that what
we don’t know is what would have happened in the absence of
those resources.

Mr. JOHNSON. No, but do you think it helped in instilling con-
fidence?

Dr. WALENSKY. I absolutely know that we have been using those
resources——

Mr. JOHNSON. No, but did you——

Dr. WALENSKY [continuing]. To reach——

Mr. JOHNSON. Did it improve the confidence level of the public?
That is what I am asking you, yes or no.

Dr. WALENSKY. Compared to where it otherwise would have been
in the absence of it, yes.

Mr. JOHNSON. OK, all right.

Dr. WALENSKY. But we also have a——

Mr. JOHNSON. Well, I am not sure that we got our money’s
worth, because in my district people tell me not only are they los-
ing confidence in the COVID vaccines, but now other more proven
vaccines, as well. We are going backwards.

A recent study showed that, from 2019 to 2022, the percentage
of American parents who opposed requiring the measles/mumps/ru-
bella vaccines for school jumped from 23 percent to 35 percent.
This is dangerous, and it is because people do not know who to
trust. There is a crisis of confidence in our public health authori-
ties, including the CDC after a series of major missteps in the last
couple of years. This is exactly why we need to have this hearing
today.

So, Dr. Walensky, continuing on, do you know how much funding
the American Rescue Plan gave CDC to conduct or to support con-
tact tracing activities?

Dr. WALENSKY. I would have to get back with you to have that
specific number.

Mr. JOHNSON. Please. Do you know how much money from the
recent omnibus does the CDC plan to spend on contact-tracing ac-
tivities?

Dr. WALENSKY. I would have to get back with you on that specific
number. We are no longer endorsing contact tracing

Mr. JOHNSON. Do you know

Dr. WALENSKY [continuing]. Specifically for COVID-19.

Mr. JoHNSON. OK. Do you know how much was provided for
staffing?

Dr. WALENSKY. Again, I won’t be able to give you specific num-
bers on any of these, but I would be happy to work with your staff
to do so.

Mr. JoHNSON. OK, I would appreciate it if you would get back
to me on that.

Then is it fair to say that the CDC has, through grants, technical
assistance, and research, spent billions of dollars over the course
of the COVID-19 pandemic on supporting contact-tracing activi-
ties?

Dr. WALENSKY. Again, I don’t know the specific number off the
top of my head, but I would—what I would say is it is contact trac-
ing, mitigation, testing, outreach——
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Mr. JOHNSON. It has been allocated, though, right? Contact trac-
ing. Billions has been allocated and approved to the CDC for that
purpose.

Dr. WALENSKY. I would need to get back to you specifically on
the——

Mr. JOHNSON. What is your

Dr. WALENSKY [continuing]. Line items

Mr. JOHNSON. What is your contact tracing staff doing now?

Dr. WALENSKY. Well, I am not sure that we have contact tracing-
specific staff at the CDC.

Mr. JOHNSON. That answers my next question.

Dr. WALENSKY. Well, I do want to say, though, that we had 25
people—2,500 people deployed who had—into our response who
had full-time previous jobs.

Mr. JoHNSON. OK. Well, you kind of answered my next question.

I ask this because I was surprised to find out that, as of last Fri-
day, the CDC’s contact tracing website hasn’t been updated since
February of 2022 during the Omicron surge. The CDC has not
changed or updated its guidance in a year. Adding insult to injury,
there is a notice on the contact tracing webpage stating that “CDC
is reviewing this page to align with updated guidance.” This notice
has been on the website since August 11th, 2022. This means the
CDC’s contact tracing guidance has been undergoing alignment for
181 days.

And Mr. Chairman, I would ask unanimous consent to put these
website documents into the record.

So when we talk about CDC losing its credibility, it is things like
this. CDC and its supporters argued as recently as December 2022
that it needed billions of dollars for, among other activities, contact
tracing. But the CDC can’t even be bothered to update its public-
facing guidance in a timely fashion. Public confidence and public
trust is important, Dr. Walensky.

Thank you, and I yield back, Mr. Chairman.

Mr. GRIFFITH. Thank you. The gentleman yields back. The Chair
now recognizes Dr. Ruiz for 5 minutes for questions.

Mr. Ruiz. Thank you. Thank you all to the witnesses who are
here and for your heroic work and for your service to our country
during this public health emergency. I appreciate that you are tak-
ing the lessons learned through this unprecedented experience and
are applying them to future pandemic responses.

Lessons learned means things that—we must take a look at the
things that we did well, and then the things that need improve-
ment. And we need to be honest in the scope and the proportion-
ality of those good works and the things that need improvement,
as well. For example, let me remind everybody that we have lost
1 million people and 1 million of our citizens, residents, mostly our
most vulnerable individuals. But at the same time, we saved 3.2-
plus million lives with the efforts that were done.

We must look at why our Nation had the highest death rates
than any other nation and tackle those difficult questions in order
to prevent that from happening.

One thing for sure is that this pandemic shined a spotlight on
what we already know, which is that there are glaring disparities
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in access to healthcare based on where a person lives, the color of
their skin, ZIP Code, or how much money they make.

And so, for those who live perhaps in safer areas with the re-
sources to stay safer, you know, the issue of the pandemic may not
have been a high risk for them, and they are mostly concerned of
the enormous, enormous inconvenience that this pandemic, unfor-
tunately, gave to everybody. But if you are living in a very con-
centrated household with people who are sick and don’t have access
to healthcare, that—and you know that the risk is much higher in
your community, then the precautions that the CDC and other ex-
perts are saying is lifesaving.

And so that is why this is so important, because we must under-
stand in the public health world, as a physician, you must ask the
question: Who are the most vulnerable, the most likely to die, and
how are you going to prevent them from dying?

But it seems like our approach here is very malaligned, and we
need to really understand this issue.

In my district, for example, the Coachella Valley Volunteers in
Medicine and the Desert Health Care District in Southern Cali-
fornia worked to address these issues, to run testing sites and vac-
cine clinics in the least-served areas of the community, the hardest
hit, hardest to reach, for the homeless under the bridges, for the
farm workers in the workplaces, for the most vulnerable uninsured
at their churches. We took care to the people, and it helped.

Together with my office, and even myself rolling up my sleeve,
inoculating, conducting the testing in Spanish and English, we met
people where they were, reducing barriers that people often face in
getting the care that they need, like a lack of transportation, the
ability to take time off of work.

And I applaud the Biden administration for implementing pro-
grams to help level the playing field through the HRSA and the
CDC programs that distributed vaccines directly to our community
health centers and the retail pharmacies who serve as the very
communities that traditionally have lower access to care. And this
was a response because of Governors who did not follow the equity
rule, did not believe in this approach, and did not allow the monies
to go to the hardest-to-reach areas.

As a member of this committee, and as the ranking member of
the Select Committee on the Coronavirus Pandemic, I truly want
to understand what we have learned about best practices in ad-
dressing inequities, and how the agencies here today are applying
those lessons to close the gap in our pandemic response and ensure
equal access to care for all.

Dr. Walensky, what did the CDC learn about the tools needed to
address health disparities in the COVID-19 response?

And how is CDC incorporating these lessons into its strategic re-
organization to make equity a strategic part of our effort in future
healthcare pandemics?

Dr. WALENSKY. Thank you, Dr. Ruiz. You note what we learned
in COVID-19, but what we have known in infectious diseases all
along, which is infectious diseases go to the most vulnerable. That
is how they work, and that is how they—that is—it happens in
HIV, it happens in hepatitis C, it happened in COVID-19, it hap-
pens in influenza.



101

We knew that that was going to be the case, and we immediately
put out resources, once we had them, in order to address exactly,
as you did—go to the community-based organizations, go to those
trusted messengers, make sure you have crossed the divides where
people might not be reached, because we know that it is going to
be the elderly, the vulnerable, those in multigenerational house-
holds, those who, when you say you should isolate, actually don’t
have any place to isolate to, right?

And so that was the work of CDC. We have developed—8 weeks
after I came into office I declared racism a serious public health
threat. We developed an Office of Equity. That equity office now in
our reorganization announced 2 weeks ago will be reporting imme-
diately into the immediate office of the Director. And we are look-
ing forward to continuing those efforts to address equity issues.
Thank you.

Mr. GRIFFITH. The gentleman yields back. I now recognize gen-
tleman from Indiana, Mr. Bucshon—Dr. Bucshon.

Mr. BucsHON. Thank you, Mr. Chairman. I want to start by say-
ing to all of our witnesses that I appreciate you being here, and I
know your jobs are very difficult.

The last 3 years have proven a rough time to work on public
health issues. And while I believe most public health officials work
in good faith, including you all, I also believe that you and your
predecessors have at various times been pressured by your respec-
tive White Houses to take certain actions or make certain state-
ments in order to achieve political objectives. Again, previous, cur-
rent. And I just want to say that I cannot understate my dis-
approval for such behavior.

It is so important that our public health agencies be places of
science and transparency. And if they are not, the American people
find out, trust is destroyed. And when that—and then what reason
do citizens have to listen to further advice? So we all need to work
together to reestablish the trust in our public health agencies.

Dr. Walensky, I would like to discuss one aspect as it relates to
vaccine mandates. I want to make it clear I support vaccination.
I am personally vaccinated, as is my family. That said, I strongly
believe that any medical decision, medical therapy is the decision
of an individual and not of the Federal Government.

Beginning in 2021, vaccine mandates were imposed across the
country. And as a result of these mandates, unvaccinated people
were fired from jobs, excluded from higher education, even denied
organ transplants and punished by judges in probate hearings and
child custody cases. And finally, many were kicked out of our mili-
tary.

The prevailing argument for the mandate was this: The more
people that got vaccinated, the less the virus would spread. It is
my understanding that, from the start, the vaccine manufacturers
provided evidence that vaccines were safe and effective at reducing
the severity of infections. But from the start they did not provide
evidence that COVID-19 vaccines provide sterilizing immunity,
preventing transmission of the virus. Is that correct, Dr. Walensky?

Dr. WALENSKY. Yes, let’s just—so the clinical trials actually were
not—did not have an endpoint on transmission. But ultimately,
through both the wild type and the Alpha variant, there were data



102

that were released in the New England Journal that demonstrated
that they did prevent for transmission for the wild type and the
Alpha variant.

Mr. BUcsHON. Yes, and you said that earlier in the hearing. The
question is what—when did that happen? What was the date that
that happened, do you know?

Dr. WALENSKY. I couldn’t give you the date of the New England
Journal piece, but I could tell you that, by the time we saw Delta
at the end of July of 2022, we knew that transmission

Mr. BucsHON. OK, because in 2021, March of 2021, you said vac-
cinated people do not carry the virus and don’t get sick. That was
based on previous information. That is what you are saying.

Dr. WALENSKY. That was based——

Mr. BucsHON. It was an evolving situation.

Dr. WALENSKY. That was based on the wild type and the Alpha,
yes.

Mr. BucsHON. OK, so that clarifies why the CDC said what they
said at that time, I guess.

And so I would like to really know specifically when the CDC
knew that vaccines did not prevent transmission, how early in the
process. And the reason this is important—and I know you said
that you don’t know the exact dates of the article and all that. But,
you know, the CDC continued to support vaccine mandates
throughout all this, and still do, even though we have knowledge
now that, although they are very effective—again, I have been vac-
cinated, I wish everyone would get vaccinated—that they don’t pre-
vent transmission, at least the current variants. So why mandates?

And, Doctor, you know—and the FDA can answer that question,
too.

Dr. WALENSKY. Yes, so maybe—I do want to correct. It was July
of 2021, not July of 2022. But it was after the New England Jour-
nal piece that you are speaking about.

Mr. BucsHON. OK.

Dr. WALENSKY. I do appreciate your actually emphasizing the im-
portance of vaccines, and how they prevent severe disease and
death.

Mr. BucsHON. Understood. So I have a limited amount of time.
So on the last question, you know, with that information, why does
currently we still recommend mandates?

Dr. WALENSKY. You know, my job at the CDC is to provide the
scientific data that demonstrates the safety, efficacy of these vac-
cines in preventing severe disease

Mr. BucsHON. OK, fair enough. And I saw—it is basically——

Dr. WALENSKY [continuing]. Larger policy puzzle.

Mr. BUCSHON. It is basically policy driven, probably, from the
White House.

And, you know, the White House says their executive order re-
quiring COVID-19 vaccination for travelers to the U.S. is based on
CDC’s advice. But what—you are telling me that you have given
them advice, and they are quoting you and saying that they are
maintaining this vaccine for people to come in, even though we
have just now discussed the fact that we know that it doesn’t pre-
vent transmission. It will prevent the individual from getting really
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sick, but there is no—there is—it doesn’t prevent the risk of some-
one coming into the country and spreading it to other people.

Dr. WALENSKY. As well. So it does prevent severe disease and
death. It doesn’t prevent transmission as well as it did for prior
variants, but it does still prevent some.

I would like to offer——

Mr. BUCSHON. So I just—I am out of time. But we need to lift
this mandate on travelers that has a big impact on our tourism in-
dustry, and most other countries are doing it.

I will yield back.

Mr. GRIFFITH. The gentleman yields back. Now I recognize the
gentlelady from Michigan, Mrs. Dingell.

Mrs. DINGELL. Thank you, Mr. Chairman, and I want to thank
all of our panelists for all of the work that you have been doing
under not the easiest of circumstances, and I have a lot of ques-
tions, so I need to get to them, but I need to say that we are going
backwards on vaccines, and we are building—we are—I hope our
hearings do not contribute to the lack of public trust.

I look at measles, which has been in my community because peo-
ple are afraid to get it. And I say this as someone who got Guillain-
Barré from the swine flu shot and was more afraid of anybody in
the Congress of the COVID flu shot. But I did my research, I got
it, I didn’t die, and I got every other one. So we need to make sure
that we understand vaccinations save lives and all kinds of things
as we are doing these hearings. We can ask questions, but let’s not
contribute to the lack of trust in the community.

But since the outbreak of the pandemic, we have encountered
new challenges with emerging variants and other diseases. Just
this past fall we saw triple—with an increase in COVID-19 cases,
an earlier-than-unusual flu season, and RSV, which hit children
and seniors especially hard.

In the midst of this latest challenge, we heard from parents
across the country struggling to find common, over-the-counter
pain relievers such as Tylenol and Advil for their kids, as well as
the antibiotic amoxicillin that is used to treat all kinds of infec-
tions. You know, when you are sick and you need it, you get scared
when you can’t find it.

So, Dr. Califf, we know FDA can’t wave a magic wand and imme-
diately start producing more drugs when there are supply chain
issues. But what can the agency do in a situation like this? What
has the agency done to address these shortages?

And because we are going to be short on time, what authorities
or resources would it be helpful for the FDA to have to better an-
ticipate and deal with these increases in demand and shortages?

Dr. CALIFF. Well, as you know, the industry is increasingly devel-
oping digitized supply chains. Each company has great detail about
its own supply chain, but there is no central hub. And right now
our authorities across drugs, devices, biologics are somewhat dif-
ferent. None of them are as complete as they need to be.

Particularly, we need to—for the companies to notify us when
they see a shortage coming, whether it is because of a manufac-
turing problem, which currently exists for the most part, or be-
cause there is a great increase in demand that they are forecasting
that will outstrip their ability to manufacture the product.
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Ultimately, I would like us to envision 10 years from now a
digitized supply chain that could undergo stress testing like we do
for banks and the financial sector now.

Mrs. DINGELL. So for the record, could you tell us later for—in
writing—if there is something Congress needs to be doing to give
you more support, so we don’t have

Dr. CALIFF. Yes, we will give you a list.

Mrs. DINGELL. Thank you.

Dr. CALIFF. There is a—it gets into details, because

Mrs. DINGELL. I want details.

Dr. CALIFF [continuing]. It is like a puzzle.

Mrs. DINGELL. But we will do it—I think all of us would like to
see that.

I would like to now turn to another over-the-counter drug issue.
When the pandemic was declared, we saw an increase in demand
for another commonly used drug: hand sanitizers. Individuals and
hospitals alike were having trouble finding it, and through an en-
forcement discretion policy the FDA leaned on the ingenuity of
small business owners like local distilleries to start producing prod-
uct. Other producers, both in and outside of the country, also in-
creased their supply.

However, we saw some producers were importing hand sanitizers
that had been contaminated with benzene and methanol, known
carcinogens, and microbiologics that can infect and cause illness.
FDA put out statements alerting consumers and asking manufac-
turers to recall their products, but FDA could not order any manu-
facturers to take their products off the shelves.

Although it may be shocking to many Americans—as it was to
me because, unfortunately, I bought one of those hand sanitizers—
FDA does not have the authority to recall most drugs, even when
they are contaminated with these harmful chemicals.

Dr. Califf, can you explain how having the authority to actually
order a recall would be helpful in times when a product is putting
consumers at risk?

Dr. CALIFF. Of course, most companies want their products to be
good, so they will recall them on their own. But we run into compa-
nies that don’t do it and put people at risk. If we can’t order it to
happen—all we are trying to do is then inform the public about
something that can be lethal or cause serious illness.

So we really need to have the authority to do it. We wouldn’t use
it unless we couldn’t work it out with the company.

Mrs. DINGELL. Some in the past have suggested that, instead of
ordering a recall when a sponsor fails to comply with a voluntary
recall, FDA can simply revoke a product’s approval or declare the
products misbranded. Are these options acceptable substitutes for
recall authority? Why or why not?

Dr. CALIFF. Absolutely not. Remember that, in a recall, you have
got to go to the shelf and take what has already been there and
notify people in their homes. It is not enough to say, “Don’t sell any
more.” A lot of it is going to be out there in commerce.

We have a situation going on outside the U.S. right now in
diethylene glycol in Tylenol and ibuprofen, which is one reason we
can’t just import it. We have got to have control of the situation.

Mrs. DINGELL. Thank you.
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I yield back, Mr. Chairman, but we have got some good areas to
work on together.

Mr. GrIFFITH. Thank you very much. The gentlelady yields back.
I now recognize the gentleman from Georgia, Mr. Carter, for 5 min-
utes.

Mr. CARTER. Thank you, Mr. Chairman, and thank you for this
hearing, Mr. Chairman. We have—we are committed to a govern-
ment that is accountable, and we need to be accountable, and so
do the agencies, especially the agencies, and especially when we
are talking about the government’s response to COVID-19 pan-
demic. The American people deserve—they deserve this informa-
tion. They deserve answers and accountability, because there have
been clear failures by this administration over the past 2 years.

We still got existing vaccine and mask mandates that are—and
we have experienced diverting funds away from frontline
healthcare workers to COVID campaigns. It is no wonder why the
American people have lost their trust in our public health institu-
tions.

I am no different from any other Member of Congress up here.
I have a lot of pride in my State. I am very proud that the CDC
is in my State. But I am very concerned about the public percep-
tion right now of the CDC, especially after what we have been
through. That is of concern to me as a native Georgian, and as a
representative from the State of Georgia.

So, Dr. Walensky, I hope that you will help me with this, but I
want to start with Dr. Tabak, because there is something that is
very important to me, as a healthcare professional, and that is
gain-of-function research.

I want to ask you. In the fiscal year 2023 omnibus, section 2315,
there was a provision included that would ban the funding of HHS
dollars towards certain types of research involving pathogens of
pandemic potential or biological agents or toxins that are at risk
to be a severe threat to public health and safety, effective imme-
diately. This ban is in effect until the agency conducts certain re-
view and oversight of protocol, and it can’t be lifted. It cannot be
lifted without the appropriate notice to Congress.

My interpretation of this provision is that it is a ban of gain-of-
function research. And we may have a different definition of gain-
of-function research, but I want to ask you: Can you please speak
to how NIH is implementing this provision?

Dr. TABAK. So we do need to have a short conversation about
gain-of-function research. That is a generic term, and it gets us in
all sorts of trouble.

The type of research that you and everybody is concerned about
is a very narrow portion of that, where you take, for example, a
virus and attempt to make it more transmissible. You attempt to
make it more pathogenic.

Mr. CARTER. OK, I will accept that, and I appreciate that an-
swer. That is what this was intended for——

Dr. TABAK. And we

Mr. CARTER [continuing]. In the omnibus.

Dr. TABAK. And

Mr. CARTER. And that—and my question is, are you imple-
menting this?
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Dr. TABAK. And we currently are not funding that type of re-
search. We have nothing in that category. The NSABB, which is an
advisory committee to the USG, just provided a set of draft rec-
ommendations which will presumably tighten our approach to this
type of research. Once the report is finalized, which we expect will
occur very shortly, I will send a memorandum to the Secretary of
HHS, and he, in turn, I presume, will reach out to the NSC and
to the OSTP

Mr. CARTER. So what——

Dr. TABAK [continuing]. To convene a governmentwide effort to
update the framework with which we work in these

Mr. CARTER. I want more. I want to hear more than just the ef-
fort. This has to be done.

So what you are telling me is that it has been done, and has
been done immediately.

Dr. TABAK. The

Mr. CARTER. And I will accept your limited definition of gain-of-
function research.

Dr. TABAK. That is the definition.

Mr. CARTER. OK. Then it goes on to say that—in the 2023 omni-
bus—that we banned the funding of pandemic potential research in
foreign countries of concern, and we defined “foreign countries of
concern” as China, North Korea, Russia, and Iran. Can you tell me,
has that been done?

Dr. TaBAK. There is no funding of EPP research in any foreign
country today that is sponsored by NIH.

Mr. CARTER. Has there been in the past?

Dr. TABAK. No.

Mr. CARTER. There has not been in the past?

Dr. TABAK. There has not been in the past, funded by NIH, re-
lated to the SARS—-CoV-2 virus. Many years ago there was EPP re-
search conducted in the Netherlands, and that was an influenza.

Mr. CARTER. OK, let me ask you one other thing. This legislation
also mandates that all funding for the research be stopped no later
than 60 days after the bill is enacted, and that is the end of the
month. Can you commit that your agency will fully comply with the
law, fully comply with the law and completely defund any relevant
grants at this time?

Dr. TABAK. We have no current grants funded, so there is noth-
ing to defund.

Mr. CARTER. OK. So I just want to make sure I am clear. You
are not funding anything with your limited definition of gain-of-
function research, nor have you in the past. Yes or no?

Dr. TABAK. In the past there was funding, an influenza research.
But currently there is no such research funded.

Mr. CARTER. And there will not be in the future.

Dr. TABAK. We are—we have no plans that I am aware of.

Mr. CARTER. Thank you, and I yield back.

Mr. GRIFFITH. The gentleman yields back. I now recognize the
gentlelady of New Hampshire, Ms. Kuster.

Ms. KUSTER. Thank you so much, Mr. Chairman, and thank you
to our witnesses. This is a challenging time over the last 3 years,
and I admire your patience.
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I can’t help but think honestly, if the former President had just
taken the vaccine on television in January when he apparently
took it in private, a million—you know, thousands of lives could
have been saved. So I am grateful for all that you do.

It has been 3 years since COVID-19 flipped our lives upside
down and changed our world. And I want to acknowledge what the
Federal Government has accomplished to save lives and keep our
economies safe, as well as identify areas for improvement.

And I thank Mr. Bucshon for his comments that, under several
administrations, you have been challenged. And I think we can
work together, going forward.

So I want to focus on two specific issues: first, the need to im-
prove collection of real-time data to help us assess pandemic
threats; and second, the need to facilitate data sharing to enhance
i)ur responsiveness to pandemics and other public health chal-
enges.

At the start of the pandemic, the U.S. did not have an efficient
system for collecting real-time data. This made it difficult for public
health officials to understand how to respond to the pandemic. Rec-
ognizing this challenge, this Congress invested billions of dollars to
build, update, and modernize data systems that served as the back-
bone of our pandemic response efforts.

The American Rescue Plan provided billions of dollars in funding
to support a whole range of COVID-19 vaccine activities that we
have discussed today, including improvements to information tech-
nology to enhance the quality and availability of real-time data at
the Federal, State, and local level.

This funding was vital, but we need a common framework that
guides us through these investments. Last Congress I worked on
bipartisan legislation to provide such a framework through immu-
nization infrastructure modernization. Dr. Walensky, why is safe
and secure collecting and reporting of public health data so impor-
tant, even beyond COVID?

And what has hindered State and local health departments from
bringing their systems into the 21st century?

Dr. WALENSKY. Yes, I appreciate all of your efforts here, espe-
cially in immunization.

What I can tell you is, through our data modernization efforts,
we are standardizing how data are collected, and we are creating
similar highways so that data from jurisdictions from your districts
can come in to CDC, and then we can deliver them back to you in
real time. You can see what is happening around you.

Some of the limitations that we have—maybe I will just say
those efforts have been successful. And prior to the pandemic we
had 187 healthcare facilities that could give us real-time data. We
now have 22,000. We are not where we need to be. But because of
those efforts at the beginning of the mpox outbreak, we had 22—
28 States that could actually give us data electronically, and we
were getting them in real time. Oregon Health Community Center
has saved 140,000 person hours because they are no longer submit-
ting %‘gst data by fax. So those data modernization efforts are pay-
ing off.

We need congressional help in our data authorities. It took us 6
months to get data use agreements in the beginning of COVID-19.
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It took us 3 months to get data use agreements in the beginning
of the mpox outbreak so we could see how immunizations were roll-
ing out in communities.

Those immunization efforts specifically help us see where we
need to do further outreach, are vaccines reaching where the dis-
ease is, where do we need to do further outreach. And important,
those immunization data provide us opportunities to provide you
back the information that you want, which is do these vaccines
work?

It is because of those immunization data that we were able to be
the first in the world to provide vaccine performance on the
JYNNEOS vaccine. Thank you.

Ms. KUSTER. Great. So the second problem, once you have the
data, is data sharing. We need a clear need for efficient data shar-
ing between all sectors—the public, public health leaders, govern-
ment—to ensure that healthcare resources are directed to those
communities most in need.

Recognizing there are barriers to complete integration, what can
Congress do to help facilitate better data exchange needed to re-
spond appropriately to a—the next pandemic?

Dr. WALENSKY. So that would specifically be the data authorities.
So data authorities and immunizations data authorities—to this
day I can’t tell you who is immunized in the hospital. And we are
going to lose our capacity to look at laboratory testing and COVID-
19 at the end of the public health emergency.

So it is those data authorities, the sharing of data from local dis-
tricts to the States to CDC so that we can fluently share it back
1:10 you so you know what pathogens may be knocking on your front

oor.

Ms. KUSTER. Terrific, thank you. I look forward to working
with—on a bipartisan basis to get that passed. Thank you.

Dr. WALENSKY. Thank you so much.

Ms. KUSTER. I yield back.

Mr. GRIFFITH. I thank the gentlelady and now recognize Mr.
Duncan of South Carolina for his 5 minutes of questioning.

Mr. DUNCAN. Thank you, Mr. Chairman. This has been an inter-
esting hearing.

I, first off, want to thank you all for all the efforts that you put
forth during the global pandemic crisis.

Dr. Tabak, you may want to talk to staff and amend your defini-
tive answer on gain-of-function grants or subgrants that flowed
through NIH. I think that would be important.

Dr. Walensky, you are a medical doctor. So, outside of residency,
did you ever serve in a hospital as a hospitalist, a clinical practi-
tioner, or anything like that?

Dr. WALENSKY. I was the chief of infectious diseases at Massa-
chusetts General Hospital for the 4 years prior to the—3 years
prior to the pandemic, and clinically practiced for 25.

Mr. DUNCAN. Thank you. Oftimes doctors prescribe off-label
pharmaceuticals and treatments. Is that correct?

Dr. WALENSKY. Yes.

Mr. DUNCAN. Did you ever have an instance where the CDC di-
rected you, as a doctor, getting between you and the patient, what
you could prescribe off label?
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Dr. WALENSKY. Certainly, as you make clinical decisions, you
look at guidance. But at an individual level, those guidances are in-
tended at

Mr. DUNCAN. Guidance, but not directives, right?

Dr. WALENSKY. I am sorry?

Mr. DUNCAN. Guidance, but not directives.

Dr. WALENSKY. No. Guidance, but not directives.

Mr. DuNcAN. Right. So I am concerned that, during the COVID
pandemic, that the CDC, through various sources—and it could
have been HHS funding through CMS—got between the doctor and
the patient by telling doctors that you could not prescribe off-
level—off-label treatments for their patients.

The doctor is educated. He has clinical experience and should be
able to treat that patient however they see fit, if they think that
is the best. I don’t care if it is a knee replacement or if it is
COVID-19 treatments. That is the doctor’s decision. Would you not
agree with that?

Dr. WALENSKY. I would challenge a premise that we at CDC
have guidance on how—and definitive guidance on how—prescribe
drugs or—drugs are prescribed.

Mr. DuNcAN. Well, let:

Dr. WALENSKY. What I would say is that, in CDC, we have clin-
ical recommendations for

Mr. DUNCAN. In the essence of time, let me just say that we wit-
nessed—I talked to a lot of doctors—that they were told by the ad-
ministrators of the hospital—because it was pushed down from
Washington, DC—that you couldn’t prescribe certain off-label
therapeutics if—even if the doctor felt like that was how they
wanted to treat that patient.

Dr. WALENSKY. We could have a further discussion about that,
but I don’t believe that was related to CDC guidance.

Mr. DuNcAN. Then why were the doctors being told that by their
administrators?

Dr. WALENSKY. Well, so we are the public health agency, not the
prescribing agency.

Mr. DuNcAN. Is that an HHS issue? Was it a CMS issue?

Dr. WALENSKY. I would have to defer. I don’t know. I don’t know
who would—Dbut it is not CDC guidance.

Mr. DuNcaN. There were treatments, therapeutics, that were
working around the globe that doctors wanted to prescribe to pa-
tients in the United States.

Dr. WALENSKY. There are

Mr. DUNCAN. Would you also agree that people following the
guidelines of CDC that treated patients with Remdesivir or what-
ever that died, would you agree that patients died based on those
treatments?

Dr. WALENSKY. There are COVID-19 treatment guidelines.
Those are—guidelines come out of the NIH, and I would like to
pass it to Dr. Tabak, if that is OK.

Dr. TABAK. So the treatment guidelines that Dr. Walensky refers
to are a compilation from NIH as well as outside experts across the
country.

Mr. DUNCAN. I get guidance, sir, and I appreciate guidance.
What I have been told is doctors were told they could not use cer-
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tain therapeutics that they thought might be in the best interest
of treating that patient and saving a life. Patients died based on
the treatments that were pushed down from Washington, like
Remdesivir. Patients died in this world, and doctors make better
decisions than when government gets in between that doctor-and-
patient relationship.

I would love to have a further followup, but I agreed to yield
some time to Dr. Burgess, and I yield as much time as I have left.

Mr. GRIFFITH. The gentleman yields. Dr. Burgess?

Mr. BURGESS. I thank the gentleman for yielding.

Dr. Walensky, I just had a followup question. Thank you for
hosting me last October when I came down to CDC. And as you re-
member, one of the things that I had been terribly concerned about
is the excess mortality, the fact that life expectancy—according to
your website, life expectancy in the United States has declined to
its lowest level since 1996.

Granted, the COVID deaths, granted the fentanyl deaths, meth-
amphetamine, diseases of despair. But I am not sure that we are
not missing something, and I want us to be very thorough in look-
ing at the data. And that is where I ask your help, because CDC
is the data repository in the country.

Is there something 5 years from now we are going to look back
and say, “I can’t believe we missed that”? So that is my concern,
that there is something hidden within all of this in the excess mor-
tality that we should be—where our focus should be now.

Dr. WALENSKY. Yes, thank you for that question.

So we have different ways of looking at deaths. We have aggre-
gate data that come from the Department of Health. We have line-
level data also that lag a little bit, and then we have the death cer-
tificate data, where we have the most definitive information that
we are going to get based on how that death certificate is filled out.

Those death certificates are filled out with an underlying cause
and contributing causes. And we look at that for COVID-19 and
other related deaths. It is the case that there is—COVID is an un-
derlying cause, but then many other causes, as you know, opioid-
related causes and then lack of access to medical care. At emer-
gency departments, ICUs, people had surgeries deferred.

Mr. BURGESS. Yes.

Dr. WALENSKY. So that is a lot of what we are looking at right
now.

Mr. BURGESS. I am going to need to yield back, but I am going
to submit a question that I would like a response in writing.

Thank you, Mr. Chairman.

Thank you, Jeff.

Mr. GRIFFITH. The gentleman yields back to the gentleman. The
gentleman yields back to the chair. The Chair recognizes the
gentlelady from Delaware, Ms. Blunt Rochester, for her 5 minutes.

Ms. BLUNT ROCHESTER. Thank you, Mr. Chairman, for the rec-
ognition, and I want to thank the witnesses.

I want to thank you not only for your work, but your work dur-
ing one of the most challenging times in the history of our planet.
As I sit here, I was thinking about the physical, the mental, the
economic toll that it has taken on all of us, and the fact that there
was so much that we did not know. And so I just want to commend
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you, because I know you are sitting here and, you know, getting
some very tough questions, but it was also something that we col-
lectively went through and are still going through.

I have a family member who died 2 months ago from COVID, so
I want us to remember this was unusual and that, even as we ask
our questions, that we remember we are still in this together.

I am glad that you brought up workforce needs, data authority,
supply chains. These are all things that have impacted every single
piece of this, including research and development and innovation.

I know in its 76 years the CDC has never faced a public health
emergency of this magnitude. So it is not surprising that there
were a lot of lessons learned for all of us. And one of the things
that we learned is that the CDC lacked critical data when COVID-
19 emerged, resulting in an incomplete national picture of this
global threat.

I am glad there were a lot of questions already asked on data au-
thority, but, Dr. Walensky, what kinds of questions would data au-
thority allow the CDC to answer?

Dr. WALENSKY. [——

Ms. BLUNT ROCHESTER. Can you give us a few examples also of
how data authority could have helped in Federal decision making?

Dr. WALENSKY. Sure. What fraction of people in the hospital are
vaccinated? What is—now, with—we have these authorities
through the public health emergency. But what is going to be our
percent positivity for testing? In impacts before we had all of our
data use agreements signed is who is getting vaccinated. So those
are key things as we have—we are in the position to make impor-
tant decisions. We are making those decisions without the benefit
of data that exist, and it makes it harder to make them. Thank
you.

Ms. BLUNT ROCHESTER. I know, for me, one of the biggest things
that I learned was that there were just basic things like collecting
data on race and ethnicity that were not clear, and it ended up
being one of the strongest indicators for death and contraction.

Can you tell us how—what steps were taken to bridge the gaps
in data like race and ethnicity, or what more should be done?

Dr. WALENSKY. Right. So we are working through our data use
agreements with each of our individual jurisdictions to be able to
receive those data.

Oftentimes, those data are not fully completed. And so that gives
us a limited view, as well. But if, through our data monetization
efforts, we can then standardize the data that are collected and
link them, then we—they would immediately populate.

Ms. BLUNT ROCHESTER. Yes, thank you.

One of the issues that I hope is not lost or forgotten is the issue
of long COVID. And I am glad that that has also been one of the
topics of discussion here. I know individuals that are still con-
cerned, struggling. We have healthcare providers that don’t really
know what to do.

And Dr. Tabak, what guidance do you have for healthcare pro-
ViderI)‘S trying to understand and treat patients with long COVID
now?

Dr. TABAK. At the moment there are no treatments that we know
are effective against all forms of long COVID. What clinicians are
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doing is they are treating symptoms based upon their similarity in
other diseases and conditions.

We hope to launch the first interventional trials using our recov-
ered cohort within the next few months and hopefully get more de-
finitive answers than that one.

Ms. BLUNT ROCHESTER. I can say I am pleased that I have been
working with stakeholders in this space, because I, again, don’t
want us to forget it. This also, in addition to our health impacts,
it has impacts on our economy and jobs and people being able to
go to work.

I ask unanimous consent to enter into the record a collection of
published medical research and scientific literature from the
COVID Patient Recovery Alliance. I have been—I ask for permis-
sion to enter into the record.

Mr. GrIFFITH. Without objection.

[The information appears at the conclusion of the hearing.]

Ms. BLUNT ROCHESTER. Thank you. Thank you, Mr. Chairman.

I have been working with these stakeholders, and again, as I
said, I want to make sure that we don’t forget those individuals
and that we continue to have a focus there.

We will have a lot more questions to enter into the record. But
again, thank you so, so much for your efforts. Again, we are still
all in this together.

I yield back.

Mr. GrIFFITH. The gentlelady yields back. I now recognize the
gentleman from Florida, Dr. Dunn.

Mr. DuNN. Thank you very much, Mr. Chairman.

So 3 years have now passed since this onset of this pandemic,
and I think there’s a lot of lessons that we can learn. Some things
our government did very well, and I think we made some bad calls
too. Operation Warp Speed was a resounding success at developing
vaccines and a great example of what happens when we cut red
tape.

I am concerned, however, that some policies were not grounded
very well. Specifically, I am concerned about the mandates and the
lockdowns. You know, when I was in med school, we were taught
that mandates caused the public to distrust public health authori-
ties. They undermined the public’s confidence in our advice. And
that was reconfirmed in a very large study out of Oxford Inter-
national, a study of 29 countries in 2021. So mandates, I think,
were counterproductive.

The lockdowns. Lockdowns of economy are a new and strange
concept. We never had that. That was never in the playbook for ep-
idemiology in med school. I am reading now economists who esti-
mate $100 trillion damage to the free world’s economy from these
lockdowns. Our great grandchildren will be paying for this.

Dr. Walensky, whatever comes in the future, whatever the next
pathogen is, we can never do this again. Do you agree with me?

Dr. WALENSKY. I agree that we should do everything in our
power not to have it happen. But I will tell you that I was a prac-
ticing clinician in March of 2020, and we had a morgue sitting out-
side the hospital. And so, when you can’t take care of a motor vehi-
cle accident and you can’t take care of a brain tumor, extraordinary
measures are necessary.
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I would very much like to never be back——

Mr. DUNN. Yes, but the lockdowns didn’t help. So, I mean, what
happened——

Dr. WALENSKY. Well

Mr. DUNN. It was an if/then, but that is not like you got any gain
out of it.

Dr. WALENSKY. I do think when there are lockdowns, there was
further need—there is decreased need for things like motor vehicle
accident care. So I do——

Mr. DUNN. You locked down our whole economy.

Let me move on with the time here. So another concern I have
is our failure in diagnostics. We have known for over 10 years that
the principal source of immunity—the principal mediator of immu-
nity to coronaviruses are in T cells, not B cells. However, to this
day we lack coverage for any cellular immunity testing in this
country. That is the T cell testing that you see.

NIH and CDC have ignored this kind of testing, despite the fact
that we know this. This is the way the coronaviruses are prin-
cipally—to the degree that we have long-lasting immunity from
any coronavirus, it is mediated in the T cells. Still no coverage.

You know, it is—the other thing you get with T cell testing is you
can—it is a test for natural immunity. So we test whether or not
somebody has been infected. Imagine how helpful it would be to
know who has some level of immunity, to know how many people
were infected with this virus. We could still do population studies
with this testing.

You know, Dr. Tabak, would you commit to the NIH studying
some T cell immunity?

Dr. TABAK. So, in fact, we are having conversations now through
our active consortium, which is a public-private partnership, Fed-
eral agencies, and industry to do just that, to look at T cell readout.
And so

Mr. DUNN. Please do, please do.

Dr. TABAK [continuing]. We are working towards that goal.

Mr. DUNN. You know, Singapore studied SARS—CoV-1 and T cell
immunity, literally, 6, 7 years ago. I mean, that is a long time ago.
We have known about this for quite a while.

I am also concerned, actually, about the shortage of studies on
therapeutics for early outpatient treatment. I mean, we had a guid-
ance nationally that basically said, “If you test positive, go home,
quarantine, wait until your lips turn blue, and then go to the hos-
pital, and maybe we can save you.” That was it.

I mean, there were a lot of broad spectrum antivirals out there
of potential use. Specifically, I am thinking about in Japan. This
is not approved in America, but it has been approved in Japan. In
fact, it is a generic drug in Japan, and it is Favipiravir. And we
did—we just ignored it, we sailed right past Favipiravir, never
mentioned it, and we instead approved, Dr. Califf, we approved
Molnupiravir. Molnupiravir is a another RNA polymerase inhibitor,
but it inhibits human RNA polymerase as well as viral. Favipiravir
is specific for viral.

Can you tell me something about why we didn’t take a look at
Favipiravir?
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Dr. CALIFF. Of course, the FDA will look at anyone who brings
this data and seeks approval. So I will have to go back on the spe-
cifics of this.

But Molnupiravir, as I know you know, had randomized clinical
trials that it brought

Mr. DUNN. So did Favipiravir. It had—Favipiravir, when I looked
in 2021, had 96 trials.

Dr. CALIFF. Well, we also have to look at the quality of the trial.
So I will have to get back with you.

Mr. DUNN. Japanese trials are pretty high-quality medicine.

You know, I think—my time is expired, so I will have to—I have
to yield here. But I think there is some real disappointments in
targeting and choice of therapeutics and diagnostics.

With that, Mr. Chair, I yield back.

Mr. GRIFFITH. The gentleman yields back. I now recognize the
gentlelady from Illinois, Ms. Kelly.

Ms. KeLLY. Thank you, Mr. Chair, and I want to thank the
chairs and ranking members for your insights on the challenges
and successes we have had—faced in strengthening our response to
the COVID-19 pandemic.

And excuse my voice.

And I want to thank the witnesses for all the work that you do.

Vaccinations have proven to be a powerful tool. The Biden ad-
ministration’s decision to make vaccinations free was a pivotal step
in our continuing journey toward health equity and response to re-
luctance in communities of color to get vaccination.

The evolution of COVID-19 messaging created opportunities to
address challenges and create strategy around increasing con-
fidence in public health messaging for Black and Brown commu-
nities, including continued efforts to increase vaccination rates and
booster compliance. Still, bivalent booster rates continue to lag,
with 19.4 percent of Black communities, 12.7 percent of Latino
communities receiving updated boosters, as compared with almost
30 percent of White communities.

Dr. Walensky, considering the pending PAHPA reauthorization,
are there key learnings from COVID-19 that will help to increase
Black and Brown awareness and uptake of public health strategies
during the ongoing pandemic and other future public health emer-
gencies? Because there will be others.

Dr. WALENSKY. Yes, there will be others. Thank you for that
question.

Among the key points of our CDC Moving Forward is creating
partnerships, results-based partnerships. And part of those part-
nerships is working with community-based organizations, recog-
nizing that people know how their communities will react, and peo-
ple know their questions that they would like answered.

We do have programs like Vaccinate with Confidence, race and
ethnicity, access to community health, Let’s Rise, promoting vac-
cine confidence. So all of these things are working within commu-
nities, from people—from—with people from those communities to
understand what it is—what are their questions, the local ques-
tions that they have related to vaccine confidence.

It is a concern not only for COVID-19, but also for other routine
pediatric vaccinations as well.
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Ms. KELLY. So I know COVID is not over, but it is waning. So
do you see that continuing, or we just did that during COVID?

Dr. WALENSKY. Those efforts are continuing, not only for—
through the bivalent boosting, but we always have a vaccine cam-
paign for flu vaccines every year.

And then we really do have work to do in our pediatric vaccines,
as has been noted. We lost pediatric vaccination rates this year,
down from 95 percent 2 years ago, 94 percent in the last year, 93
percent this year. A quarter of a million less children entering kin-
dergarten with their routine vaccinations being up to date.

Ms. KeELLY. Thank you.

How do you say your name?

Dr. TABAK. “Tayback.”

Ms. KELLY. “Tayback.” I want to be correct.

Dr. Tabak, can you elaborate on how initiatives such as NIH’s
CEAL, Community Engagement Alliance, against COVID-19 dis-
parities increased clinical trial diversity for COVID-19 vaccines
and treatments?

Dr. TaBAK. Yes, I am pleased to do that. What we did was we
partnered with local organizations within the community, faith-
based organizations and other community leaders, people who are
trusted, and met with them to explain things, basic questions about
COVID, about therapeutics, about vaccines, and, importantly, why
it is important to participate in clinical trials.

We wanted our trials to represent the Nation. And that, of
course, gives better comfort to people that a particular intervention
may work, if they know that somebody who looks like them was
part of the trial.

We are building this into everything that we are doing now at
NIH. We are not stopping just with the COVID response, because,
obviously, the same tenet holds true for all clinical research. And
so we are working hard to extend that.

Ms. KELLY. I am glad to hear that, because I was going to ask
how can the successes of these efforts be replicated to ensure racial
and ethnic diversity in clinical trials more broadly. So I am glad
you are continuing.

Dr. TABAK. Thank you.

Ms. KELLY. I just want to say thank you again. This is very im-
portant to me, and I look forward to partnering in a bipartisan way
with my colleagues to ensure clinical trial diversity.

Thank you. I yield back.

Mr. GrIFFITH. The gentlelady yields back. I now recognize the
gentlelady from Arizona, Mrs. Lesko, for her 5 minutes of ques-
tioning.

Mrs. LESKO. Thank you, Mr. Chair. My first question is for Mr.
Tabak.

You told Congressman Carter that NIH did not fund ePPP re-
search in foreign countries, except for an influenza experiment in
the Netherlands. Was that experiment funded by a direct grant or
a subgrant?

Dr. TABAK. The experiment in the Netherlands, I believe, was a
subaward, but I would have to check to confirm that. And that was
done in the—I think it was in the early 2000s. It has been a while.
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Mrs. LEsko. OK. And how, then, did the NIH know about the ex-
periment, if it was a subgrant?

Dr. TABAK. It was approved under the then-DIRK/P3CO frame-
work, and we use the normal monitoring procedures for that, yes.

Mrs. LESKO. In the case of EcoHealth and the Wuhan lab, the
NIH was unable to get the records of a humanized mice experiment
because the Wuhan lab, the subgrantee, refused to provide this to
EcoHealth.

Given the failure of an NIH grantee to get lab records, there
couﬁd?be other cases where NIH can’t get the lab records. Isn’t that
right?

Dr. TABAK. It is possible. As you know, that subaward has now
bﬁen terminated. They are no longer funded by NIH to do any-
thing.

Mrs. LESKO. So how can you state—how can the NIH know for
sure that it hasn’t funded ePPP, when NIH can’t be sure it can get
the lab records of experiments funded by NIH?

Dr. TABAK. As a result of them failing to provide us with the ade-
quate documentation, they no longer have any funding from NIH.

The NIH funding, we approve what they are to do from their
progress reports and from their publications they have done what
they said they would do. The work was commensurate with the
modest sums of money that we provided to them. I don’t know
what other work they are conducting.

Mrs. LESKO. Yes, I guess what I am saying is that, if you—if we
couldn’t get the reports accurately, how can you definitively say
that there was no funding of this?

And so, anyway, I have another question for you. As the vice
chair of the Oversight and Investigation Subcommittee and a mem-
ber of the Select Committee on the Coronavirus Pandemic, I can’t
stress how inexplicable the failure I believe any of NIH oversight
on the EcoHealth Alliance grant is to me.

In 2019, EcoHealth Alliance failed to submit a required annual
report on the research it was conducting related to the emergency
of the bat coronavirus. The 2019 progress report was due by Sep-
tember 2019. The COVID-19 pandemic began late 2019. Despite a
bat coronavirus pandemic emerging in the city where NIH-funded
bat coronavirus research was taking place, NIH failed to even ask
for the missing progress report until 2021, and it was still not actu-
3lly submitted until months later, more than 2 years after the due

ate.

Given these circumstances, how did the agency fail to notice that
the annual report on research done by EcoHealth and the WIV was
overdue for 2 years?

Dr. TABAK. The most important point to appreciate here is that
the viruses that were under study in that subproject bear no rela-
tionship to SARS-CoV-2. They are genetically distinct. They are
absolutely unrelated to SARS-CoV-2. That is the most important
thing to understand.

As far as the administrative oversight

Mrs. LEsSKO. And how do you know that for sure, sir?

Dr. TABAK. By looking at the phylogeny of—by looking at the ge-
netic sequence. It would be equivalent to saying that a human is
equivalent to a cow. That is how distant the sequences of the vi-
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ruses that they were using in this work were to the actual SARS-
CoV-2.

Now, the administrative overlap, the administrative issues, we
concur with that. We concurred with the oversight report. We have
taken steps to redress those administrative issues.

Mrs. LEsko. Thank you.

I have only 13 seconds left, so I will yield back.

Mr. GRIFFITH. I thank the gentlelady and now recognize the
gentlelady from Washington, Dr. Schrier.

Ms. ScHRIER. Thank you. Thank you, Chairman Griffith. And
thank you to the witnesses for being here today. I appreciate all
the work you have done over the past few years, with a rapidly
changing pandemic and tricky messaging.

We have learned a lot in these past few years, and I just want
to make sure that we remember these lessons when the next public
health challenge comes along. Today there is a lot to talk about,
but I would like to focus on testing and on therapeutics.

So, Dr. Califf, in your testimony you say that the FDA is com-
mitted to continuing to use every tool in our toolbox to fight this
pandemic, and I absolutely agree. As a pediatrician, I have been
advocating now—we are talking years—for the use of rapid tests
and masks and a multilayered approach to keep our kids and fami-
lies safe and to keep our children in school, in classrooms.

And I also just want to acknowledge, Dr. Walensky, thank you
for you also having that as your north star: How can we get our
children into classrooms and keep them and their teachers there
safely?

In fact, we did one of the first pilots in the country on using
rapid tests to get kids into school.

The FDA has authorized over 30 over-the-counter tests, and I use
them before I travel home to make sure I am not bringing un-
wanted COVID back to my family. People use them around the
holidays to protect their families. And we have really come to rely
on these rapid tests.

Are any of the ones that we are using today fully authorized, or
do—are they all under emergency use authorization?

Dr. CALIFF. I believe all of the rapid tests that we have today are
under EUA. But they will not go away, because we will have a
bridging program, and they will still be available.

Ms. ScHRIER. That is fantastic. You anticipated my next——

Dr. CALIFF. I will have to check to be sure it is 100 percent.

Ms. ScHRIER. OK. I wanted to make sure that that would hap-
pen, because they are really indispensable.

I will hop to my other topic. Mr. Tabak—or Dr. Tabak, excuse
me—the RADx program has been incredible. These public-private
partnerships, getting accelerated treatments has been incredible.

I was wondering if you could talk about how we are going to use
this and stay nimble with future threats, but just kind of a briefer
answer, because I have more for you.

Dr. TABAK. Well, from the lessons learned, we know that if we
could create centers that are ready to take very rapidly the prob-
lem, find a solution, and then scale it up, that we could make a
big difference in any future pandemic.
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Ms. ScHRIER. That public-private partnership has really been in-
credible. And I appreciate the work in all of these institutions:
CDC, ASPR, BARDA.

I—we have already seen with COVID that, as the virus has
changed, some of our therapeutics are no longer useful, like some
of the monoclonal antibodies. And we know from our experience
with TB and with HIV that we may get to the point where what
we need are drug cocktails, essentially. You don’t just use one
therapeutic, in order to evade all of the mutations and changes in
a virus and them getting around therapeutics. We may need to use
several at once.

There is not a lot of incentive for drug companies to do that test-
ing. And I was wondering if you could talk about what is hap-
pening at the NIH to speed drug cocktails.

Dr. TABAK. In the active program, which is a public-private part-
nership consortium between government agencies and industry, we
have, in fact, used that as an incubator for these types of mix-and-
match, if you will, types of approaches. And we have been very
pleased for a number of our industry colleagues who have come for-
ward and have been willing, you know, to engage in this sort of
conversation. So I think that is the direction that we will have to
proceed in the future.

Ms. ScHRIER. That is fantastic. And frankly, they will have more
of a guarantee of a long market life if they figure out how to make
theirs more effective in a cocktail.

Last question, Dr. Califf, I know there has been a lot of discus-
sion about whether vaccines are still useful even if they are not
perfect at preventing the disease or perfect at preventing trans-
mission. I just wanted to give you an opportunity to set the record
straight on your perception of the importance of vaccines.

Dr. CALIFF. First of all, let me just speak to the transmission
issue, which has been discussed very much today. It is true that
the vaccines are not sterilizing. And Dr. Bucshon, I think, was
careful in using that word.

What we have, though, is a modest prevention, like a 50 percent
prevention of the risk of getting infected if you're up to date on
your vaccination. And that is very important for frontline workers
of all types to stay healthy, for children not to infect their grand-
parents who may be at risk.

But the most important thing, I think, is if you’re up to date—
you've gotten your bivalent now, which is what that means—your
risk of dying if you get infected is reduced by 80 percent. And if
you get an antiviral that is recommended by the FDA, if you get
infected and you’re high risk, you have another 80 percent reduc-
tion. Now, you have to do contingent probability, so what that
means is your risk of dying is very low if you get both.

So, you know, I am a cardiologist, so I am used to life and death.
This is like the most important thing one can do today to keep from
dying that is very remediable, free. There are side effects to vac-
cines. We all know that. But they are far overwhelmed by the bene-
fits that occur.

Ms. ScHRIER. Thank you. As a pediatrician, I fully concur with
the importance of vaccines.

I yield back.
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Mr. GrRIFFITH. The gentlelady yields back. Now I recognize the
gentleman from Pennsylvania, Dr. Joyce.

Mr. JoycE. Thank you, Mr. Chairman. I would like to address
the CMS vaccine mandates, because I think we recognize that it
has caused a cascade of problems, including workforce shortages
throughout the United States on all levels.

OSHA also released a mandate November 5th, which has been
held up in the courts and then subsequently withdrawn. Dr.
Walensky, was the CDC consulted in issuing these mandates?

Dr. WALENSKY. The CDC provides information regarding the
safety and effectiveness of vaccines and has provided the informa-
tion that says that those vaccines are very safe, very effective in
preventing severe disease and death, as Dr. Califf just said, as well
as preventing some symptomatic disease—not as good as severe
disease and death, but about 50 percent protection against sympto-
matic disease, even during the Delta and Omicron era.

Mr. JoycE. Did OSHA specifically reach out to you or your teams
before issuing these mandates?

Dr. WALENSKY. We provide our recommendation—or our sci-
entific guidance within an interagency process that works across
different agencies.

Mr. JoyceE. Dr. Walensky, we are both Johns Hopkins-trained
physicians. We are both parents.

Head Start has a vaccination mandate that is in place. Did the
1CDC pgovide data about COVID-19 risk to Head Start-aged popu-
ations?

Dr. WALENSKY. I—CDC continues to provide recommendations
and information, science-based information, on the vaccine safety
and effectiveness in children and in adults.

Mr. JOYCE. In earlier testimony you stated that the vaccine man-
dates with COVID-19 have resulted in decreased routine pediatric
immunizations. Is this is not correct?

Dr. WALENSKY. I am not—I would have to go back to the record.
I am not sure I stated it exactly in that way.

Mr. JoYcCE. Do you feel that, with the potential of decreased rou-
tine childhood immunizations to measles, to mumps, to rubella, do
you feel the continuation of the Head Start vaccine mandates will
put at risk these children, or actually have their parents consider
whether or not they should continue in these Head Start programs?

Dr. WALENSKY. What I can tell you is that vaccines save lives.
That is true in our routine vaccination for pediatrics. It is true in
COVID-19. It is true in influenza. And I think we should do every-
thing that we can to promote vaccination, because it saves lives for
all of these different infectious threats.

Mr. Joyck. I feel that we are subjecting certain populations to
more risks than when we recognize that parents are not immuniz-
ing their children with vaccine mandates, which we recognize are
not necessarily effective, particularly in pediatric populations.

I would like to pivot and talk about the end of the COVID public
health emergency. Unwinding the public health emergency will
eventually reset the health system back to what was in place be-
fore the pandemic, with some exceptions, unfortunately. And it
really is unfortunate. I do not feel that we will restore in our public
health agencies the credence that is so necessary at any time soon.
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Dr. Califf, as a followup from my September 2022 letter with ex-
plicit steps, what explicit steps is the FDA taking or will the FDA
take to continue to move forward on COVID-19 therapeutics, spe-
cifically therapeutics that so many patients continue to need, pa-
tients who are immunocompromised, from—whether that is from
underlying disease, or patients who are immunocompromised be-
cause they are in the middle of a cancer therapy, patients who are
exposed to many different types of infectious disease but particu-
larly to COVID-19?

Dr. CALIFF. Well, let’s talk about the technical aspects first. And
I appreciate the question, because millions of immunocompromised
people, as you know, in the United States, they deserve special pro-
tection.

We have now the ability to make therapeutic antibodies, as you
well know, in addition. The first step is get vaccinated, be up to
date on your vaccination, make sure, if you get infected, that you
get a potent antiviral. Those are available, they are effective in
immunocompromised patients, as well as other people.

Mr. JOYCE. My time is limited. Please allow me to interrupt. So
the therapeutic antibodies, are they effective against the current
strains that we see with COVID-19?

Dr. CALIFF. None of the ones currently available are effective
against

Mr. JOYCE. So we are talking about what is going to be available.
If we recognize that the immunotherapies are not for you, are not
effective against the current strains, what do we have to offer these
patients?

Dr. CALIFF. Oh, I think the way to think about this now is that
the technology has gotten so advanced, there is like a library of
therapeutic antibodies. Don’t be surprised if you see some that
were old and didn’t work against old strains now, with the new
variants, actually becoming active against them. So those are con-
stantly being tested.

But we also need to work with the industry to figure out a way
to make it worth their while to continue to work in this field, be-
cause what they are looking at is they make a therapeutic anti-
body, 3 months later there is a new variant and there is no longer
a market for it.

One of the real keys to Operation Warp Speed and to what came
after was the government infusing money that took the risk away
for the industry, for being active to use all their capabilities. So we
do have work to do there, but——

Mr. JoyCE. I think——

Dr. CALIFF [continuing]. The technology is——

Mr. Joyck. I think my time has expired. I think we have a lot
of work to continue to do.

And thank you, Mr. Chairman. I yield back.

Mr. GrIFFITH. The gentleman yields back. I now recognize the
gentlelady from Massachusetts, Mrs. Trahan.

Mrs. TRAHAN. Thank you. Thank you to our chairs and our rank-
ing members for holding a hearing on the Federal response to
COVID-19.
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I want to thank our witnesses today for, you know, your testi-
mony, for your patience, certainly for your leadership as we navi-
gated the most deadly pandemic of our generation.

The U.S. has made tremendous progress in our fight against
COVID-19. As many of my colleagues have already said today, the
Biden administration stood up the largest free vaccination program
in U.S. history, delivered hundreds of millions of free at-home tests
to households, and passed the historic American Rescue Plan,
which put money in the pockets of financially strained Americans
and enabled schools to reopen safely for our kids.

COVID has required an all-of-government response that tested
the Federal Government’s public health system capacity, including
testing and vaccine development, supply chain capabilities, treat-
ment and medical responses, and workforce readiness.

It is critically important now more than ever to take our lessons
learned from COVID to better equip our preparedness and re-
sponse systems so that we are never caught flat-footed again. For
this reason, I will be introducing a bill in the coming weeks that
funds a Disease X Medical Countermeasures program at BARDA
for unknown viral threats with pandemic potential. Current fund-
ing constraints at BARDA only allow the agency to go so far. With
much of BARDA’s MCM development work focused on a defined
list of chemical, biological, radiological, and nuclear threat agents
as well as influenza, we may not be prepared to develop and manu-
facture at scale future drugs and vaccines against unknown viral
threats that can lead to a devastating pandemic.

The Disease X Act will help BARDA to fully focus on their full
list of priorities, including increased focus on emerging infectious
diseases. That said, BARDA played a critical role in our response
to COVID. With a decade of investments and platform technologies
under flexible agreements, BARDA was able to pivot to develop
COVID-19 MCMs at a rapid pace.

Dr. Califf, as you know, Congress passed many provisions from
the Prevent Pandemics Act as part of the 2023 omnibus funding
bill that was just signed into law. One of these provisions creates
a platform technology designation program at FDA to support the
development and review of new treatments and countermeasures
that use adaptable technologies that can be used in more than one
drug or biological product for novel public health threats. We saw
how powerful the mRNA platform was for the COVID-19 vaccine,
and now other applications of this platform are being explored.

So, Dr. Califf, how will this new regulatory designation for plat-
form technologies potentially lead to faster development of vaccines
and therapeutics for currently unknown emerging infectious dis-
eases in the future?

And how does FDA plan to implement this new designation?

Dr. CALIFF. Well, you know, mRNA is the example, as Dr. Tabak
already stated. When you’ve got a platform that can be used for
multiple different therapeutics, it’'s a wonderful thing. But it
doesn’t happen overnight. So if you wait until you're in a crisis, you
can’t then develop the platform. This happens over years to dec-
ades. So working with our partners at NIH, BARDA, ARPA-H, I
wouldn’t be surprised if it has a critical role to play here.
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We want this to happen so that, when there is a need, the plat-
form is available and multiple therapeutics can be developed.

Mrs. TRAHAN. Thank you. And as mentioned previously, provi-
sions from the Prevent Pandemics Act were recently signed into
law. While I am pleased many of these provisions have been en-
acted, this cannot be the end of our work to strengthen our pre-
paredness and our response infrastructure.

So, Dr. Walensky, what are some of the capabilities to detect and
monitor emerging infectious diseases at CDC included in the Pre-
vent Pandemics Act, and what additional authorities and resources
are needed to prevent and respond to future pandemics?

Dr. WALENSKY. Thank you. Yes, so through PREVENT we were
able to receive OTA, other transaction authority, but we were un-
able to receive the data authorities that we need, the workforce au-
thorities that we need.

From a workforce standpoint, our ability to rapidly respond if we
are going to be a response-based agency, which we are working—
we are, and—but we have never had to at this size, scale, and
scope. If we are going to be able to be—to respond to this size,
scale, and scope, as was required over these last 3 years, we need
to have the authorities that other response-based agencies do:
workforce hiring authorities, danger pay, overtime, as well as our
data authorities.

It took us 6 months to receive data use agreements from 100 dif-
ferent jurisdictions early in the pandemic in order to be able to see
the data. Similarly, through the mpox challenges over the summer,
we had the same challenges in not having to be able to see the
data. If you can’t see the data, you can’t act on the data. And that
is true at CDC, but also back at the local level. We would like to
give those data back to the local level so they can respond as well.
Thank you.

Mrs. TRAHAN. Great. Thank you so much.

I yield.

Mr. GrIFFITH. The gentlelady yields back. I now recognize the
gentlelady from Tennessee.

Mrs. HARSHBARGER. Hey.

Mr. GRIFFITH. Mrs. Harshbarger.

Mrs. HARSHBARGER. Thank you, Mr. Chairman. Thank you, Mr.
Chairman. Thank you to the witnesses for being here today.

I want to talk to you, Dr. Walensky. According to Twitter files
reported by David Zweig on December 23rd, the Biden administra-
tion was working with Twitter to flag anything that conflicted or
differed from CDC guidance as misinformation. Dr. Walensky, were
you or your staff in meetings, phone calls, or virtual meetings with
the Biden White House administration officials and Twitter? And
that is a yes-or-no.

Dr. WALENSKY. Thank you for the question. There is pending liti-
gation on that, so I am not going to get into the specifics on that
today. Thank you.

Mrs. HARSHBARGER. Oh. What about Facebook and Instagram?

Dr. WALENSKY. Similar.

Mrs. HARSHBARGER. Giving—given reporting the CDC was con-
sulted frequently, and at times daily, and on giving recommenda-
tions on what content to flag as fake or misleading on Twitter,



123

Facebook, and Instagram, how many staff did you have dedicated
to working with technology companies?

Dr. WALENSKY. Again, there is pending litigation on that, so I am
not free to comment right now.

Mrs. HARSHBARGER. Was there any centralized guidance from
you about what staff should relay as fake or misleading?

Dr. WALENSKY. Pending litigation, regrets.

Mrs. HARSHBARGER. Well, Dr. Walensky, when there are numer-
ous examples of individuals being flagged as misleading for ref-
erencing peer-reviewed studies, posting CDC’s own data, or their
own opinions as experts being called into question merely because
it differs from your scientific perspective, that is just unacceptable.

And let me ask you, Dr. Califf. Let me go back to a question. Will
the FDA commit to provide transparency for the raw data used to
make key decisions during the course of the pandemic on vaccines
and treatments?

And specifically, will the FDA commit to releasing all data on
complications in phase four monitoring to allow for outside anal-
ysis, yes or no?

Dr. CALIFF. We are committed to transparency on the informa-
tion that we are collecting in our vaccine follow-up.

Mrs. HARSHBARGER. OK. All data?

And I am asking you that because there was a FOIA request for
Pfizer COVID-19 vaccine safety data. And from what we read, it
said that it would take the FDA 75 years at 500 pages a year to
get that 329,000 pages of data that the FOIA request asks for.

Dr. CALIFF. Well, I will have to get back to you on that specific
number. I am not familiar with the exact number. But we will do
everything we can to make sure people are informed about vaccine
safety.

Mrs. HARSHBARGER. Yes, that would be very pertinent, since
these vaccines are going out to the public, these boosters are going
out to the public. And I don’t understand. It said in the article
there were 10 employees that were requested to review that data
or FOIA request.

And how many employees did the FDA employ, how many do you
have, do you know?

Dr. CALIFF. We have 18,000 employees in total.

Mrs. HARSHBARGER. Eighteen thousand employees, but there’s 10
that are put on FOIA requests. And at that rate, at 329,000 pages
and the FDA saying that they could only do 500 pages a day, it
would take 75 years. But if you would, get back with me on that.

And I have some other questions about CPG guidances and how
they are construed as law, but I will put that in writing for you.

Let me see. I have got a little bit of time left, and I have another
question, if I can go—if I can find it. And it is about another recent
health concern.

On October 31st, 2022, the Republican leadership of this com-
mittee sent a letter to the NIH raising concerns and questions
about a monkey pox, or an mpox, viral enhancement experiment
being conducted at the NIAID. This experiment involves transfer-
ring the more lethal version of the mpox virus, which has about a
10 percent mortality rate in unvaccinated people, with the less le-
thal but more transmissible mpox virus circulating in the U.S.
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Now, the less transmissible mpox virus has a mortality rate of
less than 1 percent, and the more lethal virus is classified as a
Federal select agent. It appears that the project is reasonably an-
ticipated to yield a lab-generated mpox virus that is 1,000 times
more lethal in mice than mpox virus currently circulating in hu-
mans.

The NIH has refused to respond to the committee’s letter. And
as Chairman Griffith mentioned, in stark contrast the committee
asked very similar questions to Boston University about its recent
experience involving SARS-CoV-2, and the folks at Boston Univer-
sity were very forthcoming. And because they told us exactly what
they were doing and why they were doing it, we are confident they
are acting appropriately.

And I will have followup questions for you, Mr. Tabak, about,
since you haven’t responded, why haven’t you responded, and what
are you hiding? Did you fail to select —to follow select agent regu-
lations?

And did the NIH fail to follow its own guidelines and policies like
it did with the EcoHealth grant?

Dr. TABAK. The experiments that you are referencing were—did
follow all the select agent guidelines. It was conducted in our intra-
mural program. It was approved back in 2015. What they did was
they replaced genes in the more virulent——

Mrs. HARSHBARGER. Well, you can—I know my time is up, and
I know we are on a schedule, but if you would, follow up in writing
with me.
hAnd I do have some other questions for Dr. Walensky about
that

Mr. GrIFFITH. I think we are still waiting to find out what level
lab that is in too. But OK:

Mrs. HARSHBARGER. Yes.

Mr. GrRIFFITH. We will get that in writing later. I now recog-
nize——

Mrs. HARSHBARGER. Thank you.

Mr. GRIFFITH [continuing]. Representative Tonko of New York for
his 5 minutes.

Mr. ToNkKO. Thank you, Mr. Chair. The allegation that NIH-
funded research in China led to the release of COVID-19 from a
lab has been routinely debunked.

I ask unanimous consent to submit a document for the record
published by NIH demonstrating that SARS—-CoV-2 and the types
of viruses studied with NIH funding are too genetically distant to
be directly related.

We all share interest in biosecurity, but we should make deci-
sions, obviously, based on facts.

Mr. GRIFFITH. I am happy to recognize—or to admit that without
objection. I would just note that, with a huge hole in the data, how
do we know?

Without objection, so ordered.

[The information appears at the conclusion of the hearing.]

Mr. Tonko. Thank you, Mr. Chair.

As scientists learned more about the virus that causes COVID-—
19 and the best approaches to keeping us all safe, it was important
that decisions made about public health guidance and investments
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evolved alongside it. This means that information and guidance
were revised to keep up with our growing understanding of the
virus. And despite criticisms of those changes, it is in the best in-
terest of the Nation to ensure that the public is armed with the
best information that we have at the time.

So, Dr. Califf, as we have discussed, vaccination is our best shot
at keeping the American public safe and healthy. Observing how
the virus itself changed over time led to the development of new
vaccines like the bivalent booster to target new variants of SARS—
CoV-2. Why is it important for FDA’s regulation of biologics and
vaccines to be responsive to emerging science about SARS-CoV-2?

Dr. CALIFF. Well, I think the emergence of these new variants is
proof of principle right there. And if we didn’t have all the research
going on to look at the variants, to produce them in laboratories,
to test whether it is therapeutic antibodies or vaccines, we couldn’t
keep up, and we would lose the effectiveness of our vaccinations
over time.

So just like with flu vaccines that are updated every year, we are
going to need to update our COVID vaccines in the same—not ex-
actly the same, but in a similar way.

Mr. ToNKoO. I appreciate that. And Dr. Califf, how does new sci-
entific information from the study of an infectious disease allow
FDA to better determine the safety and efficacy of new vaccines or
treatments and evaluate if they are ready to be publicly deployed?

Dr. CALIFF. Now, here I would stress two types of information.
One is biological information coming from laboratories, both those
that are funded at NIH and what industry is doing and the com-
munity of universities around the world. It’s the only way to keep
up and to know that the vaccine that you're proposing actually has
activity against the specific variant.

But the second kind that Dr. Walensky has talked about over
and over, in the end, the true test of anything the FDA does is
what the effect is in the intact human being. We need an ethical
deal. You think about yourself or me. When I get sick, I hope that
a lot of other people have volunteered their data so that I will get
the right treatment, because my doctor will know.

We have had some discussion about this. Doctors are smart. I am
one. I think I am pretty smart. But I am a lot smarter if I have
the evidence. So I call a doctor alone eminence-based medicine. A
doctor armed with evidence is evidence-based medicine. It is much
better. It will only work if we volunteer our data and participate
in research.

Mr. TONKO. I hear the evidence-based argument.

Dr. Walensky, I know that reopening schools safely was a pri-
ority for you and the Biden administration from day one. So can
you explain CDC’s approach to using public health data to provide
schools the guidance they need for teachers, school staff, and chil-
dren to return to in-person learning?

Dr. WALENSKY. Absolutely. So we—as we create our guidance—
and as you know, this was a priority for me—46 percent of schools
initially opened, 63 percent within months. And then, by the new—
by the fall, it was up to 95 percent in terms of getting schools back
open.
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So we used a layered mitigation strategy. Remember, at the time
there were no vaccines for children. We were vaccinating adults,
but we didn’t have vaccines for children. So what were the strate-
gies that we could use? Vaccination was one of them. Masking was
another. Distance at the time, when we had high levels of commu-
nity transmission, was yet another.

And then we saw these ecological studies, cohort studies in
States that said when these jurisdictions had masks on and these
jurisdictions didn’t, there was more infection in the schools when
the masks were off that schools had to close because masks were
off. And it was based on those kinds of studies, whether it be in
Georgia or Wisconsin or Arizona or across the country, where we
were able to amend our guidance in real time as those variants
emerged, as Dr. Califf noted.

Mr. ToNKO. Thank you very much.

And with that I yield back. Mr. Chair, I do—did have some ques-
tions for Dr. Tabak, but will get that to you in writing.

Thank you.

Mr. GrRIFFITH. I thank the gentleman. The gentleman yields
back. I now recognize the gentlelady, Dr. Miller-Meeks from Iowa,
for her 5 minutes.

Mrs. MILLER-MEEKS. Thank you, Mr. Chair, and I thank all the
witnesses who are here.

Dr. Walensky, you and I have had the opportunity and the pleas-
ure, if you will, to receive testimony before and ask questions. I am
a physician. I am also a former director of the Iowa Department
of Public Health. And when it comes to trust in our agencies, if
you've lost me that means there is a lot that has to be answered
for, and oversight that has to be taken care of.

I have vaccinated individuals, all 24 of my counties in my dis-
trict. I was vaccinated. But even now there still persists this non-
recognition of infection-acquired immunity, of herd immunity, of
immunity that exists. And the purpose of a vaccine is to do what?
It is to confer immunity.

So the failures of the CDC and the FDA—and I won’t get into
the NIH—were both administrations.

There was the first failure to—not to develop testing in an appro-
priate, adequate fashion for COVID-19, despite the fact that there
was already a test with high specificity and sensitivity from the
University of Iowa.

The failure of the CDC to use real-world evidence and data when
studies from Israel or other countries showed that viral trans-
mission still existed, despite vaccination.

The failure of the CDC and other public health organizations to
acknowledge infection-acquired immunity, despite data from other
countries, and that there were waning antibodies within 1 month
after vaccine.

The failure to acknowledge infection-acquired immunity or nat-
ural immunity, and mandate vaccines to those who already have
immunity. And I put forth a bill to mandate that all insurance
companies, public and private, cover for antibody testing and T cell
antibody testing to get to this point.

The failure of the CDC to acknowledge myocarditis and pericar-
ditis in young people and still advocate for vaccines in young men
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despite that risk, which, as we talked about finally last year, that
there is a risk benefit that has to be considered but was not consid-
ered in these mandates.

Menstrual irregularities in young women.

I think that when you are trying to message to the public—and
I can tell you, as a public health director, what I conveyed to my
staff was that our credibility was the most important thing that we
had in public health. And so, when we can’t acknowledge what our
common concepts and what my local public health individuals and
officers and physicians and nurses were acknowledging back at
home but we are not receiving through the CDC, has created a lack
of trust in extremely important institutions.

The failure of the FDA to utilize their own advisory boards when
approving vaccines, especially in certain age groups, and rushing
approval in these age groups, and then their slowness to advance
any therapeutics.

And what evidence can you tell me, the evidence-based research
that shows 6-foot distancing is appropriate?

It is demoralizing and it is depressing that agencies that were
once held in such esteem cannot translate and transfer research
and evidence and respond to real-world evidence when they come
up with strategies and policies. It is not just a messaging problem.
It was a problem of bias within the agencies.

So I was the sole Member of Congress to advocate on Congress
during the COVID-19 markups and hearings for increased funding
for public health and local public health and local public health
grants.

So, Dr. Walensky, currently States and localities must apply for
a CDC grant funding for chronic diseases vis-a-vis different appli-
cations, submissions, and portals for each specific programing
grant. Heart disease and stroke, diabetes, and 14 cancer programs,
for example, all require this. These applications are burdensome.
They require vast amounts of time and resources, and often States
and localities must hire specific grant coordinators to handle the
process.

It appears that a much simpler approach, such as the grants to
local public health, would be for States to work through a block
grant process, submitting one application to CDC for funding for
sépeciﬁc chronic diseases that will meet the needs of their specific

tate.

Many of these entities already are operating on slim margins,
which is also why, quite honestly, I found it appalling that less
than one half of 1 percent of the American Rescue Plan dollars in
2021 at the height of the pandemic went to fund State and local
public health workers who are on the front lines of fighting
COVID-19, all with tremendously innovative policy and procedures
to combat the disease.

Updating the grant structures to be more streamlined could re-
duce administrative burden for both States and the internal CDC
review process. Plus, if we require appropriate reporting, we can
ensure each State is putting the money to good use, something that
should be of paramount focus, given the alarming rates of fraud
and abuse within the COVID-related dollars. Has the CDC consid-
ered this structure?
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Dr. WALENSKY. Yes, thank you, Dr. Miller-Meeks, and thank you
for advocating for local public health, which I think is a critically
important part of one of the lessons learned as part of COVID-19.

Results-based partnerships is one of the key things that we
learned and—in our CDC review, in CDC Moving Forward. And
part of our organizational structure has actually streamlined where
our local public health departments come.

I can tell you, as part of the $3.2 billion that went out for work-
force grants, it didn’t just go to States, it went to States and local
jurisdictions for exactly the reasons that you note.

Mrs. MILLER-MEEKS. Yes, I think currently——

Mr. GrIFFITH. The gentlelady yields back.

Mrs. MILLER-MEEKS [continuing]. Our local public health has the
trust that the CDC is lacking.

Mr. GrIFFITH. The gentlelady yields back.

Mrs. MILLER-MEEKS. I yield back.

Mr. GRIFFITH. I recognize the gentleman from Maryland, Mr.
Sarbanes.

Mr. SARBANES. Thank you very much, Mr. Chairman. Thanks to
all of you.

I know this is part of your job, coming up here and testifying,
but I just always feel guilty when you spend 3 hours here away
from your primary responsibility. So thank you for your testimony.

Dr. Walensky, I was going to talk with you a little bit more about
the whole data picture. I know you have answered a ton of ques-
tions already today about that, but I want to understand a little
bit better where the line is, in terms of being able to build a sophis-
ticated and as-accurate-as-it-can-be model or platform for both
tracking and forecasting infectious disease, whether it is a COVID
outbreak or anything else, where the line is between what you can
collect through the voluntary cooperation of public health officials,
private labs, et cetera, and what you can’t really do without the au-
thority to force that.

I am—as I ask you that question, I am thinking about the dash-
board that Hopkins built which became a go-to place for many of
us, and billions of impressions, people all over the world using that
to kind of see the heat map when it came to the COVID spread
across a number of different categories and measures, which—my
sense is—was largely being done by rolling up publicly available
data in many places, qualifying it where it needed to be qualified
or disclaimed, so that people consuming it understood, you know,
how much weight to give it on a particular day, but became a fairly
reliable go-to picture of what was happening.

But to the extent you have signaled that you need more author-
ity to build the kind of robust data platform and collection vehicle
that you would like to see, describe maybe in a little more detail
maybe an example or something of where that line is and why
working with the tool kit you have right now just isn’t sufficient.

Dr. WALENSKY. So I bucket it into two different areas. One is our
data modernization efforts. That is building the highways. Our—
can you—can your jurisdiction, your district send data to CDC in
the similar way that the one next to you can send data to the CDC,
and then CDC can rapidly receive it and give it back to you so you
can see what is happening in the districts around you?
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That is a data modernization issue. We are working on that. It
is because we lacked that modernization, those data highways, that
we only had 187 healthcare facilities in the country that could pro-
vide us with data electronically on COVID. We are now up to
22,000. Those resources are being put to good use, and we have nu-
merous examples of how we have been able to use those highways
for mpox reporting and many other things.

Once those highways are built—and we will need more resources
to build robust highways across this country—we have another
challenge, and that is do the cars drive on the highways? Right
now, we only have—we only receive those data that are voluntarily
reported in the absence of a public health emergency.

So you're exactly correct. The Hopkins website does data scrap-
ing, web scraping, so that they can see what is publicly available.
We at CDC would like the gold standard of what is happening at
the States because it is reported from the States. But we only get
that voluntarily. Even today, I can’t tell you how many people have
been vaccinated in the hospital. We don’t have data systems that
can do that. We don’t have authority to collect it, and it is not vol-
untarily reported.

So after this public health emergency is taken down, we are cur-
rently, again, working through data use agreements. We will lose
data on testing. So—and we are—we will lose data on—some data
on immunizations. We are working through data use agreements,
but that is just one infection—that is just one infectious disease.
And so that leaves us really vulnerable if we don’t have reporting
coming to the CDC on what is happening in influenza and what is
hag)pening in RSV and what is happening on many of these
other

Mr. SARBANES. Let me ask you on the hospital front. I mean, ob-
viously, HHS and other agencies have leverage with respect to hos-
pitals, based on all kinds of other engagements. Are you saying
that leverage can’t be used to pull data in from those places? You
have to have a separate authority to do that?

Dr. WALENSKY. Well, first of all, we would have to rely on part-
nerships with other agencies, and that is exactly what we did
through the public health emergency. And we are receiving some
of those data through the public health emergency. But we don’t
have that authority independent of relying on those partnerships.
And it is not as robust, not necessarily. The data that are collected
for purposes of CMS may or may not be all of the data that we
need for purposes of tracking a new outbreak.

Mr. SARBANES. OK, thank you.

I yield back.

Mr. GRIFFITH. The gentleman yields back. I now recognize the
gentlelady of Florida, Mrs. Cammack.

Mrs. CAMMACK. Thank you, Mr. Chairman, and thank you to all
our witnesses for appearing before us today.

First, is it Dr. “Tay-back” or “T'ah-back”?

Dr. TABAK. It is “Tay-back.”

Mrs. CAMMACK. “Tay-back”?

Dr. TABAK. Yes.

Mrs. CAMMACK. I appreciate that. I have heard it multiple ways
said today. I want to be——
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Dr. TABAK. I answer to “Hey, you.” It is OK.

Mrs. CAMMACK. OK, I appreciate that. All right, Dr. Tabak, you
have been with NIH since 2000. Do you believe that Stanford Med-
ical School, Oxford, and Harvard hire “fringe medical professors”?

Dr. TABAK. It depends on the individual professor.

Mrs. CAMMACK. OK. Well, the reason that I ask is because on Oc-
tober 8th of 2020 you were cc’d on an email from the then-head of
NIH, Dr. Francis Collins, to Dr. Anthony Fauci.

Now, I am going to refresh your memory on the contents of this
email. It says, “Hi, Tony and Cliff. This proposal, citing the Great
Barrington Declaration from the three fringe epidemiologists who
met with the Secretary, seemed to be getting a lot of attention, and
even a co-signature from Nobel Prize winner Mike Leavitt at Stan-
ford. There needs to be a quick and devastating published take-
down of its premises. I don’t see anything like that online yet. Is
it underway?” Signed, “Francis.” Again, you were cc’d on this email.

Yes or no, Dr. Tabak, did you communicate with Dr. Collins with
you about these doctors or the Great Barrington Declaration, other
than when emailing Dr. Fauci?

Dr. TABAK. I have no recollection of speaking to him about that.

Mrs. CAMMACK. Yes or no, are you aware of other instances
where either Dr. Collins or Dr. Fauci planned to have the media
publish articles to discredit other scientists or doctors during the
COVID-19 pandemic?

Dr. TABAK. I am not aware of any such instance.

Mrs. CAMMACK. Of course. Now, as deputy ethics counselor at
NIH, aren’t there ethical concerns about using the U.S. Govern-
ment to silence scientific speech, particularly peer-reviewed speech?

When the stakes are so high, right, as they were during the
height of COVID-19, shutting down economies, keeping kids in
schools, increased rates of mental illness, addiction, suicide, et
cetera—and now, of course, we know that the collusion between
Twitter and the Biden administration has come to light—does that
not concern you?

Dr. TaBAK. I am unaware of any collusion. I know there is ongo-
ing litigation——

Mrs. CAMMACK. You know what? That is good. I am glad.

Dr. TABAK. So I can’t comment.

Mrs. CAMMACK. I am going to enlighten you, then.

So just a few months after that email, this email that you were
cc’d on between Dr. Francis Collins and Dr. Fauci—you have
records of this, and I am sure there are others—just a few months
after that, Twitter was directed by the Biden administration to
deplatform multiple scientific accounts, doctors, Nobel Prize win-
ners.

They went so far as, on March 14th, 2021, in internal commu-
nications between top Twitter executives and the Biden adminis-
tration, to say, “We are very angry. The Biden administration
needs a push to deplatform these multiple accounts.” These
deplatforming of accounts were, of course, related to the Great Bar-
rington Declaration, and they said, according to the Biden adminis-
tration to Twitter, that not enough had been done to silence these
doctors.
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Dr. Tabak, did you provide Dr. Collins with any ethical counsel
or advice on this matter?

Dr. TABAK. This is a subject of ongoing litigation, and I can’t
comment on anything related to the social platform.

Mrs. CAMMACK. Who else at NIH did you talk to about the Great
Barrington Declaration and its authors?

Dr. TABAK. I don’t recall speaking to anybody about that at NIH,
quite frankly.

Mrs. CAMMACK. OK. I know I am running low on time, but I will
say this. Contrary to some of the comments that have been made
here today—and we are not going to get to the bottom of this in
53 seconds. But contrary to the comments of some of my colleagues
today—actually, just now, apologizing to you all for appearing be-
fore this committee, saying that we are taking you away from your
primary responsibility—you have a responsibility to appear before
this committee, just as we have a constitutional responsibility for
oversight. That is our duty to the American people. If I were you,
I would clear your schedule. This will come to light.

I appreciate you all being here today. Thank you.

Mr. GRIFFITH. The gentlelady yields back, and I recognize the
gentlelady from California, Ms. Barragan.

Ms. BARRAGAN. Thank you, Mr. Chair.

I want to remind the public, because it was a—there was a com-
ment made that there had been no hearings on COVID, but we did
have a hearing in June of 2020 on the response to the COVID-19
disaster. And a lot of that, as I remember, was a disaster under
the prior administration of the response, the lack of response, the
lack of acknowledging the seriousness. And I remember even
claims about you can inject bleach to deal with it. I mean, the mis-
information and the disinformation is a huge concern because,
clearly, we know it has public health impacts. And it is really un-
fortunate when science is not taken seriously and when the misin-
formation and the disinformation continues.

I want to thank you for the work that you do day in and day out.
I know that your primary concern is of Americans and making sure
that we are doing all we can to fight infectious diseases and non-
infectious diseases.

Dr. Walensky, I want to thank you for your willingness to not
just do the work but to go across this country and travel into com-
munities, to meet constituents and meet public health officials.
Thank you for coming to my own district in Watts last year to talk
about the importance of awareness in vaccines, something that I
believe saved millions and millions of lives, and that nobody really
should have died in the numbers that we saw happen.

So let me start, Dr. Walensky, with you with a non-COVID ques-
tion, really. Heart disease, diabetes, cancer, and Alzheimer’s are
some of the most common causes of illness, disability, and death
affecting a growing number of Americans. Many chronic diseases
disproportionately impact people of color, people in low-income
neighborhoods, and others whose life conditions place them at in-
creased risk for poor health, especially during infectious disease
outbreaks.
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Can you talk a little bit about and discuss what the CDC is doing
in this space, and the important role the CDC plays in addressing
noninfectious diseases?

Dr. WALENSKY. Yes, thank you so much for that. I think it is
critically important to recognize our role in our infectious diseases,
for sure, and in noninfectious diseases as well—so, as you know,
heart disease, mental health, opioids, diabetes, cancer—in the pre-
vention and outreach for all of those noninfectious diseases.

What I think is lost is—in the conversation and also critically im-
portant, is the intersection of the two. So those people who have
the most severe outcomes from COVID-19 and continue to are
those who have those chronic medical conditions. It is because we
have a partnership in cardiovascular disease, we have that work
ongoing, that we can have subject matter experts in both of those
coming together when we have a public health threat like COVID-
19.

Similarly, with Zika—devastating infectious disease for pregnant
moms, maternal mortality, anencephaly in children—it is because
during the Zika outbreak that we had our infectious experts and
infectious disease working alongside our birth defects experts that
we could rally a response so quickly.

And then, maybe the third very vivid example that I will give is
in the opioid challenges that we are having now, over 100,000
deaths per year. But we have also those who have suffered from
nonfatal overdoses related to injection drug use. The coincidence of
opioid use and HIV and hepatitis C and endocarditis, where I have
spent much of my career, i1s really why it is so critical that we in
public health are addressing both of those together. Thank you.

Ms. BARRAGAN. Great, thank you.

Dr. Tabak, I want to quickly get you in. Trial diversity is essen-
tial to develop effective and safe vaccines for all populations. But
this is not always the case in the development of new vaccine treat-
ment. While developing multiple COVID-19 vaccine candidates in
record time, the NIH did include a diverse pool of trial partici-
pants. Dr. Tabak, how was the NIH able to achieve this, and why
is it important as we think about future pandemic preparedness?

Dr. TABAK. We were able to do this first by encouraging the vac-
cine manufacturers to ensure that they included a diverse popu-
lation.

But we also had to gain the trust of the individuals particularly
from marginalized communities. And we did that by taking advan-
tage of equities within those communities: trusted persons, pastors,
pharmacists, and so forth within the community who would allow
us to share information about COVID, information about vaccines
and therapeutics, and, of course, the reason why it is important for
all people to participate in clinical research.

Ms. BARRAGAN. Great, thank you so much.

My time is expired; I yield back.

Mr. GRIFFITH. I thank the gentlelady. I now recognize Mr. Palm-
er of Alabama for 5 minutes.

Mr. PALMER. Thank you, Mr. Chairman.

I think the largest frustrations with your agency’s handling of
COVID is with the information released on masks and the vaccine.
Up until 2022 CD guidance was used as a premise to keep children
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as young as 2 years old in masks on public transportation and in
the schools.

One of the things that really struck me was the video of a 2-year-
old and his family being kicked off a plane because the 2-year-old
wouldn’t wear a mask. I have three kids. I remember them being
2. And that would have been a challenge, if the kid didn’t want to
wear the mask.

Randomized controlled trials are described as the gold standard
for producing robust evidence for public health guidance. Random-
ized controlled trials, otherwise known as RCTs, could have pro-
vided strong data about the effectiveness or ineffectiveness of forc-
ing children to wear masks in the classroom.

Mr. Tabak, are you familiar with the Cochrane Review on mask-
ing that was recently published?

Dr. TABAK. I am peripherally aware of that. But, of course, this
is in the expertise of the CDC Director. I would defer to her.

Mr. PALMER. OK. Dr. Walensky, are you familiar with that?

Dr. WALENSKY. I am familiar with that. Thank you.

Mr. PALMER. And you are also then aware that the study basi-
cally said that it really didn’t make much difference, even if you
wore an N95, whether:

Dr. WALENSKY. Yes, I

Mr. PALMER [continuing]. For influenza or COVID.

Dr. WALENSKY. I would love to address that Cochrane Review; I
know it well.

So Cochrane Review looked at randomized controlled trials re-
lated to COVID-19, but other respiratory viruses. Of course,
COVID-19 is different because it has presymptomatic transmission
rather than postsymptomatic—rather than alone post-asymp-
tomatic transmission.

One of the limitations of that study, in addition to the fact that
it included randomized trials from before COVID-19, was that—
and it stated in the study—is that people actually had limited up-
take of using masks. So, of course, randomized trials that look at
mask use but people are not wearing them, are going to have

Mr. PALMER. For the record, it was 9 studies in over 276,000 peo-
ple. That is a pretty

Dr. WALENSKY. But if they don’t take—uptake the intervention,
then it is not going to prove working.

It is also the case that our masking guidance was very much re-
lated on cohort studies and many other studies. Randomization, as
you can imagine, of a mask versus no-mask approach

Mr. PALMER. Well, let me ask you this.

Dr. WALENSKY [continuing]. During the height of the COVID-19
pandemic would have been a challenge.

Mr. PALMER. All right. But once the CDC imposes this man-
date—and public pressure forced you to lift it—how many random-
ized controlled trials—and I will go back to Mr. Tabak, or Dr.
Tabak—did the NIH fund concerning the effectiveness of children
masking in the classroom setting?

Dr. TABAK. I am not aware of any.

Mr. PALMER. So you didn’t do any?

Dr. TABAK. I am not aware of any. I would have to check to make
sure that——
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Mr. PALMER. You know, that is part of the problem with this is
that I had doctors who spent years in medicine telling me that the
masks were not effective, and yet these were being forced on peo-
ple. They were forced on schoolkids.

And, you know, when you combine—particularly young kids, we
are seeing the devastating impact that it had on their educational
attainment. And it kind of surprises me that the NIH, CDC didn’t
do any followup testing, even while this was going on to determine
ic{hg effectiveness of this and the impact it was going to have on

ids.

Dr. WALENSKY. Yes, I appreciate—you know, in order to do a
randomized clinical trial you need to actually have equipoise in the
question. And ultimately, what would happen—what happened is
that there were so many studies that demonstrated time and time
again in the height of COVID transmission that masks were work-
ing to prevent transmission that I am not sure anybody would have
proposed a clinical trial because, in fact, there wasn’t equipoise to
the question anymore.

Mr. PALMER. Well, let me ask you this. It was—Dr. Walensky, it
was reported by Bloomberg, Fox that CDC altered its guidance for
public schools numerous times after getting influenced, pressured,
scolded by the teachers unions. And you said that the teachers did
not need to be vaccinated to reopen the schools, and the teachers
unions pushed back. And Jen Psaki was forced to say that you
were talking in your personal capacity. Is that true?

Dr. WALENSKY. I was very motivated as I came in to get our
schools open, and I think that was very clear, and it was very suc-
cessful in our efforts.

I had been working on the front lines of healthcare and had seen
that we were able to safely bring healthcare workers into the hos-
pital, treating COVID patients. So I did see that

Mr. PALMER. She said you were speaking in your personal capac-
ityé1 How do you differentiate between your personal capacity
and——

Dr. WALENSKY. [—no

Mr. PALMER [continuing]. Your professional capacity?

Dr. WALENSKY. First, as I said that, which I believe was on Feb-
ruary 3rd, I said it from an official CDC capacity. And I believe Jen
Psaki—I can’t speak to her comments, but I was definitely in my
CDC capacity when the comments were made.

And in fact, we reopened schools——

Mr. PALMER. All I want to know is

Mr. GRIFFITH. Hang on.

Mr. PALMER [continuing]. In the last seconds that I have got here
is—

Mr. GRIFFITH. Your time is up, Mr.——

Mr. PALMER [continuing]. You took input from the unions

Mr. GRIFFITH. Mr. Palmer, your time is up.

M}; PALMER [continuing]. But did you take input from the par-
ents?

Dr. WALENSKY. Actually, we did outreach to over 50 organiza-
tions, including parent organizations and superintendent organiza-
tions, as well as teachers organizations. So we did a wide scope of
outreach for that guidance. Thank you.
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Mr. GRIFFITH. The gentleman yields back. He can follow up with
written questions. Now I recognize the gentleman from Indiana,
Mr. Pence.

Mr. PENCE. Thank you, Chairs McMorris Rodgers, Griffith, and
Guthrie, and Ranking Members Pallone, Castor, and Eshoo, for
holding this hearing. And thank you to the witnesses today. I ap-
preciate you being here.

I do not have a medical background, so I am going to go off the
reservation a little bit, Mr. Chairman.

At the onset of the pandemic, the Trump-Pence administration
acted quickly to respond to the impacts on our healthcare system
and build a long-term strategy to develop innovative solutions and
save lives, which you all continued when you came into your jobs.

Hoosiers and all Americans were fortunate for the work of the
Trump-Pence administration to advance a historic White House
Coronavirus Task Force, which resulted in the development of
world-leading vaccines and therapeutics.

As a shameless point of personal privilege, Mr. Chair, I would
like to thank my brother, Michael, the Vice President of the United
States, for his humble leadership. I would like to thank him for his
wisdom. I would like to thank him for the countless hours he put
in standing up the Coronavirus Task Force. And most importantly,
as I have listened to the testimony and the questions today, I
would like to thank him for his clear and transparent communica-
tions to the American public and among your organizations.

And maybe—I don’t want to lecture to you, some people do, that
is not my style—but maybe a little more communication on your
part over the last couple of years would have given people more of
a sense of confidence, which—I have heard a number of my peers
today say there is a confidence deficit, and something that—dif-
ficult to earn, easily lost. And that seems to be what has happened
across the country. I know my constituents feel that way for what
you all, all three of your organizations, are doing.

What is your thought? Do you think you have communicated ade-
quately over the last 2 years?

And I will start with you, Dr. Tabak.

Dr. TABAK. There is always room for improvement, and we con-
tinue to work at that.

Dr. WALENSKY. Similarly, as part of CDC Moving Forward, com-
munications is a key aspect. We need to do more risk communica-
tions, overhaul our website. Those are things that we are actively
engaged in for exactly the reasons of lessons learned.

Dr. CALIFF. I would completely agree. We need to continue to
work on it.

I wasn’t here the first 2 years, so I had a chance to observe it
on the outside.

I would also point out we have a new thing with the onslaught
of misinformation, which is very much hurting the confidence of
the public, often completely misdirected, and raises a number of
difficult questions that none of us really anywhere were prepared
to deal with. The vastness of the internet, the complexity of the in-
formation is something that we are all going to have to work on
dealing with appropriately.
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Mr. PENCE. Well, sure. Thank you. You know, I am really proud
of my brother, the former Vice President, because he got ahead of
all this. The internet existed back then, as well. Misinformation al-
legedly was out there, the Russian hoax being an example.

But I would encourage you all, then, if you should get out and
talk, if you should communicate with the things you have done or
plan on doing, get ahead of the communication. I know the Amer-
ican people and the people in the Indiana 6th District would very
much appreciate it.

With that I yield back.

Mr. GrIFFITH. I thank the gentleman, he yields back. I now rec-
ognize the gentleman from Texas, Mr. Crenshaw, for his 5 minutes.
And he will be our last witness.

Mr. CRENSHAW. All right. Thank you, Mr. Chairman.

Mr. GRIFFITH. Questioner.

Mr. CRENSHAW. And thank you to my friend from Indiana for
making that point. Maybe I will expound upon it slightly, which
is—I agree wholeheartedly.

You know, the point of this is not to just get engagement on so-
cial media and get a good clip out of it and bash you guys over the
head. The goal is to, indeed, bring back trust into our public health
institutions and help you understand the perception of many Amer-
icans.

Only about 40 percent believe that our public health institutions
are ready for the next pandemic and that they trust them. That is
a glaring statistic. We are seeing declining vaccination rates for
children. That is a glaring statistic as well.

And I would definitely recommend that the overall communica-
tion goal should not to be speaking in these absolutist terms, which
has long been a problem, especially with people like Dr. Fauci
when he was clearly wrong, when it is clearly a nuanced discus-
sion. And that makes people skeptical, and you get discredited as
a result.

Dr. Walensky, I want to bring up a very specific example of this.
As you know, the CDC’s Advisory Committee on Immunization
Practices held its annual meeting to review the CDC’s immuniza-
tion schedules last fall. These schedules—child, adolescent, and
adult—consist of a list of vaccines that the CDC recommends for
individualsS based on their age group.

Now, historically, they have relied on—or States have relied on
ACIP’s recommendations when determining vaccines, what vac-
cines will be required for schools and childcare settings. Obviously,
that makes sense, especially for childhood diseases that are unique-
ly transmissible in that specific group. And of course, many of
these vaccines do mitigate transmission.

The question I have is in October of 2022 the advisory committee
broke public health norms by deciding to add the COVID-19 vac-
cine, including those under emergency use authorization, to the
childhood immunization schedule. That includes the bivalent boost-
er shots. Now, obviously, they are not a mandate, but they, of
course, are largely followed.

So, I mean, how do you view the cost benefit of scheduling brand-
new bivalent booster shots for this age group, considering the chil-
dren are at a very low risk from COVID-19, 75 percent of children
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have already caught the virus, and the vaccine is known to do pret-
ty little to prevent transmission in this age group?

Dr. WALENSKY. I am really grateful that you ask that question,
so I can correct the record here so that everybody understands.

First of all, we have had 2,000 pediatric deaths from COVID-19.
It is the number-one respiratory and infectious killer. That was
just published last week in JAMA. So less infected, less deadly
than to an 80-year-old but still deadly for a pediatric infection.

The important thing, I think, that is really—that we need to rec-
ognize is the reason that ACIP recommended and CDC put forward
getting the COVID-19 vaccine on the pediatric schedule is not—it
was only because it would—it was the only way it could be covered
in our vaccines for children program. It was the only way that our
uninsured children would be able to have access to the vaccines.
That was the reason to put it on the schedule. It can’t be eligible
for vaccines for children program for—to be available to the unin-
sured unless it is on that schedule. That was the reason to put it
there.

Thank you for allowing me to correct that.

Mr. CRENsHAW. OK. I want to move to the FDA and kind of a
different subject. And the subject is this.

I—we are going to have a lot more hearings like this, where we
need to fix this problem, where we have innovators throughout the
United States who want to save people’s lives and the FDA crushes
their dreams and crushes their potential. Their investors pull out,
they have no chance of getting through the burdensome clinical
trial process that the FDA imposes upon them, nor can they even
communicate with anyone at the FDA to figure out what they even
need to do. It is a glaring problem.

To give you a couple of examples just out of the Houston area,
scientists at Baylor College of Medicine spearheaded a low-cost,
easy-to-make vaccine, Corbevax, that is already aiding in the global
fight against COVID-19, and we can’t get it through here.

Researchers at Texas A&M Health and University of Texas MD
Anderson Cancer Center in Houston are testing PUL-042. It is an
inhaled therapeutic. They can’t get that through, either.

I could go on and on on non-COVID-related, very obvious treat-
ments for—and biomedical devices that they can’t even get a call
back from the FDA.

What are you guys doing to fix this? Because people are dying
and not getting treatment they need, while innovators around the
country are trying to fix that, and the FDA is stopping them.

Dr. CALIFF. I will say we could always do better, but let me just
say I have been on all sides of this fence. I have been an inventor,
I have worked on companies recently, you know, before my nomina-
tion. I have worked in universities. We lead the world in innova-
tion. We lead the world in new companies. We are doing better
than any other country.

I completely disagree with your characterization of this, but, of
course, we always could do better.

Mr. CRENSHAW. No, we lead the world in innovation. That is dif-
ferent than saying that our FDA is helping with that

Dr. CALIFF. We lead the world in translating ideas into——

Mr. CRENSHAW [continuing]. And not inhibiting it.
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Dr. CALIFF [continuing]. Therapies that are effective for us and
for the rest of the world, by far. And as far as I know, no one in
the world disagrees with that characterization.

Mr. CRENSHAW. Well, I mean, does the European Medicines
Agency, are they just the Wild West? I mean, are they just approv-
ing things willy nilly? Is that how you view them?

I mean, why not work with them, when——

Dr. CALIFF. I am good friends with my EMA colleagues, and 1
have gotten products through the EMA and the FDA. The EMA is
a great organization.

We lead the world in innovation——

Mr. GRIFFITH. The gentleman’s time——

Dr. CALIFF [continuing]. And successful companies.

Mr. CRENSHAW. Thank you, Chairman, and I respectfully request
we focus on that particular problem on a different hearing. Thank
you.

Mr. GRIFFITH. I suspect we will. Thank you very much.

Let me thank the witnesses. It has been a long hearing. We ap-
preciate you taking the hard questions. We will have followup
questions, I am sure. But seeing that there are no further Members
wishing to ask questions, I thank you all for being here.

That being said, before adjourning, I ask unanimous consent to
insert into the record the documents included on the staff hearing
documents list.

Without objection, that will be the order.

[The information appears at the conclusion of the hearing.]

Mr. GrIFFITH. All right. That being said, pursuant to committee
rules, I remind Members—that would be you and me, Cathy.

Mrs. RODGERS. OK.

Mr. GRIFFITH. I remind Members that they have 10 business
days to submit additional questions for the record, and I ask the
witnesses to submit their response within 10 business days upon
receipt of the questions.

As you know, several people didn’t get through their questions
and said they were going to provide you all with written questions.
We would appreciate those being answered.

Without objection, the subcommittee is adjourned.

[Whereupon, at 1:54 p.m., the subcommittee was adjourned.]

[Material submitted for inclusion in the record follows:]
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Chairs McMorris Rodgers, Griffith, and Guthrie, Ranking Members Pallone, Castor, and Eshoo,
and distinguished members of the Committee, it is an honor to appear before you today to
discuss the work of the Administration for Strategic Preparedness and Response (ASPR) in
supporting the ongoing COVID-19 response, the lessons we have learned, and how we will apply
those moving forward.

ASPR plays a unique role in the nation’s public health ecosystem. Our mission is to help the
country prepare for, respond to, and recover from public health emergencies and disasters
whether man-made or naturally occurring. Our mission manifests itself in several ways but most
often it is in the development, procurement, stockpiling, and distribution of the needed tools to
respond to any given threat. We have done this most recently in the ongoing COVID-19
response; the mpox response; the Ebola Sudan response in Uganda; and the response to the surge
in respiratory illnesses across the country this winter. In each of these we have applied lessons
learned and innovations developed along the way.

COVID-19 Response

As we enter the fourth year of the COVID-19 response, ASPR continues to play a lead role, in
partnership with CDC, in the development, procurement and distribution of vaccines,
therapeutics, and tests. While the initial Operation Warp Speed partnership with the Department
of Defense (DOD) ended in December 2021, much of this work continues within ASPR. The
Biomedical Advanced Research and Development Authority (BARDA) supports the advanced
research and development of vaccines, therapeutics, and diagnostic candidates and the HHS
Coordination Operations Response Element (HCORE) manages the ongoing procurement and
distribution of the vaccines and therapeutics.

In partnership with CDC, ASPR has helped develop and deliver over 953 million doses of
vaccine and 21.6 million treatment courses to date to protect the American people from COVID-
19. BARDA alone has awarded contracts for the development of 81 medical countermeasure
projects to support the COVID-19 response. These contract awards are listed on
medicalcountermeasures.gov in detail and include 18 therapeutics, 59 diagnostics, and seven
vaccine candidates. Meanwhile, HCORE has supported, in partnership with CDC, the
distribution of vaccines to 106,000 locations and therapeutics to over 64,000 locations
nationwide.

ASPR continues to support access to COVID-19 tests. ASPR has invested over $8 billion in
domestic test manufacturers to accelerate production of rapid tests and expand manufacturing
capacity. In January 2022, President Biden announced a plan to make one billion free at-home
tests available to the American people and mail them directly to their homes via
COVIDTests.gov. Since this effort began in January 2022, ASPR, in partnership with the U.S.
Postal Service, has delivered more than 720 million at-home tests, including the Ellume test to
support low-vision and blind citizens, to homes across the country.

As the acute phase of the COVID-19 response effort winds down, the Department of Health and
Human Services (HHS) is working with commercial partners to transition the development and



141

distribution of vaccines and therapeutics to the private sector. Timelines regarding
commercialization are different for each product and depend on several factors including the
products’ regulatory status and the manufacturers’ ability to manufacture enough product for
nationwide distribution. As we work through these and other issues our aim is to provide a
smooth transition for each product as it enters the commercial market. One monoclonal antibody
therapy produced by Eli Lilly made available under Emergency Use Authorization authorities
transitioned from USG-directed distribution to traditional commercial distribution channels in
August 2022.

Over the course of the COVID-19 response, the Strategic National Stockpile (SNS) has worked
to backstop the medical supply needs of states, Tribal nations, territories and large metropolitan
areas at an accelerated pace. Since the beginning of the pandemic, the SNS has deployed more
than 610 million items to aid the national response including personal protective equipment,
ventilators, Federal Medical Stations, and pharmaceuticals.

In the summer and fall of 2021 the United States saw a surge of COVID-19 cases and
hospitalizations related to the Delta variant. Using medical materiel procured during an earlier
stage of the pandemic, SNS responded to this uptick in cases by rapidly deploying ventilators
and High Flow Nasal Cannulas (HFNC) to 18 states. Additionally, starting in January 2022, SNS
began deploying National Institute for Occupational Safety & Health (NIOSH)-certified N95
respirators to the American public. These respirators were available for pick-up at retail
pharmacies and community health centers nationwide. In total more than 282 million N95
respirators were distributed through this program.

As of January 19, 2023, the SNS has utilized approximately $11.5 billion from COVID-19
supplemental appropriations provided by Congress to restock its inventory. It currently has: 531
million N95 respirators (42 times pre-pandemic levels); 207 million surgical and procedure face
masks (6.7 times pre-pandemic levels); 12.2 million face shields (2 times pre-pandemic levels);
47.4 million gowns and coveralls (10 times pre-pandemic levels); 4.8 billion gloves {285 times
pre-pandemic levels); and 158,000 ventilators (10 times pre-pandemic levels).

While replenishing the SNS is essential, it is also critical to address the root cause of the strain in
supply chains witnessed throughout the pandemic. I am working to integrate and organize supply
chain situational awareness and industrial analysis, domestic industrial base expansion, and
supply chain logistics into a new office within ASPR. Bringing these pieces together will
strengthen our industry partnerships and support our work to establish and maintain resilient
public health and medical supply chains.

Throughout the COVID-19 response, ASPR has leveraged the authorities delegated to the
Secretary under the Defense Production Act (DPA) 70 times, including by granting 54 priority
ratings for United States Government (USG) contracts for health resources, 10 priority ratings
for USG contracts for industrial expansion, six priority ratings for non-USG contracts to support
the production of resins for both diagnostics and infusion pumps, and the manufacture of closed
suction catheters for treatment of patients with COVID-19—all to ensure private sector partners
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making life-saving products are able to acquire the raw materials, components, and products
requisite to deliver for the response.

ASPR is also equipping the domestic public health industrial base to secure and develop its
manufacturing capacity, retool and expand industry machinery, scale production facilities, train a
skilled workforce, and ultimately infuse the supply chain and marketplace with products the
United States needs to contain future pandemic waves. ASPR is doing this through targeted
investments in domestic manufacturing of such critical supplies as gloves, gowns, and N95
masks.

As ASPR has executed its COVID-19 response priorities, we have learned critical lessons and
innovations that we are now applying to all response-related activities.

Mpox and Other Responses

In addition to the COVID-19 response, ASPR supported several other public health responses
during 2022. These included both the domestic mpox response and the Ebola Sudan virus
outbreak in Uganda, as well as the winter surge of respiratory viral illnesses like RSV and flu -
for which ASPR mobilized to ensure sufficient supply of Tamiflu and clinical personnel in local
jurisdictions. Our work for all of these efforts benefited from the lessons we learned during
COVID-19.

For example, in mpox we adjusted the vaccine and therapeutics ordering and distribution
platforms to reflect key learnings from COVID-19. These vaccines and therapeutics, unlike those
in the COVID-19 response, are being provided by the SNS—rather than the manufacturers
themselves. To increase the efficiency of the SNS’ ordering system we moved from a paper
process to a more sophisticated digital process. As we digitized the ordering system, we opted to
use a program that allowed states to order both vaccines and therapeutics from the same system
rather than using separate, non-interoperable systems as they have had to do in the COVID-19
response. Using this multi-platform ordering system is a step towards modernizing our public
health infrastructure for the current response and for future responses.

In the mpox response we have also expanded the number of sites to which the SNS delivers to
better serve our healthcare partners. At the start of the outbreak, the SNS was only able to deliver
to five sites in each jurisdiction, resulting in the jurisdiction having to forward distribute the
products to their hospitals and vaccination clinics. While such a system is more than enough for
the high-consequence large-scale chemical, biological, radiological, nuclear, and explosive
events that the SNS plans for, there was increased burden on the jurisdictions in this nationwide
mpox response. After seeing the advantage of multiple distribution sites in the COVID-19
vaccine and therapeutics effort and hearing jurisdictions’ preference for this direct distribution
capability, the SNS contracted with a commercial medical distribution vendor that leveraged its
existing distribution capabilities and was able to rapidly reach a diverse set of requestors and
recipients to create a distribution network for mpox that was similar to that used in COVID-19.
These are just two examples of the lessons we have learned from one response and applied them
to another.
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Strengthening ASPR for Future Responses

As an organization, ASPR continuously evaluates best practices and calibrates our responses to
ensure we are fully meeting our mission and doing so in a way that allows us to move quickly
and decisively against a range of complex threats. As we move out of the acute phase of the
COVID-19 response, I have begun looking at our response capabilities and evaluating what
additional authorities and structure changes we might need to improve our work going forward.

For example, early in the pandemic HHS could not move contracts as quickly and flexibly as it
needed to in order to keep up with pace of the pandemic. ASPR entered into a relationship with
DOD to take on some of the necessary procurements. Our agreement with DOD to provide these
services ends at the end of fiscal year 2023 and we need to be ready to take over that work
internally. To match the speed and flexibility of DOD’s contracting capabilities for future
outbreaks ASPR needs additional acquisitions authorities—such as expanded Other Transaction
Authority and streamlined acquisition authorities to enhance the speed of contracting and access
innovative products and vendors.

Throughout the response, filling critical workforce gaps across the organization has been a
challenge. Similar to our reliance on DOD for contracting support, we relied heavily on FEMA
and the Coast Guard to bolster our limited staff. Having additional hiring flexibilities would go a
long way towards ensuring that we are able to quickly scale up our responses when

necessary. ASPR must have the appropriate authorities to prepare for, respond to, and recover
from whatever comes next—no matter what that might be. We ook forward to working with
Congress to explore options to strengthen our workforce capacity.

These are just some examples of additional authorities ASPR could benefit from in future
emergency and disaster responses. I look forward to further collaboration with you and your staff
as you consider these and other potential authorities for ASPR in the upcoming reauthorization
of the Pandemic and All-Hazards Preparedness Act (PAHPA) this Congress.

As for structure, we will soon implement a reorganization that both fully incorporates our new
capabilities and creates additional accountability in existing programs. This will strengthen our
ability to prepare for and respond to whatever comes next. The following are key elements of
the upcoming reorganization: (1) two new programs that were launched during the COVID-19
response will become stand-alone offices directly reporting to the ASPR: H-CORE and the
Office of Industrial Base Management/Supply Chain; (2) one program that has increased
significantly in budget and mandate will become its own stand-alone office directly reporting to
the ASPR: the Strategic National Stockpile; and (3) to better coordinate and align ASPR’s
external engagement and policy work across the organization, several components are moving
into the Immediate Office of the ASPR. These include Legislative, Communications, External
Affairs, Policy, Strategy and Requirements. Each of these changes will improve line-of-sight and
accountability as well as strengthen ASPR’s ability to meet its mission on behalf of the
American people.

Conclusion
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Thank you again for inviting me to testify before you on efforts within ASPR to support the
COVID-19 response, lessons learned, and thoughts for the next iteration of PAHPA. Tlook
forward to answering your questions and working with you and your staff as we move forward in
the 118th Congress.
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ABSTRACT

Background

Viral epidemics or pandemics of acute respiratory infections (ARIs) pose a global threat. Examples are influenza (HIN1) caused by the
HIN1pdmo09 virus in 2009, severe acute respiratory syndrome (SARS) in 2003, and coronavirus disease 2019 (COVID-19) caused by SARS-
CoV-2in2019.Antiviral drugs and vaccines may be insufficient to prevent their spread. Thisis an update of a Cochrane Review last published
in 2020. We include results from studies from the current COVID-19 pandemic.

Objectives
To assess the effectiveness of physical interventions to interrupt or reduce the spread of acute respiratory viruses.
Search methods

We searched CENTRAL, PubMed, Embase, CINAHL, and two trials registers in October 2022, with backwards and forwards citation analysis
on the new studies.

Selection criteria

We included randomised controlled trials (RCTs) and cluster-RCTs investigating physical interventions (screening at entry ports, isolation,
quarantine, physical distancing, personal protection, hand hygiene, face masks, glasses, and gargling) to prevent respiratory virus
transmission.

Data collection and analysis

We used standard Cochrane methodological procedures.

Physical interventions to interrupt or reduce the spread of respiratory viruses (Review) 1
Copyright © 2023 The Authors. Cochrane Database of Systematic Reviews published by John Wiley & Sons, Ltd. on behalf of The Cochrane
Collaboration.
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Main results

We included 11 new RCTs and cluster-RCTs (610,872 participants) in this update, bringing the total number of RCTs to 78. Six of the new
trials were conducted during the COVID-19 pandemic; two from Mexico, and one each from Denmark, Bangladesh, England, and Norway.
Weidentified four ongoing studies, of which one is completed, but unreported, evaluating masks concurrent with the COVID-19 pandemic.

Many studies were conducted during non-epidemic influenza periods. Several were conducted during the 2009 H1N1 influenza pandemic,
and others in epidemic influenza seasons up to 2016. Therefore, many studies were conducted in the context of lower respiratory viral
circulation and transmission compared to COVID-19. The included studies were conducted in heterogeneous settings, ranging from
suburban schools to hospital wards in high-income countries; crowded inner city settings in low-income countries; and an immigrant
neighbourhood in a high-income country. Adherence with interventions was low in many studies.

The risk of bias for the RCTs and cluster-RCTs was mostly high or unclear.

gical masks compared to no masks

Weincluded 12 trials (10 cluster-RCTs) comparing medical/surgical masks versus no masks to prevent the spread of viral respiratory illness
(two trials with healthcare workers and 10 in the community). Wearing masks in the community probably makes little or no difference to
the outcome of influenza-like illness (ILI)/COVID-19 like illness compared to not wearing masks (risk ratio (RR) 0.95, 95% confidence interval
(Cl) 0.84 to 1.09; 9 trials, 276,917 participants; moderate-certainty evidence. Wearing masks in the community probably makes little or no
difference to the outcome of laboratory-confirmed influenza/SARS-CoV-2 compared to not wearing masks (RR 1.01,95% C1 0.72 to 1.42; 6
trials, 13,919 participants; moderate-certainty evidence). Harms were rarely measured and poorly reported (very low-certainty evidence).

N95/P2 respirators compared to medical/surgical masks

We pooled trials comparing N95/P2 respirators with medical/surgical masks (four in healthcare settings and one in a household setting).
We are very uncertain on the effects of N95/P2 respirators compared with medical/surgical masks on the outcome of clinical respiratory
illness (RR 0.70, 95% Cl 0.45 to 1.10; 3 trials, 7779 participants; very low-certainty evidence). N95/P2 respirators compared with medical/
surgical masks may be effective for ILI (RR 0.82, 95% CI 0.66 to 1.03; 5 trials, 8407 participants; low-certainty evidence). Evidence is limited
by imprecision and heterogeneity for these subjective outcomes. The use of a N95/P2 respirators compared to medical/surgical masks
probably makes little or no difference for the objective and more precise outcome of laboratory-confirmed influenza infection (RR 1.10,
95% C10.90 to 1.34; 5 trials, 8407 participants; moderate-certainty evidence). Restricting pooling to healthcare workers made no difference
to the overall findings. Harms were poorly measured and reported, but discomfort wearing medical/surgical masks or N95/P2 respirators
was mentioned in several studies (very low-certainty evidence).

One previously reported ongoing RCT has now been published and observed that medical/surgical masks were non-inferior to N95
respirators in a large study of 1009 healthcare workers in four countries providing direct care to COVID-19 patients.

Hand hygiene compared to control

Nineteen trials compared hand hygiene interventions with controls with sufficient data to include in meta-analyses. Settings
included schools, childcare centres and homes. Comparing hand hygiene interventions with controls (i.e. nointervention), there was a 14%
relative reduction in the number of people with ARIs in the hand hygiene group (RR 0.86, 95% Cl 0.81 to 0.90; 9 trials, 52,105 participants;
moderate-certainty evidence), suggesting a probable benefit. In absolute terms this benefit would result in a reduction from 380 events
per 1000 people to 327 per 1000 people (95% Cl 308 to 342). When considering the more strictly defined outcomes of ILI and laboratory-
confirmed influenza, the estimates of effect for ILI (RR 0.94, 95% ClI 0.81 to 1.09; 11 trials, 34,503 participants; low-certainty evidence), and
laboratory-confirmed influenza (RR 0.91, 95% Cl 0.63 to 1.30; 8 trials, 8332 participants; low-certainty evidence), suggest the intervention
made little or no difference. We pooled 19 trials (71, 210 participants) for the composite outcome of ARI or ILI or influenza, with each study
only contributing once and the most comprehensive outcome reported. Pooled data showed that hand hygiene may be beneficial with an
11% relative reduction of respiratory illness (RR 0.89, 95% CI 0.83 to 0.94; low-certainty evidence), but with high heterogeneity. In absolute
terms this benefit would result in a reduction from 200 events per 1000 people to 178 per 1000 people (95% CI 166 to 188). Few trials
measured and reported harms (very low-certainty evidence).

We found no RCTs on gowns and gloves, face shields, or screening at entry ports.

Authors' conclusions

The high risk of biasin the trials, variation in outcome measurement, and relatively low adherence with the interventions during the studies
hampers drawing firm conclusions. There were additional RCTs during the pandemic related to physical interventions but a relative paucity
given the importance of the question of masking and its relative effectiveness and the concomitant measures of mask adherence which
would be highly relevant to the measurement of effectiveness, especially in the elderly and in young children.

There is uncertainty about the effects of face masks. The low to moderate certainty of evidence means our confidence in the effect estimate
is limited, and that the true effect may be different from the observed estimate of the effect. The pooled results of RCTs did not show
a clear reduction in respiratory viral infection with the use of medical/surgical masks. There were no clear differences between the use

Physical interventions to interrupt or reduce the spread of respiratory viruses (Review) 2
Copyright © 2023 The Authors. Cochrane Database of Systematic Reviews published by John Wiley & Sons, Ltd. on behalf of The Cochrane
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of medical/surgical masks compared with N95/P2 respirators in healthcare workers when used in routine care to reduce respiratory viral
infection. Hand hygiene is likely to modestly reduce the burden of respiratory illness, and although this effect was also present when ILI
and laboratory-confirmed influenza were analysed separately, it was not found to be a significant difference for the latter two outcomes.
Harms associated with physical interventions were under-investigated.

There is a need for large, well-designed RCTs addressing the effectiveness of many of these interventions in multiple settings and
populations, as well as the impact of adherence on effectiveness, especially in those most at risk of ARIs.

PLAIN LANGUAGE SUMMARY

Do physical such as hand hing or wearing masks stop or slow down the spread of respiratory viruses?

Key messages

We are uncertain whether wearing masks or N95/P2 respirators helps to slow the spread of respiratory viruses based on the studies we
assessed.

Hand hygiene programmes may help to slow the spread of respiratory viruses.

How do respiratory viruses spread?
Respiratory viruses are viruses that infect the cells in your airways: nose, throat, and lungs. These infections can cause serious problems
and affect normal breathing. They can cause flu (influenza), severe acute respiratory syndrome (SARS), and COVID-19.

People infected with a respiratory virus spread virus particles into the air when they cough or sneeze. Other people become infected if they
come into contact with these virus particles in the air or on surfaces on which they land. Respiratory viruses can spread quickly through a
community, through populations and countries (causing epidemics), and around the world (causing pandemics).

Physical measures to try to prevent respiratory viruses spreading between people include:
- washing hands often;

- not touching your eyes, nose, or mouth;

- sneezing or coughing into your elbow;

- wiping surfaces with disinfectant;

- wearing masks, eye protection, gloves, and protective gowns;

- avoiding contact with other people (isolation or quarantine);

- keeping a certain distance away from other people (distancing); and

- examining people entering a country for signs of infection (screening).

What did we want to find out?

We wanted to find out whether physical measures stop or slow the spread of respiratory viruses from well-controlled studies in which one
intervention is compared to another, known as randomised controlled trials.

What did we do?

We searched for randomised controlled studies that looked at physical measures to stop people acquiring a respiratory virus infection.
We were interested in how many people in the studies caught a respiratory virus infection, and whether the physical measures had any
unwanted effects.

What did we find?

We identified 78 relevant studies. They took place in low-, middle-, and high-income countries worldwide: in hospitals, schools, homes,
offices, childcare centres, and communities during non-epidemic influenza periods, the global HIN1 influenza pandemicin 2009, epidemic
influenza seasons up to 2016, and during the COVID-19 pandemic. We identified five ongoing, unpublished studies; two of them evaluate

masks in COVID-19. Five trials were funded by government and pharmaceutical companies, and nine trials were funded by pharmaceutical
companies.

No studies looked at face shields, gowns and gloves, or screening people when they entered a country.
We assessed the effects of:

- medical or surgical masks;

Physical interventions to interrupt or reduce the spread of respiratory viruses (Review) 3
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-N95/P2 respirators (close-fitting masks that filter the air breathed in, more commonly used by healthcare workers than the general public);
and

- hand hygiene (hand-washing and using hand sanitiser).
We obtained the following results:
Medical or surgical masks

Tenstudiestook place in the community, and two studies in healthcare workers. Compared with wearing no mask in the community studies
only, wearing a mask may make little to no difference in how many people caught a flu-like illness/COVID-like illness (9 studies; 276,917
people); and probably makes little or no difference in how many people have flu/COVID confirmed by a laboratory test (6 studies; 13,919
people). Unwanted effects were rarely reported; discomfort was mentioned.

N95/P2 respirators

Four studies were in healthcare workers, and one small study was in the community. Compared with wearing medical or surgical masks,
wearing N95/P2 respirators probably makes little to no difference in how many people have confirmed flu (5 studies; 8407 people); and
may make little to no difference in how many people catch a flu-like illness (5 studies; 8407 people), or respiratory illness (3 studies; 7799
people). Unwanted effects were not well-reported; discomfort was mentioned.

Hand hygiene

Following a hand hygiene programme may reduce the number of people who catch a respiratory or flu-like illness, or have confirmed flu,
compared with people not following such a programme (19 studies; 71,210 people), although this effect was not confirmed as statistically
significant reduction when ILI and laboratory-confirmed ILI were analysed separately. Few studies measured unwanted effects; skin
irritation in people using hand sanitiser was mentioned.

What are the limitations of the evidence?

Our confidence in these results is generally low to moderate for the subjective outcomes related to respiratory illness, but moderate for
the more precisely defined laboratory-confirmed respiratory virus infection, related to masks and N95/P2 respirators. The results might
change when further evidence becomes available. Relatively low numbers of people followed the guidance about wearing masks or about
hand hygiene, which may have affected the results of the studies.

How up to date is this evidence?
We included evidence published up to October 2022.

Physical interventions to interrupt or reduce the spread of respiratory viruses (Review) 4
Copyright © 2023 The Authors. Cochrane Database of Systematic Reviews published by John Wiley & Sons, Ltd. on behalf of The Cochrane
Collaboration.
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The panel was supposed to
improve efficiency at the NIH. It
hasn’t even met for 7 years
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By Lev Facher May 9, 2022
Reprints

C i ASHINGTON — An oversight board tasked with making the National

Institutes of Health more efficient and more effective mysteriously stopped meeting
seven years ago, according to a STAT review of agency records — and its members don’t
know why.

The group, which Congress created in 2006, was intended to serve as a sounding board
for the NIH director, providing periodic feedback and recommendations aimed at
improving the government’s largest science agency. But it hasn’t met since the summer of
2015, and several prominent researchers whom the NIH website still lists as board
members appear confused as to whether the group still exists.

“There wasn’t any notification that we weren’t going to meet again — it was just that the
meetings stopped getting called,” said Nancy Andrews, a board member and the former
dean of the Duke University School of Medicine.

“I had the sense that we were asking questions in areas that they didn’t really want to get
into, and I suppose Francis in particular didn’t really want us working on,” Andrews said,
referring to Francis Collins, the longtime NIH director who stepped down at the end of

2021 after over a decade leading the agency.

The de facto disappearance of the NIH’s Scientific Management Review Board (SMRB),
critics charge, 1s emblematic of the agency’s broader reluctance to accept criticism and to
modernize. Some science policy experts have charged lately that the NIH operates too
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slowly, that it funds research too conservatively, and that its bureaucratic structure is
cumbersome and unwieldy.

Now more than ever, the critics said, the NIH needs its outside advisers. The $42 billion
research agency is currently in a period of major transition. The science community is
waiting for President Biden to name Collins’ successor; Anthony Fauci, the agency’s
quasi-celebrity and top infectious diseases researcher, has begun to hint at retirement; and
top agency officials are working to establish ARPA-H, a new research arm aimed at
developing transformative new technologies.

“The fact that the SMRB has basically gone dormant is a lost opportunity,” said Stuart
Buck, the founder of the Good Science Project, a new organization aimed at making
government-funded science more efficient and transparent. “Hopefully a new NIH
director will make this a higher priority.”

In a statement, an NIH spokeswoman told STAT that the review board “currently does
not have an active charge and is administratively inactive.” The agency recommended
that the committee be terminated during the Trump administration, she said. But its
status 1s still in flux, according to a federal website, and her statement did not account for
the committee’s mactivity between 2015 and 2019.

[ea\recat: dNtkbs sdeedisy crisis: The pandemic and the search for a new leader

Lawmakers created the review board as part of the NIH Reform Act, a bill lawmakers
passed overwhelmingly in 2006 that established several new committees meant to analyze
its performance. The SMRB, as they described it, would consist of a combination of NTH
mstitute directors, the NIH director, and outside appointees selected by the health
secretary.

The group would be required to 1ssue a sweeping report about the NIH’s organizational
structure every seven years, and its recommendations would be binding unless the NTH
director issued a formal objection.

The NIH website describes the panel as one of the “main advisory boards to the NIH
director” — it was meant to help give the agency and its leadership the kind of expert
advice and counsel that Congress doesn’t always offer, despite having a similar oversight
capacity. Lawmakers, happy to fund medical research initiatives, have largely ignored the
agency’s brushes with controversy over the last decade.

The group did meet regularly between 2009 and 2015. It established a handful of working
groups to examine some of the broader organizational questions the agency faced back in
the mid 2000s, and issued a number of reports on topics ranging from the NIH’s long-
critiqued peer review process to high schoolers” engagement in the biomedical sciences.

oftihe=N1 Bidebist hingitedtakewistomedical science agency ARPA-H will be part
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It’s not clear, however, how much impact the group had when it was meeting regularly.

In 2010, the group voted 12-3 to recommend a major bureaucratic change: merging the
National Institute on Drug Abuse and the National Institute on Alcohol Abuse and
Alcoholism, two NIH institutes focused on alcohol addiction and drug addiction,
respectively, into a single institute focused on addiction more broadly.

Yet in 2012, Collins rejected the change — a high-profile rebuke of one of the panel’s
most concrete recommendations. The institutes remain separate.

The panel’s last public meeting was in 2015.

The NIH’s website still maintains a roster of SMRB members. But many of the names,
titles, and employers are years out of date: The physicist Roderic Pettigrew, for instance,
1s listed as a member even though he stepped down as director of the National Institute
of Biomedical Imaging and Bioengineering n 2017.

Gilbert Omenn, a University of Michigan genomics and cancer researcher, referred to the
group as an “excellent committee” in a brief phone interview, and said he believed his
term had expired. He is still listed on the website.

Most other board members did not respond to STAT’s requests for comment.

It’s not as though there aren’t plenty of topics that the NIH could use advice on.

In the years since the panel’s last meeting, the NIH has been dogged with a handful of
minor and major controversies. The Trump administration, for example, reignited a
decades-old debate in 2019 by ordering the agency to stop using human fetal tissue that
scientists argued were necessary for key experiments. There are perennial concerns about
the potential conflicts of interest that arise from research partnerships between the NIH
and private companies, including the alcohol industry and the NFL. There are almost
always critics of the agency’s reliance on animal testing,

The NTH has also been criticized mote broadly for its bureaucratic structure and the
percetved shortcomings of the peer-review system it uses to award tens of billions of
dollars to researchers across the country.

Virgsdvhpse colnseisrtptiaedipdetlictexperts see a familiar threat — and a

The review boatd 1s perfectly positioned to address those issues, Buck said, making its
absence all the more costly.
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“Any well-functioning organization will regularly think about questions like, What 1s our
overall strategy? Are we achieving it? Is there anything we’re doing that isn’t working very
well, and are there any new activities/divisions that we need to launch?” he said. “The
SMRB was wtended to help Congress, HHS, and NIH have those regular conversations
about how NIH is doing.”

NIF’s habit of ignoring feedback from outside research experts extends far beyond the
mysterious disappearance of the SMRB, said Robert Cook-Deegan, an Arizona State
professor and founding director of Duke’s Center for Genome Ethics, Law, and Policy.

“About every 10 years, the National Academies [of Sciences, Engineering, and Medicine]
are asked to review NIH, and they make recommendations, most of which are ignored,”
he said. The agency’s “large, mertial, and ponderous bureaucracy,” he added, 1s “not
terribly open to criticism as a whole.”
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New Report Confirms U.S. Life Expectancy has Declined
to Lowest Level Since 1996

For Immediate Release: December 22, 2022

Contact: CDC, Nationa! Center for Health Statistics, Office of Communication (301} 458-4800
E-mail: paoquery@cdc.gov

U.S. Life Expectancy decreased in 2021 for the second consecutive year, according to final mortality data released today. The
drop was primarily due to increases in COVID-19 and drug overdose deaths. The data are featured in two new reports from
CDC’s National Center for Health Statistics (NCHS).

“Mortality in the United States: 2021 features the first public release of final mortality data for 2021, and the report
documents that there were 3,464,231 total deaths in the United States during 2021 — 80,502 more than the total reported in
2020.

The death rate for the entire U.S. population increased by 5.3% from 835.4 deaths per 100,000 population in 2020 to 879.7 in
2021. As a result, life expectancy at birth for the U.S. population decreased from 77 years in 2020 to 76.4 years in 2021,

The 10 leading causes of death in 2021 were largely unchanged from 2020, except chronic liver disease and cirrhosis became
the 9th leading cause of death in 2021 while influenza and pneumonia dropped from the list of 10 leading causes. Heart
disease remained the leading cause of death in the United States, followed by cancer and COVID-19.

Asecond report released today, “Drug Overdose Deaths in the United States, 2001-2021,” showed that overdose deaths,
which account for more than a third of all accidental deaths in the United States, have risen five-fold over the past two
decades. The official number of drug overdose deaths among residents in the United States for 2021 was 106,699, nearly 16%
higher than the 91,799 deaths in 2020.

Other Findings:

The drug overdose death rate was 32.4 overdose deaths per 100,000 in 2021, higher than 28.3 in 2020.

The rate of drug overdose deaths involving synthetic opioids other than methadone (drugs such as fentanyl, fentany!
analogs, and tramadol) increased 22% from 17.8 in 2020 to 21.8 in 2021.

From 2020 to 2021, the rate of drug overdose deaths involving cocaine increased 22% (from 6.0 to 7.3) and the rate for
deaths involving psychostimulants with abuse potential (drugs such as methamphetamine) increased 33% (from 7.5 to
10.0).

The rate of drug overdose deaths involving heroin decreased 32% from 4.1 in 2020 to 2.8 in 2021.

REPORTS:

Mortality in the United States: 2021
Drug Overdose Deaths in the United States, 2001-2021
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Study: U.S. Lags Behind Other Wealthy Countries in
Health Outcomes

The U.S. performs worse than its wealthy peers in nearly every major measure of health
and well-being measured in a recent study, despite spending far more on health care.

By Elliott Davis Jr.
Feb. 1,2023
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Nurse assistants prepare a room at Providence St. Joseph Hospital in Orange, Calif., on April 14,2022. The U.S.
8 s -

leads 12 other members of the O ion for i and Dt in just about every
category of negative health outcomes studied in a report released by The Commonwealth Fund on Jan. 31, 2023.
(PHOTO BY PAUL COUNTY REGISTER VIA GETTY IMAGES)

Americans have the lowest life expectancy at birth and the highest avoidable death rates
when compared to their peer countries, despite the U.S. spending far more on health
care, according to a study released Tuesday.

02-01/u-s-lags-behind-oth Ith tries-in-health: tudy-finds
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after enduring several years of the COVID-T9 pandemic. The'U.S. leads TZ other
members of the Organization for Economic Cooperation and Development, a forum of 38
wealthy countries, in just about every category of negative health outcomes studied by
the foundation, from assault death rate to infant and maternal mortality.

[READ: These Are the Top 25 COVID Hot Spots in the U.S.]

DEMOCRATS WANT TO
INFLATE THE IRS '

This is in spite of the U.S. being an outlier when it comes to health care spending. For
example, the country spent nearly 18% of its gross domestic product on health care in
2021, according to The Commonwealth Fund. The next closest spender was Germany at
just under 13%, while the OECD average was 9.6%. America’s total health care spending
is close to twice that of Germany and at least three times the amount spent by the
countries at the bottom of the list (Japan, New Zealand and South Korea).

Because the U.S. is the only high-income country that doesn’t guarantee health coverage,
itis also the only country studied where voluntary health insurance spending is higher
than government or compulsory health insurance spending, The Commonwealth Fund
authors note.

These findings make the state of health in the country all the more concerning, at least in
relative terms. The U.S's life expectancy at birth — 77 — is close to three years below the
OECD average, and is marred by ever-present racial and ethnic disparities. America’s
maternal and infant mortality rates are much higher than those of fellow wealthy
countries like Canada and New Zealand. South Korea has by far the highest suicide rate
per 100,000, but the U.S. still ranks third, with a rate that is above the OECD average.

B>

Meet the Guardians of Vet(
Health and Safety

SPONSORED BY VETERANS NEED
E NOW

02-01/u-s-lags-behind-oth Ith tries-in-health tudy-find:

27



157

2/8/23, 9:28 AM U.S. Lags Behind Other Wealthy Countries in Health Outcomes, Study Finds | Best Countries | U.S. News

ANECW,

74 per TO0,000 is more than five times that of the hext closest compétitor. The country
similarly sets itself apart from others internationally when it comes to gun ownership
and firearm-related deaths, according to other sources, including the nonpartisan data
center USAFacts.

[MORE: Report: Hawaii Has the Strongest Health System in the U.S.]

The Commonwealth Fund recommends that U.S. policymakers and other officials
address health care affordability, cost containment and prevention. And while the results
outlined in the study aren’t inspiring for America, the foundation has hopes for
improvement.

“Other countries have found ways to do these things well; the U.S. can as well,” the
authors write.”

The other countries studied were Australia, Canada, France, Germany, Japan, the
Netherlands, New Zealand, Norway, South Korea, Switzerland, Sweden and the United
Kingdom. The Commonwealth Fund culled the most recent data available from the
OECD, Our World in Data and its own 2020 International Health Policy Survey.

Join the Conversation

Tags: health, women's health, children's health, mental health, health care, health insurance, pandemic, United
States
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It's Time for the Scientific Community to
Admit We Were Wrong About COVID and It

Cost Lives | Opinion

KEVIN BASS , MS MD/PHD STUDENT, MEDICAL SCHOOL
ON 1/30/23 AT 8:00 AM EST

As a medical student and researcher, | staunchly supported the efforts
of the public health authorities when it came to COVID-19. | believed
that the authorities responded to the largest public health crisis of our
lives with compassion, diligence, and scientific expertise. | was with
them when they called for lockdowns, vaccines, and boosters.

| was wrong. We in the scientific community were wrong. And it cost
lives.

| can see now that the scientific community from the CDC to

the WHO to the FDA and their representatives, repeatedly overstated
the evidence and misled the public about its own views and policies,

including on natural vs. artificial immunity, school closures and

disease transmission, aerosol spread, mask mandates, and vaccine
effectiveness and safety, especially among the young. All of these
were scientific mistakes at the time, not in hindsight. Amazingly, some

of these obfuscations continue to the present day.

But perhaps more important than any individual error was how

inherently flawed the overall approach of the scientific community was,
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and continues to be. it was flawed in a way that undermined its
efficacy and resulted in thousands if not millions of preventable
deaths.

What we did not properly appreciate is that preferences determine
how scientific expertise is used, and that our preferences might be—
indeed, our preferences were—very different from many of the people
that we serve. We created policy based on our preferences, then
justified it using data. And then we portrayed those opposing our
efforts as misguided, ignorant, selfish, and evil.

We made science a team sport, and in so doing, we made it no longer
science. It became us versus them, and "they" responded the only

way anyone might expect them to: by resisting.
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A students adjusts her facemask at St. Joseph Catholic School in La

Puente, California on November 16, 2020, where pre-kindergarten to
Second Grade students in need of special services returned to the
classroom today for in-person instruction. - The campus is the second
Catholic school in Los Angeles County to receive a waiver approval to
reopen as the coronavirus pandemic rages on. The US surpassed 11
million coronavirus cases Sunday, adding one million new cases in
less than a week, according to a tally by Johns Hopkins
University.FREDERIC J. BROWN / AFP
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We excluded important parts of the population from policy
development and castigated critics, which meant that we deployed a
monolithic response across an exceptionally diverse nation, forged a
society more fractured than ever, and exacerbated longstanding heath

and economic disparities.

Our emotional response and ingrained partisanship prevented us from
seeing the full impact of our actions on the people we are supposed to
serve. We systematically minimized the downsides of the interventions
we imposed—imposed without the input, consent, and recognition of
those forced to live with them. In so doing, we violated the autonomy
of those who would be most negatively impacted by our policies: the
poor, the working class, small business owners, Blacks and Latinos,
and children. These populations were overlooked because they were
made invisible to us by their systematic exclusion from the dominant,

corporatized media machine that presumed omniscience.

Most of us did not speak up in support of alternative views, and many
of us tried to suppress them. When strong scientific voices like world-
renowned Stanford professors John loannidis, Jay Bhattacharya,

and Scott Atlas, or University of California San Francisco professors

Vinay Prasad and Monica Gandhi, sounded the alarm on behalf of
vulnerable communities, they faced severe censure by relentless

mobs of critics and detractors in the scientific community—often not
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on the basis of fact but solely on the basis of differences in scientific
opinion.

Fact Check: Does Project Veritas video show Pfizer is mutating
CovID?

When former President Trump pointed out the downsides of
intervention, he was dismissed publicly as a buffoon. And when Dr.
Antony Fauci opposed Trump and became the hero of the public
health community, we gave him our support to do and say what he

wanted, even when he was wrong.

Trump was not remotely perfect, nor were the academic critics of
consensus policy. But the scorn that we laid on them was a disaster
for public trust in the pandemic response. Our approach alienated
large segments of the population from what should have been a
national, collaborative project.

And we paid the price. The rage of the those marginalized by the
expert class exploded onfo and dominated social media. Lacking the
scientific lexicon to express their disagreement, many dissidents
turned to conspiracy theories and a cottage industry of scientific
contortionists to make their case against the expert class consensus
that dominated the pandemic mainstream. Labeling this speech
"misinformation” and blaming it on "scientific illiteracy” and
"ignorance,” the government conspired with Big Tech to aggressively
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suppress it, erasing the valid political concerns of the government's

opponents.

And this despite the fact that pandemic policy was created by a razor-
thin sliver of American society who anointed themselves to preside
over the working class—members of academia, government,
medicine, journalism, tech, and public health, who are highly educated
and privileged. From the comfort of their privilege, this elite prizes
paternalism, as opposed to average Americans who laud self-reliance
and whose daily lives routinely demand that they reckon with risk.
That many of our leaders neglected to consider the lived experience of

those across the class divide is unconscionable.

Incomprehensible to us due to this class divide, we severely judged
lockdown critics as lazy, backwards, even evil. We dismissed as
"grifters" those who represented their interests. We believed
"misinformation" energized the ignorant, and we refused to accept that
such people simply had a different, valid point of view.

We crafted policy for the people without consulting them. If our public
health officials had led with less hubris, the course of the pandemic in
the United States might have had a very different outcome, with far

fewer lost lives.

Instead, we have witnessed a massive and ongoing loss of life in

America due to distrust of vaccines and the healthcare system; a
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massive concentration in wealth by already wealthy elites; a rise in

suicides and gun violence especially among the poor;_a near-doubling

of the rate of depression and anxiety disorders especially among the

young; a catastrophic loss of educational attainment among already

disadvantaged children; and among those most vulnerable, a massive

loss of trust in healthcare, science, scientific authorities, and political

leaders more broadly.

COVID: China spread an "experiment the likes of which none of us
have seen”

COVID: China spread an "experiment the likes of which none of us

have seen"

My motivation for writing this is simple: It's clear to me that for public
trust to be restored in science, scientists should publicly discuss what
went right and what went wrong during the pandemic, and where we

could have done better.

It's OK to be wrong and admit where one was wrong and what one
learned. That's a central part of the way science works. Yet | fear that
many are too entrenched in groupthink—and too afraid to publicly take
responsibility—to do this.
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Solving these problems in the long term requires a greater
commitment {o pluralism and tolerance in our institutions, including the

inclusion of critical if unpopular voices.

Intellectual elitism, credentialism, and classism must end. Restoring
trust in public health-—and our democracy-—depends on it.
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https://www .bloomberg.com/news/articles/2021-12-21/cdc-public-health-data-failures-mean-u-s-
lacks-whole-picture-on-covid?leadSource=uverify%20wall#xj4y 7vzkg

Data Failures Keep the CDC
From Seeing the Whole Picture
on Covid

Bloomberg
December 21, 2021

A year into the Covid-19 vaccination campaign, the U.S. government still faces data
shortcomings that cloud its vision of who’s getting vaccinated and at what rate The record-time
development of the shots was a (mostly) American triumph. Now vaccines are plentiful in the
U.S. and offer meaningful protection for those who get them. But in another way the U.S. has
lagged. America’s public-health authorities have struggled to monitor the rollout of vaccines and
to track data on how effective they are. The most recent example: The Centers for Disease
Control and Prevention has been overcounting the number of Americans who’ve received at least
one dose of vaccine. The agency’s data are far off from what many states have been reporting on
their own, meaning there are millions more unvaccinated than its numbers show. That issue
followed another a few weeks earlier. After the U.S. cleared Covid shots for kids age 5to 11 at
the start of November, it took the CDC almost three weeks to publish data on how many children
had been vaccinated. In the meantime, an impatient White House started its own ad hoc data
collection effort, assembling vaccination numbers for the age cohort from states and vaccine
providers, according to people familiar with the matter.

Those problems are just the latest. In late spring the U.S. stopped counting many vaccine
breakthrough cases, information that was critical for deciding how and when to roll out boosters.
And the government still lacks complete data on the race and ethnicity of vaccine recipients,
despite the Biden administration making demographic equity a cornerstone of its rollout.

After two years of rising case counts and more than 800,000 deaths, there’s broad agreement that
U.S. public-health systems need an overhaul, just as the Sept. 11 attacks and the 2008 financial
crisis paved the way for national security and banking reforms, respectively. The push is being
led by influential persons in public health and in Congress who aim to better prepare the
government for the next infectious-disease threat the world will confront. The slow-to-arrive kids
data felt like deja vu. I’'m one of the people who run the Bloomberg Vaccine Tracker, our
newsroom effort to tally every Covid vaccine going into arms around the world. When we began
the project in December 2020, our team of journalists would reach out to states and foreign
governments each day and produce a tally of how many doses had been administered. It was
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laborious, complex work, but we figured the CDC and the World Health Organization would
quickly put us out of business. That didn’t happen.

The CDC took months to catch up to data that was being published independently by states.
Entities such as the WHO didn’t have real-time access to data on vaccinations and ended up
relying for several months on third-party sources for information, according to a person familiar
with the organization’s efforts. The situation was an echo of the first year of the pandemic, when
nongovernment sources such as the Covid Tracking Project and Johns Hopkins University were
the go-to resource for data on the virus. Robert Redfield, director of the CDC during the Trump
administration, said the agency’s inability to provide seemingly basic information on the virus
bothered him. “I was quite embarrassed that everybody quotes Johns Hopkins and Bloomberg”,
he says.” Why aren’t they quoting CDC?”

There’s no obvious reason the data on child immunizations should have been difficult to collect
or disseminate. The vaccines were cleared for use in children on Nov. 2; a few days later a
handful of states began publishing their own numbers. And for months the CDC had been putting
out detailed data on the ages of people who’ve been vaccinated. But a little over two weeks after
the shots were cleared, there were still no numbers from the CDC. Instead, the White House
announced its own tally: 2.6 million 5- to 11-year-olds had gotten a dose.

When the agency eventually published its own data, there were several discrepancies between its
statistics and what states were reporting. A White House official, expressing frustration,
described the CDC’s child vaccine data at the time as “useless” since it was several days behind
reality on the ground.

In a statement, the CDC said that it’s working with states, local jurisdictions, and the health
system to improve and speed the flow of data but that the huge variety of sources could create
slowness and errors.

“While CDC data provides a wide-angle lens to look at vaccination across the country, we know
that states and local health departments have a wealth of information and have always referred
reporters there for the most up to date data”, the agency said.

1t added that the vaccination data for 5- to 11-year-olds presented challenges because of a new
dose amount and new vaccine providers. The agency said that while it worked to get its own data
up and running, it helped in the effort to model a national number.

In many ways the CDC’s ability to gather and publish timely numbers on the pandemic has
improved. The agency now has a website rich with statistics, providing an invaluable resource
for the public, researchers, and policymakers.

But the delayed child vaccine data and the miscount of millions of vaccinated people are only the
latest data problems from the agency. In late spring the CDC stopped collecting information on
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mild breakthrough infections; just as the delta variant was beginning to spread widely. It had to
rely on Israeli government data for information on how quickly the effectiveness of vaccines was
waning and the need for booster shots. And the government has race and ethnicity data for only
about 70% of vaccinations, even though states have published such data on their own, covering
more than 90% of shots.

Being slow to produce information in the middle of a health emergency isn’t just a pandemic
problem. Redfield recalls an episode from April 2018, the month after he took over the agency.
He’d almost lost one of his children to a drug overdose, from cocaine laced with fentanyl, and he
wanted a report on the opioid epidemic “I got a wonderful briefing”, Redfield says. “And
afterwards T asked the simple question, when was the data through? And they said, ‘Through
March 2015°. And I said, ‘But it’s April 2018°”. He adds: “When I became CDC director, I was
excited about making an impact on the human condition and public health. I didn’t realize I was
becoming a medical historian.”

In Congress, Senators Richard Burr, a North Carolina Republican, and Patty Murray, a
Washington Democrat, are drafting legislation to make broad changes at the agency. The pair,
who lead the U.S. Senate Committee on Health, Education, Labor and Pensions, hope to
introduce a bill after Congress finishes dealing with the Biden administration’s Build Back
Better package.

A key part of any new law will be increasing funding for the CDC or rethinking how it spends
existing dollars, along with how much of its budget should be funneled to state public-health
departments. The lawmakers also want to overhaul the way health data gets collected and
reported. Among some legislators, former agency heads such as Redfield, and state public-health
officials, there’s also talk that the culture needs to change. One often-heard criticism is that the
agency is too academic. It has tended to “agonize over having perfect, clean data,” Burr said at a
Nov. 4 hearing with current CDC Director Rochelle Walensky. “By the time we get their data,
it’s too late.”

Another White House official, who spoke anonymously because they’re not authorized to
comment publicly on such matters, says there’s a sense that while the CDC is a useful center of
knowledge, it’s not “operational,”; meaning it’s not capable of mounting an on-the-ground
response. Those types of tasks (such as executing quarantines, ramping up testing capacity, or

running disease surveillance) might be better handled by another part of the government.

Walensky has said she’s working to make changes at the agency, whose a little over 10,000
employees are based mostly in Atlanta. “One of the things I think we’ve done since I've been
here is try and understand what are the questions people are going to be asking a month from
now or two months from now,”; she said at an event hosted by the A#lantic in September.

The agency now gets faster updates on vaccine effectiveness from studies it’s commissioned, for
example. Walensky, the former chief of the Division of Infectious Diseases at Massachusetts
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General Hospital, also set up a unit to focus on disease forecasting. The new Center for
Forecasting and Outbreak Analytics is meant to give the agency better information on future
threats and is being led by people hired from outside the agency - an effort to get around the
CDC’s too-academic culture, according to a person familiar with the effort.

Redfield says a CDC overhaul will require a substantial investment, anywhere from $25 billion
to $50 billion: “This is not some hundred million here, a hundred million there.”; As recently as
a few years ago, he says, the agency was still getting reports from some local agencies by fax.
“We’ve never given the American public the public-health system that it needs; more
importantly, that it deserves.”

The problems aren’t just at the federal level. In January 2021, as the U.S. vaccine roflout was
getting under way, public-health officials in California saw something that worried them. Despite
months of planning, the state’s numbers were lagging. It didn’t make sense. Health workers in
the field were saying immunizations were moving quickly. But according to the data, California
was slower than other states in administering the still-meager supplies of vaccines being shipped
by the federal government.

So officials began to investigate. The culprit, it turned out, wasn’t vaccine hesitancy or
bottlenecks at hospitals. It was a button. On one of the computer programs the state was using to
feed records into a central database, the “submit”; button was buried at the bottom of the screen
and easy to miss. A message went out to vaccinators: Hit “submit.”; Within days the numbers
began to turn around.

It was a face-palming oversight with serious repercussions. One of California’s biggest health-
care systems, Sutter Health, had been focusing those early vaccinations on older, vulnerable
people. Supplies were tight, and Sutter quickly used up what it had. But the state wasn’t sending
more - and doses were being delayed. “The state thought they had vaccine, but they didn’t,” says
Paul Markovich, chief executive officer of Blue Shield of California, the health insurer that
would end up being brought in to take over management of the state’s vaccine program. He says
there were “a number of glitches”; in the state systems that could have caused the problem. “We
had people who were 80-plus years old not getting their second shot,”; he says. A Sutter Health
representative confirmed that the system had briefly paused first-dose appointments and also
second-dose appointments. “When you have the most virulent virus we have seen in a century
tearing its way through your population, it’s critical that you get the people who are the highest
risk,”; says Markovich. “You're potentially costing people their lives, because the vaccine is not
going to the people it should.”
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The Wayback Machine - https://web.archive.org/web/20220811220245/https://www.cdc.gov/coronavirus/2019-ncov/php/contac...
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Outbreak Investigations

CDC is reviewing this page to align with updated guidance.

Summary of Recent Changes

Updates as of January 14, 2022 ~

¢ Changes made to reflect updated guidance for isolation and quarantine.

View Previous Updates

The public health evaluation of close contacts to patients with laboratory-confirmed or probable COVID-19 may vary
depending on the exposure setting. Contacts in special populations and/or congregate settings require additional
considerations and may need handoff to a senior health department investigator or special team. Additional guidance on
managing these contacts can be found in Outbreak Investigations.
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* Changes made to reflect updated guidance for isolation and quarantine.

View Previous Updates

The public health evaluation of close contacts to patients with laboratory-confirmed or probable COVID-19 may vary
depending on the exposure setting. Contacts in special populations and/or congregate settings require additional
considerations and may need handoff to a senior health department investigator or special team. Additional guidance on
managing these contacts can be found in Qutbreak Investigations.

Close contact evaluation and monitoring priorities

{n jurisdictions with testing capacity, symptomatic and asymptomatic close contacts to patients with confirmed and
probable COVID-19 should be evaluated and monitored. For areas with insufficient testing support and/or fimited public
health resources, the following evaluation and monitoring hierarchy (Box 4) and the case investigation and contact
tracing prioritization recommendations can be used to help guide prioritization. The hierarchy is based on the
assumption that if close contacts listed in Priority 1 become infected, they could potentially expose many people, those at
higher risk for severe disease, or critical infrastructure workers. If close contacts in Priority 2 become infected, they may
be at higher risk for severe disease, so prompt notification, monitoring, and linkage to needed medical and support
services is important.

When prioritizing close contacts to evaluate and monitor, jurisdictions should be guided by the local characteristics of

disease transmission, demographics, and public health and healthcare system capacity. Some states require mandatory
testing for specific circumstances. Local decisions depend on local guidance and circumstances.
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The Washington Post

The inside story of how Trump’s denial,
mismanagement and magical thinking
led to the pandemic’s dark winter

By Yasmeen Abutaleb, Ashley Parker, Josh Dawsey and Philip Rucker
Dec. 19, 2020

As the number of coronavirus cases ticked upward in mid-November — worse than the
frightening days of spring and ahead of an expected surge after families congregated for
Thanksgiving — four doctors on President Trump’s task force decided to stage an
intervention.

After their warnings had gone largely unheeded for months in the dormant West Wing,
Deborah Birx, Anthony S. Fauci, Stephen Hahn and Robert Redfield together sounded
new alarms, cautioning of a dark winter to come without dramatic action to slow
community spread.

White House Chief of Staff Mark Meadows, among the many Trump aides who were
infected with the virus this fall, was taken aback, according to three senior
administration officials with knowledge of the discussions. He told the doctors he did
not believe their troubling data assessment. And he accused them of outlining problems
without prescribing solutions.

The doctors explained that the solutions were simple and had long been clear — among
them, to leverage the power of the presidential bully pulpit to persuade all Americans to
wear masks, especially the legions of Trump supporters refusing to do so, and to
dramatically expand testing.

“It was something that we were almost repetitively saying whenever we would get into
the Situation Room,” said Fauci, who directs the National Institute of Allergy and
Infectious Diseases. “Whenever we got the opportunity to say, ‘This is really going to be
a problem because the baseline of infections was really quite high to begin with, so you
had a lot of community spread.””

On Nov. 19, hours after the Centers for Disease Control and Prevention advised against
Thanksgiving travel, Vice President Pence, who chairs the coronavirus task force, agreed
to hold a full news conference with some of the doctors — something they had not done
since the summer. But much to the doctors’ dismay, Pence did not forcefully implore
people to wear masks, nor did the administration take meaningful action on testing.

As for the president, he did not appear at all.
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Trump went days without mentioning the pandemic other than to celebrate progress on
vaccines. The president by then had abdicated his responsibility to manage the public
health crisis and instead used his megaphone almost exclusively to spread
misinformation in a failed attempt to overturn the results of the election he lost to
President-elect Joe Biden.

“I think he’s just done with covid,” said one of Trump’s closest advisers who, like many
others interviewed for this story, spoke on the condition of anonymity to candidly
discuss internal deliberations and operations. “I think he put it on a timetable and he’s
done with covid. ... It just exceeded the amount of time he gave it.”

Now, a month later, the number of coronavirus cases in the United States is reaching
records daily. The nation’s death count is rising steadily as well, this past week
surpassing 300,000 — a total that had seemed unfathomable earlier this year. The dark
winter is here, hospitalizations risk breaching capacities, and health professionals
predict it will get worse before it gets better.

The miraculous arrival of a coronavirus vaccine this past week marks the first glimmer
of hope amid a pandemic that for 10 months has ravaged the country, decimated its
economy and fundamentally altered social interactions.

Yet that triumph of scientific ingenuity and bureaucratic efficiency does not conceal the
difficult truth, that the virus has caused proportionately more infections and deaths in
the United States than in most other developed nations — a result, experts say, of a
dysfunctional federal response led by a president perpetually in denial.

“We were always going to have spread in the fall and the winter, but it didn’t have to be
nearly this bad,” said Scott Gottlieb, a former FDA commissioner in the Trump
administration. “We could have done better galvanizing collective action, getting more
adherence to masks. The idea that we had this national debate on the question of
whether masks infringed on your liberty was deeply unfortunate. It put us in a bad
position.”

Maryland Gov. Larry Hogan, one of the few Republican elected officials who have
criticized Trump’s handling of the pandemic, said many in the administration are
working hard to control the alarming November-to-December surge, but not the man at
the top.

“My concern was, in the worst part of the battle, the general was missing in action,”
Hogan said of the recent surge.

The story of how America arrived at this final season of devastation, with the reported
death toll some days surpassing 3,000 people — a new 9/11 day after day — is based on
interviews over the past month with 48 senior administration officials, government
health professionals, outside presidential advisers and other people briefed on the inner
workings of the federal response.
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The catastrophe began with Trump’s initial refusal to take seriously the threat of a once-
in-a-century pandemic. But, as officials detailed, it has been compounded over time by a
host of damaging presidential traits — his skepticism of science, impatience with health
restrictions, prioritization of personal politics over public safety, undisciplined
communications, chaotic management style, indulgence of conspiracies, proclivity
toward magical thinking, allowance of turf wars and flagrant disregard for the well-
being of those around him.

“There isn’t a single light-switch moment where the government has screwed up and
we're going down the wrong path,” said Kyle McGowan, who resigned in August as chief
of staff at the CDC under Redfield, the center’s director. “It was a series of multiple
decisions that showed a lack of desire to listen to the actual scientists and also a lack of
leadership in general, and that put us on this progression of where we're at today.”

‘Words matter’

Trump’s defenders say the president and his administration deserve credit not only for
Operation Warp Speed — the public-private initiative to develop, test and now distribute
vaccines — but also for their work early on to address a shortage of ventilators, ease
supply-chain delays for personal protective equipment and set guidelines for businesses
and other gathering places to reopen after the March and April shutdowns.

They also point to Trump’s decision in late January to restrict travel from China, where
the virus originated. And they say they’re not sure what Trump should have done
differently.

“President Trump has led a historic, whole-of-America coronavirus response — resulting
in 100,000 ventilators procured, an abundance of critical PPE sourced for our frontline
heroes, the largest testing regime in the world, groundbreaking treatments, and a safe
and effective vaccine in record time with another to be approved in the coming days,”
White House spokeswoman Sarah Matthews said in a statement. She went on to
attribute the success of vaccines to Trump’s “bold and innovative leadership.”

Still, the administration’s overall response is likely to be scrutinized for years to come as
a case study in crisis mismanagement. At the heart of the problem, experts say, have
been Trump’s scrambled and faulty communications.

“Words matter a lot, and what we have here is a failure to communicate — and worse
than that, the effective communication of policies, of myths, of confusion about masks,
about hydroxychloroquine, about vaccines, about closures, about testing,” said Tom
Frieden, a former CDC director in the Obama administration. “It’s stunning.”

Trump’s repeated downplaying of the virus, coupled with his equivocations about
masks, created an opening for reckless behavior that contributed to a significant
increase in infections and deaths, experts said.
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“The central and most important thing we needed was national leadership from the
president to be able to really lead with empathy,” said Anita Cicero, deputy director of
the Johns Hopkins Center for Health Security. “It seemed much more focused on the
administration as the lead character, rather than communities in need.”

A hallmark of the response has been the secrecy of some in the White House, including
Meadows, whom other officials described as outright hostile in his denial of the virus
and punitive toward colleagues who sought to follow public health guidelines or be
transparent.

As the virus spread wildly among White House staff this fall, Meadows sought to conceal
some cases from becoming public — including, at first, his own — and instructed at least
one fellow adviser who sought to disclose an infection not to.

In addition, Meadows threatened to fire White House Medical Unit doctors, who fall
below the chief of staff in the chain of command, if they helped release information
about new infections, according to one official. Ben Williamson, an aide to Meadows,
said it was “false” that the chief of staff ever threatened to terminate doctors.

Meadows argued internally, according to this official, that the White House was “under
no obligation to tell the press or the public that Joe Schmo who works in the White
House has tested positive.”

Despite shunning recommended protocols internally, Trump aides speak with pride
about the actions they took on the pandemic and are incredulous that their work has
been so widely panned.

One senior administration official involved in the response said what was accomplished
in less than a year — from producing and distributing protective gear to creating
vaccines — is nothing short of remarkable. But, this official acknowledged, “The way it
was messaged, unfortunately, was flawed.”

A second senior administration official said, “I'm not clear on what Trump should have
done different, but put me in the camp of, well, something, because it has not been a
success.”

Olivia Troye, a former Pence adviser and task force aide who resigned in the summer
and campaigned against Trump’s reelection, said the nation’s trauma is a result of the
president’s mismanagement of the crisis early on, and is being prolonged by his
disinterest in it now.

“I'would love to say that I'm shocked, but I'm not,” Troye said. “This is in keeping with
everything he has been.” She added: “People are still dying every day. There’s thousands
of cases every day and yet he won’t do the right thing. . .. To see a sitting president
directly refuse to help during a crisis is just flabbergasting to me.”
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Paul A. Offit, who is director of the Vaccine Education Center at Children’s Hospital of
Philadelphia, a professor of vaccinology at the University of Pennsylvania and a member
of the FDA’s vaccine advisory council, said of Trump: “He’s a salesman, but this is
something he can’t sell. So he just gave up. He gave up on trying to sell people
something that was unsellable.”

On Friday morning, in a tableau orchestrated to provide hope to a beleaguered nation,
Pence and second lady Karen Pence received the Pfizer vaccine — a needle in his left
shoulder as they sat beneath a sign that read, “SAFE and EFFECTIVE,” broadcast live
on national television.

Trump was nowhere to be seen.
‘It was whack-a-mole’

Tucker Carlson arrived at Trump’s private Mar-a-Lago Club the first Saturday in March,
before cities started shutting down, on an urgent mission: to convey to the president the
seriousness of the coronavirus threat.

Carlson’s message was simple but pointed. He warned the president that the virus was
real, that people he knew were going to get it, that the country might have already
missed the point at which they could control it and, as he later told Vanity Fair, that
“this could be really bad.”

But Carlson and the president ultimately talked past one another, said a person familiar
with the conversation. Carlson told Trump he could lose the election because of the
virus, and Trump argued that the virus was less deadly than people were claiming.

The scene at Mar-a-Lago that weekend underscored the concerns. Far from taking any
precautions, Trump that Saturday dined with Brazilian President Jair Bolsonaro and his
delegation — several of whom later tested positive for the virus — while Donald Trump
Jr.’s girlfriend, Kimberly Guilfoyle, threw herself a lavish 51st birthday party at the club.
The next day, Trump hosted a fundraising brunch with about 900 attendees.

As the country began to shut down in March, Trump and his administration found
themselves in the early throes of denial and dysfunction. Despite the warnings of
Carlson and others, Trump continued to downplay the severity of the virus, and turf
wars and unclear chains of command roiled the administration’s fledgling response.

Public health advisers and other administration officials were left scrambling —
scattershot, and with little clear direction — to recoup time squandered.

Jared Kushner, the president’s son-in-law and senior adviser who had spent the early
days of 2020 focused on other challenges in his overly large portfolio — including a
Middle East peace plan and overseeing Trump’s reelection campaign — turned his
attention to the virus.
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Kushner’s allies and even some of his critics say he was effective in helping cut through
bureaucracy — ensuring, for instance, that states eventually had as many ventilators as
they needed. A text or call to Kushner could yield a clear response or directive in just
minutes, said one senior administration official, and shortly after Pence was appointed
head of the coronavirus task force his chief of staff, Marc Short, enlisted Kushner’s help
to streamline resources and speed up response times.

But the help Kushner provided was often ad hoc rather than part of a long-term
strategy, according to people familiar with his role.

“It was entirely tactical troubleshooting and, to be fair, it was pretty successful, with the
ventilators and this and that, but it was whack-a-mole,” said an outside Republican in
frequent touch with the White House.

Part of Kushner’s coronavirus management approach was an ambitious effort to bring in
a cadre of young consultants from the private sector as volunteers. The group was
dismissively referred to as the “Slim Suit” crowd.

“[Kushner] is like, ‘T'm going to bring in my data and we’re going to MBA this to death
and make it work,”” one senior administration official said.

But problems quickly emerged with Kushner’s team of volunteers. The group was not
issued government laptops or emails, forcing them to use their personal Gmail
addresses — a practice that often hindered their efforts to procure personal protective
equipment from companies that were understandably skeptical of inquiries coming
from nongovernment email accounts. The volunteers in charge of PPE procurement also
did not know the Food and Drug Administration requirements for importing the
protective equipment, and found themselves spending unnecessary time Googling basic
questions and calling the FDA for guidance.

Max Kennedy Jr., a senior associate at a private growth equity firm when he joined
Kushner’s effort as a volunteer, was so alarmed by what he witnessed that he initially
filed an anonymous whistleblower report.

Among his complaints was a culture that prioritized tips and leads from VIPs, which
consumed an inordinate amount of the volunteers’ time and energy. Kennedy wrote in
his report that Jeanine Pirro, a Trump booster who hosts a Fox News show, “repeatedly
called and emailed until 100,000 masks were sent to a particular hospital she favored.
No checks were completed to ensure that the hospital was in particular need of PPE.”

Kennedy, a lifelong Democrat and a grandson of Robert F. Kennedy, later revealed his
identity and, in an interview with The Washington Post, described a group of smart and
earnest volunteers who were, at best, out of their depth and, at worst, asked to do things
they felt uncomfortable doing.

Kennedy said that Brad Smith, the director of the Center for Medicare and Medicaid
Innovation and a friend of Kushner, asked him and another volunteer to make a
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coronavirus model for 2020 that specifically projected a low casualty count. When
Kennedy noted that he had no training in epidemiology and had never modeled a virus
before, he recalled, Smith told him that it was just like making a financial model. The
other models made by the health experts, Smith explained, were “too catastrophic.”

“They think 250,000 people could die and I want this model to show that fewer than
100,000 people will die in the worst-case scenario,”” Kennedy said Smith told him. “He
gave us the numbers he wanted it to say.”

Kennedy and the other volunteer refused to make the model. But he said the incident
left him discomfited.

“[Smith] said, ‘Look around. Does it look like 250,000 people are going to die? I don’t
think so,”” Kennedy recounted. “And I remember thinking it was a weird thing to say
because we were surrounded by military officers in the [Federal Emergency
Management Agency] basement and it did look like a lot of people might die.”

In an emailed statement, Smith denied asking Kennedy and a fellow volunteer to create
a low fatality model.

“The only model I asked the team to build in the three weeks Max volunteered was a
model to project PPE needs through July 2020,” Smith said. “To calculate PPE needs,
the model used hospitalizations and deaths as inputs. The mean version of the model
assumed 169,000 deaths by July 2020 and the worst case version of the model assumed
312,000 deaths by July 2020. According to the CDC, there were approximately 160,000
deaths as of July 30, so the model’s assumptions proved to be very accurate.”

There were other problems too. Kushner’s initiative to stand up drive-through testing
sites nationwide at retail stores such as CVS, Target and Walgreens, for instance, may
have been a good idea in theory but almost instantly raised concerns. Government
officials asked Kushner and his team whether they had fully considered the logistical
and supply issues behind setting up the sites — including swabs and reagents for tests,
and protective equipment for the clinicians administering them.

Kushner’s team responded that they had it covered, but it quickly became clear they did
not. At a time when health-care workers were using garbage bags as gowns and reusing
No5 masks because of severe shortages, roughly 30 percent of “key supplies,” including
masks, in the national stockpile of emergency medical equipment went toward
Kushner’s testing effort, according to an internal March planning document obtained by
The Post and confirmed by one current and one former administration official.

Though Kushner had initially promised thousands of testing sites, only 78 materialized,
the document said, and the national stockpile was used to supply more than half of
those.

“The knock against Jared has always been that he’s a dilettante who will dabble in this
and dabble in that without doing the homework or really engaging in a long-term,
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sustained, committed way, but will be there to claim credit if things go well and
disappear if things go poorly,” a former senior administration official said. “And this is
another example of that.”

By the summer, Trump had grown angry with Kushner over problems with testing, said
current and former administration officials — a rare conflict between the president and
his son-in-law.

Matthews defended Kushner’s testing initiative, saying there are now more than 6,000
retail testing sites and that the federal government has established more than 500
temporary surge testing sites in 17 states over the past 10 months.

At the beginning of the outbreak, the United States failed to deploy a coronavirus
diagnostic test across the country so state and local officials could quickly detect and
trace confirmed cases. And while the administration eventually scaled up testing
considerably — more than 1.5 million tests a day are now being conducted — it still has
not developed a national testing strategy. Even as more tests have become available,
experts said, there have rarely been enough for the scale of the pandemic.

“Compared to other countries, the biggest mistake we made was in testing,” said Katrina
Armstrong, a physician and chief of Massachusetts General Hospital who has been
treating coronavirus patients. “It’s not even a hard test, and we whiffed it. There should
be central leadership bringing everything together. For the clinical side, not having
access to testing early on and through the summer was the biggest tragedy of what got
us here.”

The best chance to control an outbreak is at the very beginning. But U.S. officials
squandered that opportunity in February for two key reasons. The first was the

CDC’s failure to deploy a working coronavirus test, and the second was the task force’s
almost singular focus on repatriating Americans from China and cruise ships, rather
than on preparing the United States for an inevitable outbreak.

A review of task force agendas from that time demonstrates a disproportionate focus on
cruise ships, masks and other bureaucratic and logistical issues, rather than on more
practical public health steps such as testing, contact tracing and targeted efforts to
prevent the virus’s spread. That allowed the virus to spread undetected for all of
February, several officials and experts said, as it seeded itself in New York, Washington
state, California, New Orleans and other populous areas. And from then on, the country
was perpetually behind the virus.

Kennedy said his experience volunteering in the White House left him disillusioned.

“I don’t think this has to be a politicized crisis,” Kennedy said. “This pandemic is
incredibly tragic and, as someone who was in the room, it was very clear it wasn’t taken
seriously. It was well understood what measures could be taken to save lives, to reduce
the severity of the pandemic, and the administration and Jared Kushner made an active
choice not to pursue those actions.”
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‘A loser message’

As the virus began to rage across the United States, some of the nation’s health officials
had a novel idea. Face coverings were emerging as one of the simplest tools available to
control the contagion’s spread. So Robert Kadlec, the assistant secretary for
preparedness and response at the Department of Health and Human Services, called
Jerry Cook, an executive at the cotton clothing giant Hanes, on March 13 to discuss
producing enough masks to send to every American household, according to two senior
administration officials.

Cook pulled together a number of underwear makers, including Fruit of the Loom,
SanMar, Beverly Knits and Delta Apparel, to figure out how to redirect their
manufacturing operations to manufacture 650 million three-ply cotton masks — enough
to send a packet of five to each household. The masks would bear an HHS logo, contain
a microbiocide that would kill the virus, and say: “Do your part, help stop the spread.”

A command group at FEMA unanimously approved the plan, and the task force doctors
did as well. Birx, the White House coronavirus response coordinator, saw the white
prototypes and asked if they could be made in a neutral tone.

But when Kadlec’s boss, HHS Secretary Alex Azar, began to pitch it at a White House
task force meeting in March, there was sharp dissent. Several on the task force generally
did not have much confidence in Kadlec, and a senior administration official said his
plan was half-baked and that he was unable to answer basic questions, like how much
the effort would cost or how they would deliver all the masks.

Short abruptly stopped the conversation and told Pence the idea wasn’t ready and was
being pulled off the agenda. Other officials complained that the masks looked like
underwear, according to three current and former senior administration officials. Peter
T. Gaynor, the FEMA administrator, compared them to jockstraps.

Then there was the issue of logistics. For months leading up to the pandemic, Trump
had been attacking the U.S. Postal Service and airing grievances over its business
relationship with Amazon. Some aides surmised that, for Trump, a private-public
partnership involving the Postal Service as the distributor would be a nonstarter.

The mail-a-mask plan was killed. The Office of Management and Budget tried to cancel
the contracts with the underwear makers, but the masks still were produced and
distributed to health clinics, religious groups and states that requested them. Hanes did
not respond to a request for comment.

Kadlec was so frustrated that he decided his time as preparedness and response chief
was no longer best spent on preparing and responding, so he focused instead on
vaccines and therapeutics.

Skepticism of masks became a hallmark of the Trump administration’s pandemic
response. On April 3, when the CDC recommended that all Americans wear masks,
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Trump announced that he would not do so because he could not envision himself sitting
behind the Resolute Desk with his face covered as he greeted visiting dignitaries. The
president stressed that mask-wearing was “voluntary,” effectively permitting his legions
of followers to disregard the CDC’s recommendation.

In the months that followed, Trump was only seen wearing a mask on rare occasions,
instead following the advice of Stephen Miller, Johnny McEntee, Derek Lyons and other
trusted aides to think of masks as a cultural wedge issue.

Pence covered his face with somewhat more regularity than the president, but after
forgoing a mask during an April 28 visit to the Mayo Clinic in Minnesota, he drew a
public rebuke from the hospital’s leaders. Short then yelled at a hospital official over it, a
person with knowledge of the visit said.

“What the Trump administration has managed to do is they accomplished — remarkably
— a very high-tech solution, which is developing a vaccine, but they completely failed at
the low-tech solution, which is masking and social distancing, and they put people at
risk,” Offit said.

Trump did not imagine the coronavirus would consume the fourth year of his
presidency. When he established a task force in January, he assumed it would not last
long and that the crisis would subside relatively quickly, according to two officials with
knowledge of the situation. These officials said the president selected Pence, the favorite
of then-acting White House chief of staff Mick Mulvaney, for chair of the task force over
Gottlieb and former New Jersey governor Chris Christie.

In retrospect, according to a senior administration official, Trump’s biggest political
miscalculation was basing the task force in the White House. “Once you put it in the
Situation Room, the president owns every failure, leak, whatever, whereas this could
have been an Azar, Redfield, Hahn problem,” this official said.

In the early weeks, Pence was the frontman at daily coronavirus news conferences. He
provided top-line updates, including case and death counts, before turning it over to
Fauci, Birx and other health professionals. Short advised the vice president against
detailing such dire statistics, but Pence insisted, believing he was obligated to share such
facts with the public, according to another official with knowledge of these discussions.

Over time, however, Trump decided he wanted to be the face of the government’s
response, so he took over Pence’s role at the briefings. A number of Republican senators
privately counseled the president to let the doctors be out front, according to a senior
Republican congressional official, but “Trump just couldn’t let someone else get all that
attention.”

Trump’s performances were riddled with misinformation, contradictions and
indecorous boasts, while also predicting miracles and promoting cure-all therapeutics.
Trump often said he was trying to be a “cheerleader” for the country, and a senior
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administration official explained that the president has said he drew lessons from
Norman Vincent Peale’s “The Power of Positive Thinking.”

“What he’s saying there is, ‘I'm going to will the economy to success through mass
psychology. We're going to tell the country things are going great and it’s going to be a
self-fulfilling prophecy,’ ” this official said of Trump.

But there were consequences for Trump’s often too-rosy takes. Hogan — who as
chairman of the National Governors Association helped lead regular meetings among
governors and task force members, sometimes including Trump — said there was “a
huge disconnect” between what was agreed to by Pence and members of the task force
and what the president told the public.

“We would have a great meeting that might have lasted an hour or two with all the top
folks focused on the virus, and then the president would have one of those rambling
press conferences that went on maybe an hour too long and he said the opposite of what
others in the administration told us that day,” Hogan recalled.

The Maryland governor, one of the rare Republicans who seemed unafraid to challenge
Trump, said he directly confronted the president in some of these sessions about what
was not working.

“I pushed back very hard when there was no testing program and there was no
availability of basic supplies, like swabs and tubes and testing agents and ventilators,”
Hogan said. “There were a few times the president bristled when I wasn’t saying
everything was great. . .. One time the president said on a call, ‘You're not being very
nice to me.’ I said, ‘No, Mr. President, I'm always nice. I'm just telling you what the

59

gOVErnors see.

The White House also made governors’ jobs more difficult by interfering at the CDC,
which was forced to water down reopening guidelines for businesses, schools,
restaurants and other facilities after a cadre of White House and administration officials
weighed in with suggestions that were not based on science.

By late spring — after he infamously suggested people ingest bleach to cure themselves
of the virus — Trump stopped appearing at coronavirus briefings. Meadows is among
those credited with pulling the plug.

“He felt it was a loser message,” said one senior administration official with knowledge
of Meadows’s thinking. “So why message on covid?”

‘A MAGA perspective’

Scott Atlas found himself in Trump’s orbit the way so many do: through the television
screen.
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A neuroradiologist with no infectious-disease or public health background, Atlas joined
the coronavirus response team in August as a special government employee, after a few
senior Trump advisers — Kushner, McEntee and Hope Hicks — were impressed by his
appearances on cable news.

Atlas began working out of Kushner’s office suite, and quickly scored a blue badge — the
most coveted level of White House access — and a spot on the coronavirus task force.
Though many were skeptical of him, the vice president’s team felt that if Atlas was going
to be part of the virus response, then he needed to be a full-fledged member of the effort,
said two people familiar with the decision.

Atlas pushed a controversial “herd immunity” strategy — of letting the virus spread
freely among the young and healthy — and clashed with others on the task force, many
of whom described him as combative and condescending. He lorded his seemingly
unfettered access to the president over the group and, as one senior adviser said, “The
science just got totally perverted with Scott in the room.”

Atlas, who resigned Nov. 30, defended his advice to Trump as “based on the best
available science and data at the time” and said he sought to reduce both the virus
spread and what he called “structural harms.” In a lengthy emailed statement, Atlas
denied much of The Post’s reporting about his work in the administration, including
that he had described those with the coronavirus in derisive or demeaning terms.

“I am very disappointed to see more totally false statements and patently absurd lies
about me,” Atlas said. “Although I don’t intend to weigh-in on every false and
defamatory story or allow myself to be endlessly used as a political pifiata, I firmly deny
the false accusations that, as a special advisor to the President, I advocated for ‘herd
immunity’ via letting the infection spread as a scientific approach to the pandemic.
Nothing could be further from the truth.”

Even those inclined to be sympathetic to Atlas’s coronavirus theory — that the virus
mainly affected the most vulnerable, who were the only ones who truly needed
protection — found his personal manner off-putting, said one senior administration
official. And privately, Atlas often argued his case more crudely, bluntly saying
coronavirus was a disease that only affected the overweight, the diabetic and the elderly,
the other adviser said.

But Trump liked Atlas — and the shoddy science he was peddling seemingly bolstered
the president’s optimism. Atlas’s appeal to Trump, this adviser explained, was that he
“had a doctor title but a MAGA perspective,” referring to Trump’s “Make America Great
Again” slogan.

Atlas’s presence, however, frustrated much of the rest of the group, especially the public
health experts who feared he was undermining their hard-fought efforts to keep the
public safe.
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“If you ever wanted to spread confusion and give license to the people in the cities and
states who did not want to abide by any of the public health measures, you gave them
license to do it,” Fauci said. “They could say, ‘Look, this guy who’s a well-respected
Stanford person who the president seems to like is saying this thing; why should we
listen to Fauci?’ I think he was disruptive to what Birx and I were trying to do.”

The addition of Atlas to the coronavirus task force was just the latest iteration of the
infighting that had plagued the virus response all along. He clashed with the other
doctors, but especially with Birx.

One early dispute was over testing. At the time, the president was pushing to move away
from the widespread testing recommended by health experts and toward more narrow
surveillance testing in vulnerable communities. Atlas and Birx fought over the issue in
the Oval Office, with Birx — who was backed up by Redfield — advising that widespread
testing was the best way to catch new cases, a senior administration official said.

In August, the CDC put out revised testing guidelines that were more in line with Atlas’s
view than Birx’s, only to walk them back after a public outcry.

During another task force meeting, Atlas argued that it would be reasonable to consider
substantially fewer mitigation efforts, allowing people to become infected. Instead, Atlas
said, officials should focus their efforts on protecting those in nursing homes. Birx
retorted that the vulnerable were not only in nursing homes, prompting agreement by
other doctors in the group.

“Dr. Scott Atlas has caused people to lose their lives because he stood at the White
House podium and told people masks may not work and he told people we should get
over it and build up herd immunity,” said McGowan, the former CDC chief of staff. “He’s
telling the world lies from a bully pulpit, from a position of power, and I believe people
died because of that.”

Some of Trump’s advisers tried to convey to the president how much his reelection
might hinge on the pandemic. Being seen as a responsible, empathetic leader in a
moment of crisis, they explained, would buoy his chances of victory.

For instance, internal campaign data from pollster Tony Fabrizio found that in July, just
40 percent of voters approved of Trump’s handling of the virus and 58 percent
disapproved, a deficit of 18 percentage points. Among independents, the gap grew to 30
percentage points, according to a senior campaign adviser.

According to an internal polling memo obtained by The Post, more than 70 percent of
voters in target states supported “mandatory masks at least indoors when in public, and
even a majority of Republicans support this.”

Though Republicans were not keen on the idea of an executive order for mask-wearing,
they were less opposed to an order that applied only indoors, the internal polling found.
And, as one of the slides reviewed by The Post read, “Voters favor mask-wearing while
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keeping the economy open,” and also favor Trump “issuing an executive order
mandating the use of masks in public places.”

Given those findings, Fabrizio, Kushner, then-campaign manager Brad Parscale and
others urged Trump to model good behavior by wearing a mask, and to encourage his
supporters to do so as well, several Trump advisers said. But the president was
unreceptive, as was Meadows.

“He was of the opinion that it would hurt his base,” the senior campaign adviser said.
“He listened and it just didn’t move him. The argument just didn’t move him.”

The president and some on his team were also increasingly frustrated with Fauci, who
frequently appeared in the media offering what they viewed as an overly alarmist public
health message. “Fauci was probably Joe Biden’s most effective campaign surrogate on
the trail in 2020,” said Jason Miller, a senior campaign adviser.

Trump aides added that there also was little pushback to the idea of Trump resuming
large rallies — without social distancing or mask requirements. The few advisers who
did counsel caution were largely ignored, with allies arguing that rallies were key to the
president’s brand and that the raucous events also helped improve his mood.

“My attitude was, how are voters going to take us seriously that we're taking this
seriously if we're doing things where the perception is we're putting people at risk?” the
senior adviser said. “It surely undermines.”

‘We’re in trouble’

As summer turned to fall, Birs — whose calming guidance and elegant scarves had
inspired online memes — found herself silenced and increasingly minimized in the
coronavirus response.

Atlas succeeded in sidelining her from Trump’s immediate orbit. Her national television
appearances all but vanished. She traveled to dozens of states and had unfiltered
conversations with governors and local officials, but was denied the time she wanted
with the president to keep him abreast of the facts. And her warnings fell on deaf ears
inside the West Wing.

“She would circulate her daily report, and more often than not, there would be no
responses from anyone on the email,” a senior administration official recalled. “I
remember there were times where she would flag something massive, like, we are within
weeks of a massive remdesivir shortage, and no one would reply.”

Birx met either in person or virtually with Fauei and other doctors on the task force at
least once a week to discuss the science and support each other as they were being
ignored at the White House. They plotted alternative ways to get their messages to the
public, including through Birx’s travels to states.
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But Birx was undermined there, too. After she advised Florida’s political leaders in
August to close bars and restrict indoor dining, Atlas visited the state and contradicted
her. Atlas told Gov. Ron DeSantis (R) and other local leaders to focus less on widespread
testing and instead to direct their efforts to opening the economy back up and opening
schools, according to two senior administration officials.

As it became clear the pandemic was worsening and the country was headed for a
disastrous winter, Atlas dismissed Birx’s projections in task force meetings and in
private discussions with Trump and Pence. This pushed Birx to be more outspoken,
especially in the reports she and her small team put together, some of which took on a
grim tone, officials said.

“It was almost like she wanted to make sure she had a paper trail saying, ‘I, too, think
we’re in trouble,” ” another senior administration official said. “It was a combination of
events that pushed her to change her tune and be much more realistic about the
seriousness of what was going on.”

The rise in cases and deaths in November coincided with a drop in visibility from Trump
and Pence. Following the Nov. 3 election, the two went many days without public
appearances. Whenever the president did speak or weigh in on Twitter, it was usually
about his desire to overturn the election results, not about the worsening pandemic.

As for Pence, one consistent criticism was his reluctance to deliver tough news and dire
coronavirus statistics to the president. As one former senior administration official put
it, “He knows, like everybody else knows, that covid is the last thing Trump wants to
hear about or see anybody making news about. If not touting Operation Warp Speed, it’s
the topic that shall not be spoken of.” A senior administration official and Pence ally,
however, said Pence always shared the daily reality with Trump but, as a perpetual
optimist, often did so with a positive spin.

The president and vice president did make a couple of appearances to tout vaccine
breakthroughs. But much to the frustration of health officials, they did little to leverage
their influence with the 74 million Americans who had just voted for them to persuade
people to make sacrifices to stop the spread.

“There are tens of millions of people who fundamentally don’t have the same perception
of reality when it comes to the virus,” Frieden said. “There are always going to be people
who are suspicious and paranoid and believe in UFOs or whatever, but because we're
not on the same page on covid, it’s very hard to get people to act together.”

The week before Thanksgiving, health officials fanned out to plead with Americans not
to travel over the holiday. Fauci practically begged people in an appearance on ABC’s
“Good Morning America” to stay home and not interact with people outside their
immediate household.

But even America’s most famous doctor, one with an approval rating well north of
Trump’s, was unconvincing to many. More than 3 million people were screened at U.S.
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airports in a three-day period just before Thanksgiving, according to the Transportation
Security Administration. AAA projected that an additional 48 million people would
travel by car around the holiday.

That nonchalance about spreading the virus carried this month into the White House,
where Trump and first lady Melania Trump hosted a traditional series of elaborate
holiday parties.

Night after night, the Trumps had party guests congregate inside the White House
residence to mix, mingle and hear the president speak — each clinking of champagne
flutes a potential superspreader moment.

“Here, you have Fauci and Birx saying: wear a mask, keep your distance, avoid
congregate settings and indoor crowds, particularly indoors,” a senior administration
official said. “And then you have these events at the White House where nobody is
wearing a mask, they’re having an event inside and then coming outside, if there ever
was a complete confusion of messages.”

Pence and second lady Karen Pence also hosted holiday parties at the Naval
Observatory, where pictures from one such event earlier this month showed hundreds of
guests mingling mostly maskless underneath an enclosed tent. Even Pence himself, the
head of the coronavirus task force, did not wear a mask.

Members of military bands, servers and others were forced to work and exposed for
hours to guests who were not wearing masks, officials said.

At least one worker who got infected never heard from anyone in the White House about
the illness. They were replaced for the next party.

Updated December 19, 2020

https://www.washingtonpost.com/graphics/2020/politics/trump-covid-pandemic-dark-
winter/
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GOP opposition leaves covid
aid in peril as White House
warns of surge

Billions of dollars remain stalled as the Biden administration warns it needs more
money for tests, therapeutics and vaccines

By Tony Romm

May 11, 2022 at 9:14 a.m. EDT

A bipartisan push in Congress to adopt another round of coronavirus aid is in fresh political peril, as Republicans
continue to block Democrats from swiftly approving as much as the Biden administration believes is necessary to
prepare for an expected new surge.

Five days after federal health officials warned a new wave could infect 100 million people, lawmakers still find
themselves struggling to overcome familiar partisan divides. There appears to be no immediate pathway in the
Senate for a long-stalled agreement to spend $10 billion to boost the availability of tests, therapeutics and vaccines
nationwide.

For weeks, the White House has sounded urgent alarms about the need for more aid, arguing it has already
committed most of its existing public health dollars to specific uses. Some key federal initiatives even have run out of
cash, leading the administration to slow purchases of critical supplies while shuttering a program that had provided

free testing to uninsured Americans.

But those dire pleas have failed to resolve the logjam, as Republicans have held up the covid aid package as part of
an unrelated immigration dispute. GOP lawmakers again this week have insisted they will not allow the Senate to
proceed unless Democrats first permit a vote on amendments, especially a proposal to preserve restrictions on
migrants crossing the U.S.-Mexican border.
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“It’s very simple: If the White House goes to [Majority Leader Charles E. Schumer] and says, ‘We'd like to get a vote
on this, let the Republicans and Democrats each have amendments,” it'll be voted on and passed,” said Sen. Mitt
Romney (R-Utah), the chief GOP negotiator for the $10 billion bipartisan deal. “It’s being held up for political
purposes only.”

Some Democrats had hoped to dodge the stalemate by linking the covid aid to a fast-moving measure to provide
roughly $40 billion in new assistance to Ukraine. But the White House asked Congress to separate the two issues on
Monday, and Senate Minority Leader Mitch McConnell (R-Ky.) said a day later that he had urged President Biden to
split them apart so the covid standoff did not delay the humanitarian support. The House passed the Ukraine aid bill
on Tuesday evening.

The chain of events left Democrats scrambling to devise a new approach for the covid funding and bolster
preparations for the virus — more than two years into the pandemic that has vexed policymakers at every turn.

“We are looking for every way to get a vote on it,” said Sen. Chris Van Hollen (D-Md.), a top lawmaker on the Senate
Appropriations Committee. “This is an urgent matter.”

The clock is ticking in the eyes of the Biden administration. The president’s top advisers on pandemic response
delivered their latest sobering assessment Friday: They projected the United States is likely to see another significant
uptick in infections and deaths, cresting perhaps in the fall and winter, from a newer, faster-spreading version of the
omicron variant that’s already circulating domestically.

In doing so, the administration also reaffirmed Tuesday that it is running out of funds to respond effectively in the
event of a rapid decline. White House press secretary Jen Psaki outlined the potential doomsday scenarios to
reporters at her daily briefing: The United States may struggle to maintain its supply of tests, for example, or “lose
out to other countries on promising new treatments,” she said.

“We don’t want to sugatcoat it: We need more money. We don’t have a Plan B here,” she said.

The administration initially sought more than twice as much money, requesting $22.5 billion in March to restock

dwindling federal supplies, though top officials noted at the time they were likely to need even more than that in the
months to come. But Republicans questioned the need for more spending, arguing Congress had already adopted
about $6 trillion in response to the pandemic.

The GOP first whittled down the amount, then insisted that any new coronavirus funding must be fully paid for, a
rarity for emergency spending measures. Democrats couldn’t come up with a deal that worked for both sides, and an
effort to pass $16 billion in new aid collapsed in March.
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Working with Romney, Senate Democrats then agreed on $10 billion that would largely be redirected from existing
coronavirus aid programs. But even that scaled-back approach met Republican objections, as GOP lawmakers set
their sights on trying force a vote on immigration policy. They targeted Biden’s decision to resume allowing migrants
from Mexico to seek asylum, which former president Donald Trump had barred in the name of public health. The

GOP push scuttled any hopes of resolving the dispute by early April. Adding to the headaches, some Senate
Democrats - including those who are vulnerable in this year’s elections — seemed inclined to join with Republicans
in a vote that might have delivered a public rebuke to Biden.

After agreeing to split the coronavirus aid from the Ukraine assistance, Democrats found themselves struggling
again to overcome GOP objections. Schumer and his allies cannot act in the narrowly divided Senate without the
help of Republicans, some of whom on Tuesday questioned if another burst of covid cash is even necessary.

“If you're going to do anything, you're going to need to find it ... in money we’ve already appropriated for it,” said
Sen. Mike Braun (R-Ind.), explaining that Republicans’ approach stems in part from a belief the virus has become
“endemic and manageable.”

The work is set to start in the House, where Rep. Rosa L. DeLauro (D-Conn.), the leader of the Appropriations

Comrnittee, is readying a new aid package — one that might add money and scope to the Senate’s initial $10 billion
bipartisan plan. Democrats have weighed whether it is possible to tack on aid that would help distribute vaccines to
nations in need, according to a person familiar with the matter, who requested anonymity to describe private talks.

Lawmakers in both parties have previously supported such spending, which can help prevent the incubation of new
variants, and the Biden administration tried to fund the idea in its initial March request. Speaking to reporters late
Tuesday, House Speaker Nancy Pelosi (D-Calif.) signaled it remains a top issue for her caucus. “We’re overdue on
passing the covid relief, and that is of the highest priority for us, at home and again globally as well ,” she said.

But the House push could add to its overall cost, potentially upsetting the delicate if imperiled deal in the Senate.
Some Democrats in the chamber, meanwhile, acknowledged that $10 billion is probably insufficient in the first
place.

“We’re open to expand it,” Senate Majority Whip Richard J. Durbin (D-I11.) told reporters.

But Democrats face an uphill battle in selling an even larger aid package to skeptical fiscal hawks in the Republican
Party. Asked about the discussions to expand the price tag beyond $10 billion, Romney said Tuesday: “Nope, we've
got a deal at ten, Jet’s get it done.”

Other Republicans said they wouldn’t back down on immigration. Speaking to reporters at his weekly news
conference, McConnell pointed to the “bipartisan demand” for the Senate to reinstate the border restrictions, adding
about the coronavirus aid package: “That’s the context in which that vote ought to occur.”

Schumer, however, has declined to commit to a vote on a such an amendment. At his own news conference this
week, the Democratic leader maintained the Senate would wait to see what the House could pass once they
dispatched with Ukraine aid.
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Schumer then pointed a finger at his GOP foes, blasting them for months of obstruction. “The bottom line is very
simple,” he said. “Our Republican friends should not be blocking covid legislation.”

A federal court could decide imminently on a challenge to Biden’s rollback of the rules, known as Title 42. Privately,
many Democrats grouse that Republicans are likely to raise additional objections, slowing down needed coronavirus
aid. And that is to say nothing of the complicated politics of immigration, as GOP leaders look to seize on the stalled
aid package in election year — hoping to force Democrats to cast a vote on a sensitive political issue in blatant
defiance of the president.

“I sympathize with them,” Durbin said, expressing some anxiety that the debate might come down to the border
issue. “Schumer has tried to get us into a circumstance where [the vote doesn’t happen]. There’s some things he just
can’t achieve.”



192

Bhe New York Bimes  nttps://www.nytimes.com/2020/12/31/us/politics /trump-coronavirus.htm

Trump’s Focus as the Pandemic Raged: What Would It Mean for Him?

President Trump missed his chance to show that he could rise to the moment in the final chapter of his presidency and meet the defining
challenge of his tenure.

202617

By Michael D. Shear, Maggie Haberman, Noah Weiland, Sharon LaFraniere and Mark Mazzetti
Published Dec. 31,2020 Updated Oct. 26, 2021 13 MIN READ

WASHINGTON — It was a warm summer Wednesday, Election Day was looming and President Trump was even angrier than usual at the
relentless focus on the coronavirus pandemic.

“You're killing me! This whole thing is! We’ve got all the damn cases,” Mr. Trump yelled at Jared Kushner, his son-in-law and senior
adviser, during a gathering of top aides in the Oval Office on Aug. 19. “I want to do what Mexico does. They don’t give you a test till you get
to the emergency room and you’re vomiting.”

Mexico’s record in fighting the virus was hardly one for the United States to emulate. But the president had long seen testing not as a vital
way to track and contain the pandemic but as a mechanism for making him look bad by driving up the number of known cases.

And on that day he was especially furious after being informed by Dr. Francis S. Collins, the head of the National Institutes of Health, that
it would be days before the government could give emergency approval to the use of convalescent plasma as a treatment, something Mr.
Trump was eager to promote as a personal victory going into the Republican National Convention the following week.

“They’re Democrats! They’re against me!” he said, convinced that the government’s top doctors and scientists were conspiring to
undermine him. “They want to wait!”

Throughout late summer and fall, in the heat of a re-election campaign that he would go on to lose, and in the face of mounting evidence of
a surge in infections and deaths far worse than in the spring, Mr. Trump’s management of the crisis — unsteady, unscientific and colored
by politics all year — was in effect reduced to a single question: What would it mean for him?

The result, according to interviews with more than two dozen current and former administration officials and others in contact with the
White House, was a lose-lose situation. Mr. Trump not only ended up soundly defeated by Joseph R. Biden Jr., but missed his chance to
show that he could rise to the moment in the final chapter of his presidency and meet the defining challenge of his tenure.

Efforts by his aides to persuade him to promote mask wearing, among the simplest and most effective ways to curb the spread of the
disease, were derailed by his conviction that his political base would rebel against anything that would smack of limiting their personal
freedom. Even his own campaign’s polling data to the contrary could not sway him.

His explicit demand for a vaccine by Election Day — a push that came to a head in a contentious Oval Office meeting with top health aides
in late September — became a misguided substitute for warning the nation that failure to adhere to social distancing and other mitigation
efforts would contribute to a slow-rolling disaster this winter.

His concern? That the man he called “Sleepy Joe” Biden, who was leading him in the polls, would get credit for a vaccine, not him.

The government’s public health experts were all but silenced by the arrival in August of Dr. Scott W. Atlas, the Stanford professor of
neuroradiology recruited after appearances on Fox News.

With Dr. Deborah L. Birx, the coordinator of the White House virus task force, losing influence and often on the road, Dr. Atlas became the
sole doctor Mr. Trump listened to. His theories, some of which scientists viewed as bordering on the crackpot, were exactly what the
president wanted to hear: The virus is overblown, the number of deaths is exaggerated, testing is overrated, lockdowns do more harm
than good.
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Weeks after his own recovery, he would still complain about the nation’s preoccupation with the pandemic.

“All you hear is Covid, Covid, Covid, Covid, Covid, Covid, Covid, Covid, Covid, Covid, Covid,” Mr. Trump said at one campaign stop, uttering
the word 11 times.

In the end he could not escape it.
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Supporters of Mr. Trump outside Walter Reed National Military Medical Center, where he was treated for the coronavirus, in October. He largely rejected aides’ efforts to
use his bout with the illness to demonstrate a new compassion. Oliver Contreras for The New York Times

‘The Base Will Revolt’

By late July, new cases were at record highs, defying Mr. Trump’s predictions through the spring that the virus was under control, and
deaths were spiking to alarming levels. Herman Cain, a 2012 Republican presidential candidate, died from the coronavirus; the previous
month he had attended a Trump rally without a mask.

With the pandemic defining the campaign despite Mr. Trump’s efforts to make it about law and order, Tony Fabrizio, the president’s main
pollster, came to the Oval Office for a meeting in the middle of the summer prepared to make a surprising case: that mask wearing was
acceptable even among Mr. Trump’s supporters.

Arrayed in front of the Resolute Desk, Mr. Trump’s advisers listened as Mr. Fabrizio presented the numbers. According to his research,
some of which was reported by The Washington Post, voters believed the pandemic was bad and getting worse, they were more concerned
about getting sick than about the virus’s effects on their personal financial situation, the president’s approval rating on handling the
pandemic had hit new lows and a little more than half the country did not think he was taking the situation seriously.

But what set off debate that day was Mr. Fabrizio’s finding that more than 70 percent of voters in the states being targeted by the
campaign supported mandatory mask wearing in public, at least indoors, including a majority of Republicans.

Mr. Kushner, who along with Hope Hicks, another top adviser, had been trying for months to convince Mr. Trump that masks could be
portrayed as the key to regaining freedom to go safely to a restaurant or a sporting event, called embracing mask-wearing a “no-brainer.”

Mr. Kushner had some reason for optimism. Mr. Trump had agreed to wear one not long before for a visit to Walter Reed National Military
Medical Center, after finding one he believed he looked good in: dark blue, with a presidential seal.

But Mark Meadows, the White House chief of staff — backed up by other aides including Stephen Miller — said the politics for Mr. Trump
would be devastating.

“The base will revolt,” Mr. Meadows said, adding that he was not sure Mr. Trump could legally make it happen in any case.
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‘The president removed his mask upon arriving at the White House on Oct. 5, after being hospitalized with Covid-19. He was rarely seen wearing one again. Anna
Moneymaker for The New York Times

That was all Mr. Trump needed to hear. “I'm not doing a mask mandate,” he concluded.
Aside from when he was sick, he was rarely seen in a mask again.

The president had other opportunities to show leadership rather than put his political fortunes first.

After he recovered from his bout with the virus, some of his top aides, including Mr. Kushner and Jason Miller, a senior campaign
strategist, thought the illness offered an opportunity to demonstrate the kind of compassion and resolve about the pandemic’s toll that Mr.
Trump had so far failed to show.

‘When Mr. Trump returned from the hospital, his communications aides, with the help of Ivanka Trump, his daughter, urged him to deliver
a national address in which he would say: “I had it. It was tough, it kicked my ass, but we’re going to get through it.”

He refused, choosing instead to address a boisterous campaign rally for himself from the balcony of the White House overlooking the
South Lawn.

Mr. Trump never came around to the idea that he had a responsibility to be a role model, much less that his leadership role might require
him to publicly acknowledge hard truths about the virus — or even to stop insisting that the issue was not a rampaging pandemic but too
much testing.

Alex M. Azar II, the health and human services secretary, briefed the president this fall on a Japanese study documenting the
effectiveness of face masks, telling him: “We have the proof. They work.” But the president resisted, criticizing Mr. Kushner for pushing
them and again blaming too much testing — an area Mr. Kushner had been helping to oversee — for his problems.

“I'm going to lose,” Mr. Trump told Mr. Kushner during debate preparations. “And it’s going to be your fault, because of the testing.”
Mr. Morgenstern, the White House spokesman, said that exchange between the president and Mr. Kushner “never happened.”

Mr. Azar, who was sometimes one of the few people wearing a mask at White House events, privately bemoaned what he called a political,
anti-mask culture set by Mr. Trump. At White House Christmas parties, Mr. Azar asked maskless guests to back away from him.



Dr. Stephen M. Hahn, center, the commissioner of the Food and Drug Administration, Dr. Deborah L. Birx, the coordinator of the White House virus task force, and Alex M.
Azar 1, the secretary of health and human services, in the Oval Office in May. Conflicts on the president’s team only intensified as the year went on. Erin Schaff/The New
York Times

Divisions and Disagreements

The decision to run the government’s response out of the West Wing was made in the early days of the pandemic. The idea was to break
down barriers between disparate agencies, assemble public health expertise and encourage quick and coordinated decision-making.

It did not work out like that, and by fall the consequences were clear.

Mr. Trump had always tolerated if not encouraged clashes among subordinates, a tendency that in this case led only to policy paralysis,
confusion about who was in charge and a lack of a clear, consistent message about how to reduce the risks from the pandemic.

Keeping decision-making power close to him was another Trump trait, but in this case it also elevated the myriad choices facing the
administration to the presidential level, bogging the process down in infighting, raising the political stakes and encouraging aides to
jockey for favor with Mr. Trump.

The result at times was a sy ide failure that ded well beyond the president.

“What we needed was a coordinated response that involved contributions from multiple agencies,” said Dr. Scott Gottlieb, who was
commissioner of the Food and Drug Administration for the first two years of the Trump administration.

“Someone needed to pull that all together early;” he said. “It wasn’t the job of the White House, either. This needed to happen closer to the
agencies. That didn’t happen on testing, or on a whole lot of other things.”

The relationship between Mr. Azar and Dr. Stephen M. Hahn, the commissioner of the Food and Drug Administration, grew increasingly
tense; by early November, they were communicating only by text and in meetings.

Dr. Birx had lost the clout she enjoyed early on in the crisis and spent much of the summer and fall on the road counseling governors and
state health officials.
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Mr. Meadows was at odds with almost everyone as he sought to impose the president’s will on scientists and public health professionals.
In conversations with top health officials, Mr. Meadows would rail against regulatory “bureaucrats” he thought were more interested in
process than outcome.

Some of the doctors on the task force, including Dr. Anthony S. Fauci and Dr. Robert R. Redfield, were reluctant to show up in person at the
White House, worried that the disdain there for mask wearing and social distancing would leave them at risk of infection.

Vice President Mike Pence was nominally in charge of the task force but was so cautious about getting crosswise with Mr. Trump as they
battled for re-election that, in public at least, he became nearly invisible.

The debates inside the White House increasingly revolved around Dr. Atlas, who had no formal training in infectious diseases but whose
views — which Mr. Trump saw him deliver on Fox News — appealed to the president’s belief that the crisis was overblown.

Dr. Scott W. Atlas, the Stanford professor of iology recruited after on Fox News, became the sole doctor Mr. Trump listened to. Anna Moneymaker for
The New York Times

His arrival at 1600 Pennsylvania Avenue was itself something of a mystery. Some aides said he was discovered by Kayleigh McEnany, the
White House press secretary. Others said John McEntee, the president’s personnel chief, had been Googling for a Trump-friendly doctor
who would be loyal.

Marc Short, Mr. Pence’s chief of staff, opposed hiring Dr. Atlas. But once the president and his team brought him in, Mr. Short insisted that
Dr. Atlas have a seat at the task force table, hoping to avoid having him become yet another internal — and destructive — critic.

Once inside, Dr. Atlas used the perch of a West Wing office to shape the response. During a meeting in early fall, Dr. Atlas asserted that
college students were at no risk from the virus. We should let them go back to school, he said. It’s not a problem.

Dr. Birx exploded. What aspect of the fact that you can be asymptomatic and still spread it do you not understand? she demanded. You
might not die, but you can give it to somebody who can die from it. She was livid.

“Your strategy is literally going to cost us lives,” she yelled at Dr. Atlas. She attacked Dr: Atlas’s ideas in daily emails she sent to senior
officials. And she was mindful of a pact she had made with Dr. Hahn, Dr. Fauci and Dr. Redfield even before Dr. Atlas came on board: They
would stick together if one of them was fired for doing what they considered the right thing.
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Health officials often had a hard time finding an audience in the upper reaches of the West Wing. In a mid-November task force meeting,
they issued a dire warning to Mr. Meadows about the looming surge in cases set to devastate the country. Mr. Meadows demanded data to
back up their claim.

One outcome of the meeting was a Nov. 19 news conference on the virus’s dire threat, the first in many weeks. But while Mr. Pence, who
led the briefing, often urged Americans to “do their part” to slow the spread of the virus, he never directly challenged Mr. Trump’s
hesitancy on masks and social distancing. At the briefing, he said that “decision making at the local level” was key, continuing a long
pattern of the administration seeking to push responsibility to the states.

Mr. Azar had been cut out of key decision-making as early as February, when Mr. Pence took over the task force. Mr. Azar would complain
to his associates that Mr. Pence’s staff and task force members went around him to issue orders to his subordinates.

On tenterhooks about his job status, Mr. Azar found an opening that offered a kind of redemption, steering his attention through the
summer and fall to Operation Warp Speed, the government’s effort to support rapid development of a vaccine, lavishing praise on Mr.
Trump and crediting him for nearly every advance.

Behind the scenes, Mr. Azar portrayed Dr. Hahn to the White House as a flailing manager — a complaint he also voiced about Dr. Redfield.
In late September, he told the White House he was willing to fire Dr. Hahn, according to officials familiar with the offer.

For their part, Dr. Hahn, Dr. Redfield, Dr. Birx and other senior health officials saw Mr. Azar as crushing the morale of the agencies he
oversaw as he sought to escape blame for a worsening crisis and to strengthen his own image publicly and with the White House.

Health officials on the task force several times took their complaints about Mr. Azar to Mr. Pence’s office, hoping for an intervention.

Caitlin B. Oakley, a spokeswoman for Mr. Azar, said he had “always stood up for balanced, scientific, public health information and insisted
that science and data drive the decisions.”

Once eager to visit the White House, Dr. Hahn became disillusioned with what he saw as its efforts to politicize the work of the Food and
Drug Administration, and he eventually shied away from task force meetings, fearing his statements there would leak.

If there was a bureaucratic winner in this West Wing cage match, it was Dr. Atlas.

He told Mr. Trump that the right way to think about the virus was how much “excess mortality” there was above what would have been
expected without a pandemic.

Mr. Trump seized on the idea, often telling aides that the real number of dead was no more than 10,000 people.

As of Thursday, 342,577 Americans had died from the pandemic.
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‘Two coronavirus vaccines arrived at sites across the country this month. Mr. Trump was furious that a successful vaccine was not announced until after the election. Bryan
Anselm for The New York Times

Trump vs. Vaccine Regulators

In an Oval Office meeting with senior health officials on Sept. 24, the president made explicit what he had long implied: He wanted a
vaccine before the election, according to three people who witnessed his demand.

Pfizer’s chief executive had been encouraging the belief that the company could deliver initial results by late October. But Mr. Trump’s
aides tried in vain to make clear that they could not completely control the timing.

Dr. Fauci and Dr. Hahn reminded West Wing officials that a company’s vaccine trial results were a “black box,” impossible to see until an
independent monitoring board revealed them. A vaccine that did not go through the usual, rigorous government approval process would
be a “Pyrrhic victory;” Mr. Azar told them. It would be a shot no one would take.

Dr. Moncef Slaoui, the scientific leader of Operation Warp Speed, said the president never asked him to deliver a vaccine on a specific
timetable. But he said Mr. Trump sometimes complained in meetings that “it was not going to happen before the election and it will be
‘Sleepy Joe’” who would ultimately get credit.

In late October, science and regulations worked against Mr. Trump’s waning hopes for pre-Election Day good news. At the ED.A.,
scientists had refined the standards for authorizing a vaccine for emergency use. And at Pfizer, executives realized that the agency was
unlikely to authorize its vaccine on the basis of so few Covid-19 cases among its clinical trial volunteers.

They decided to wait for more data, a delay of up to a week.

‘When Pfizer announced on Nov. 9 — two days after Mr. Biden clinched his victory — that its vaccine was a stunning success, Mr. Trump
was furious. He lashed out at the company, Dr. Hahn and the ED.A., accusing “deep state regulators” of conspiring with Pfizer to slow
approval until after the election.

The president’s frustration with the pace of regulatory action would continue into December, as the ED.A. went through a time-consuming
process of evaluating Pfizer’s data and then that of a second vaccine maker, Moderna.
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On Dec. 11, Mr. Meadows exploded during a morning call with Dr. Hahn and Dr. Peter Marks, the agency’s top vaccine regulator. He
accused Dr. Hahn of mismanagement and suggested he resign, then slammed down the phone. That night, the ED.A. authorized the Pfizer
vaccine.

In the weeks that followed, Mr. Pence, Mr. Azar, Dr. Fauci and other health officials rolled up their sleeves to be vaccinated for the cameras.

Mr. Trump, who after contracting Covid-19 had declared himself immune, has not announced plans to be vaccinated.

Michael D. Shear, Noah Weiland, Sharon LaFraniere and Mark Mazzetti reported from Washington, and Maggie Haberman from New York. Katie Thomas contributed reporting
from Chicago.
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Trump’s Suggestion That Disinfectants Could Be Used to Treat Coronavirus Prompts
Aggressive Pushback

Responding to the criticism from public health officials around the country, the president said he was playing a trick on reporters,
By Katie Rogers, Christine Hauser, Alan Yuhas and Maggie Haberman

Apitt 24, 2020 § NN READ

WASHINGTON — In Maryland, so many callers flooded a health hotline with questions that the state's Emergency Management Agency
had to issue a warning that “under no circi es” should any disi be taken to treat the coronavirus. In Washington State,
officials urged people not to consume laundry detergent capsules. Across the country on Friday, health professionals sounded the alarm.

Injecting bleach or highly concentrated rubbing alcohol “causes massive organ damage and the blood cells in the body to basically burst,”
Dr. Diane P. Calello, the medical director of the New Jersey Poison Information and Education System, said in an interview. “It can
definitely be a fatal event.”

Even the makers of Clorox and Lysol pleaded with Americans not to inject or ingest their products.

The frantic reaction was prompted by President Trump's suggestion on Thursday at a White House briefing that an “injection inside” the
human body with a disinfectant like bleach or isopropyl alcohol could help combat the virus.

“And then I see the disinfectant, where it knocks it out in a minute,” Mr. Trump said after a presentation from William N, Bryan, an acting
under secretary for science at the Department of Homeland Security, detailed the virus’s possible susceptibility to bleach and alcohol.

“One minute,” the president said. “And is there a way we can do something like that, by injection inside or almost a cleaning? Because you
see it gets in the lungs and it does a tremendous number on the lungs. So it would be interesting to check that.”

Dr. Deborah L. Birx, the White House’s coronavirus response coordinator, was sitting to the side in the White House briefing room,
blinking hard and looking at the floor as he spoke. Later, M. Trump asked her if she knew about “the heat and the light” as a potential
cure.

“Not as a treatment,” Dr. Birx said, adding, “I haven’t seen heat or light —” before the president cut her off,

Mr. Trump’s remarks caused an immediate uproay, and the White House spent much of Friday trying to walk them back. Also Friday, the
Food and Drug Administration warned that hydroxychloroquine and chloroquine, two drugs that the president has repeatedly
recommended in treating the coronavirus, can cause dangerous abnormalities in heart rhythm in coronavirus patients and has resulted in
some deaths.

The ED.A, said the drugs should be used only in clinical trials or hospitals where patients can be closely monitored for heart problems.

“Leave it to the media to irresponsibly take President Trump out of context and run with negative headlines,” Kayleigh McEnany, the new
‘White House press secretary, said in a statement criticizing the coverage of Thursday night’s briefing.

But the president later undermined her argument by insisting that his question to Mr. Bryan in fact had been an elaborate prank that he
had engineered to trick reporters.

“I was asking a question sarcastically to reporters like you just to see what would happen,” Mr. Trump said on Friday to journalists
gathered in the Oval Office. The president said he had posed his theory on cleaning the body with disinfectant “in the form of a sarcastic
question to a reporter,” which also was not true — he had said it unprompted to Mr. Bryan.
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‘With more questions likely at the Friday briefing, Vice President Mike Pence, the head of the White House coronavirus task force,
abruptly ended it shortly after it began.

Several White House officials said they shared the view that Mr. Trump had been taken out of context, even as they acknowledged that his
comments were problematic. They noted that the president had later directed the same comments to Dr. Birx, and suggested them as a
course of study, as opposed to a recommendation of a course of action for the American public.

But they acknowledged that Mr. Trump’s delivery was too sloppy for a president in the middle of managing the response to a pandemic
that has killed over 45,000 Americans. Some said it was one of the worst days in one of the worst weeks of his presidency.

Others inside the administration raised questions about why Mr. Bryan, whose background is not in health or science, had been invited to
deliver a presentation. Mr. Bryan, whose expertise is in energy infrastructure and security, is serving in an acting capacity as the head of
the department’s science and technology directorate.

Mr. Bryan served 17 years in the Army, followed by yearslong stints as a civil servant at the Defense and Energy Departments. The latter
role led to a whistle-blower complaint accusing him, in part, of manipulating government policy to further his personal financial interests,
and then lying to Congress about those interests.

The United States Office of Special Counsel, a federal agency that investigates whistle-blower complaints, asked the Energy Department
last year to investigate the accusations against Mr. Bryan. In January, the Senate returned his nomination to the White House.

Mr. Bryan was invited by the vice president’s office to coronavirus task force meetings on Wednesday and Thursday to talk about a study
that his department had done relating to heat and the conditions in which the coronavirus can thrive or be dampened. On Thursday, Mr.
Bryan presented a graphic to the room, according to four people briefed on the events.

Mr. Pence’s advisers wanted Mr. Bryan to brief the news media on his findings, but several West Wing staff members objected, partly
because they were concerned the information had not been verified.

Before Mr. Bryan took the lectern in the White House Briefing Room, Dr. Birx and Dr. Anthony S. Fauci, a member of the coronavirus task
force, made a few revisions to his presentation, officials said.

As he listened to Mr. Bryan, the president became increasingly excited, and also felt the need to demonstrate his own understanding of
science, according to three of the advisers. So Mr. Trump went ahead with his theories about the chemicals.

Later in the briefing, Phil Rucker, a reporter for The Washington Post, asked the president why he had had that discussion because
“people tuning into these briefings, they want to get information and guidance and want to know what to do — they’re not looking for a
rumor.”

“Hey, Phil,” he responded. “I'm the president, and you’re fake news.”
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The backlash was swift. A host of corporations, doctors and government officials quickly stepped forward to issue an identical warning:
Cleaning products are extremely dangerous to ingest — potentially deadly — and no one should do so.

Speaker Nancy Pelosi ridiculed Mr. Trump’s comments as she criticized his priorities for coronavirus relief. “The president is asking
people to inject Lysol into their lungs,” she said, calling it an indication that “Republicans reject science.”

And Joseph R. Biden Jr., the presumptive Democratic presidential nominee, added his own criticism.
“I can’t believe I have to say this,” Mr. Biden posted on Twitter on Friday afternoon, “but please don’t drink bleach.”

Dr. Jerome M. Adams, the surgeon general, also issued a warning through his Twitter feed — the closest he has come so far to walking
back the president’s words.

“A reminder to all Americans- PLEASE always talk to your health provider first before administering any treatment/ medication to
yourself or a loved one,” Dr. Adams said. “Your safety is paramount, and doctors and nurses are have years of training to recommend
what’s safe and effective.”

Mr. Trump’s hopeful comments about disinfectant use coincided with an alarming rise in accidents with household cleaning products in
recent weeks, according to doctors who monitor activity at poison call centers. On Monday, the Centers for Disease Control and Prevention
reported a growing number of calls to poison control centers and a significant increase in accidental exposures to household cleaners and
disinfectants.

The ED.A. has moved to tamp down on merchants online that have encouraged the ingestion of products made with disinfectants and
cleaning agents, including chlorine dioxide, a compound commonly used as a bleach. The products have found favor with conspiracy
theorists and fringe activists online who peddle chlorine dioxide as “Magical Mineral Solution,” or M.M.S.

One such activist, Mark Grenon, claimed after the president’s briefing that “Trump has got the M.M.S. and all the info,” according to The
Guardian. Mr. Grenon did not reply to an email seeking comment, nor did the White House. On Friday, a person familiar with the situation
said senior administration officials were not familiar with Mr. Grenon or his letter.

Social media platforms have also moved to filter out the circulation of junk science and bad information online, using disinfectants as a
prime example. Last month, Mark Zuckerberg, the chief executive of Facebook, specifically mentioned a bleach “cure” as an example of
“misinformation that has imminent risk of danger”

“Things like, ‘You can cure this by drinking bleach,” he said. “I mean, that’s just in a different class.”

A spokesman for Twitter said on Friday that the president’s statements did “not violate our Covid-19 misinformation policy.”

Katie Rogers reported from Washington, and Christine Hauser, Alan Yuhas and Maggie Haberman from New York. Kenneth P Vogel and Zolan Kanno-Youngs contributed
reporting from Washington, and Davey Alba from New York.
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Before Virus Outbreak, a Cascade of Warnings Went Unheeded

Government exercises, including one last year, made clear that the U.S. was not ready for a pandemic like the coronavirus. But little was
done.

393017

By David E. Sanger, Eric Lipton, Eileen Sullivan and Michael Crowley
Published March 19, 2020  Updated Sept. 4, 2021 10 MIN READ

‘WASHINGTON — The outbreak of the respiratory virus began in China and was quickly spread around the world by air travelers, who
ran high fevers. In the United States, it was first detected in Chicago, and 47 days later, the World Health Organization declared a
pandemic. By then it was too late: 110 million Americans were expected to become ill, leading to 7.7 million hospitalized and 586,000 dead.

That scenario, code-named “Crimson Contagion” and i ining an i ic, was si by the Trump administration’s
Department of Health and Human Services in a series of exercises that ran from last January to August.

The simulation’s sobering results — contained in a draft report dated October 2019 that has not previously been reported — drove home
just how underfunded, underprepared and uncoordinated the federal government would be for a life-or-death battle with a virus for which
no treatment existed.

The draft report, marked “not to be disclosed,” laid out in stark detail repeated cases of “confusion” in the exercise. Federal agencies
jockeyed over who was in charge. State officials and hospitals struggled to figure out what kind of i was piled or il
Cities and states went their own ways on school closings.

Many of the potentially deadly consequences of a failure to address the shortcomings are now playing out in all-too-real fashion across the
country. And it was hardly the first warning for the nation’s leaders. Three times over the past four years the U.S. government, across two
administrations, had grappled in depth with what a pandemic would look like, identifying likely shortcomings and in some cases
recommending specific action.

In 2016, the Obama administration produced a comprehensive report on the lessons learned by the government from battling Ebola. In
January 2017, outgoing Obama administration officials ran an extensive exercise on r ing to a demic for i ing senior officials
of the Trump administration.

The full story of the Trump administration’s response to the coronavirus is still playing out. Government officials, health professionals,
journalists and historians will spend years looking back on the muddled messages and missed opportunities of the past three months, as
President Trump moved from dismissing the coronavirus as a few cases that would soon be “under control” to his revisionist
announcement on Monday that he had known all along that a pandemic was on the way.
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But officials have declined to say why the administration was so slow to roll out broad testing or to move faster, as the simulations all
indicated it should, to urge social distancing and school closings.

Asked at his news briefing on Thursday about the government’s preparedness, Mr. Trump responded: “Nobody knew there would be a
pandemic or epidemic of this proportion. Nobody has ever seen anything like this before.”

The work done over the past five years, however, demonstrates that the government had considerable knowledge about the risks of a
pandemic and accurately predicted the very types of problems Mr. Trump is now scrambling belatedly to address.

Crimson Contagion, the exercise last year in i and 12 states i ing New York and Illinois, showed that federal
agencies under Mr. Trump continued the Obama-era effort to think ahead about a pandemic.

But the planning and thinking happened many layers down in the bureaucracy. The knowledge and sense of urgency about the peril
appear never to have gotten sufficient attention at the highest level of the executive branch or from Congress, leaving the nation with
funding shortfalls, equipment shortages and disorganization within and among various branches and levels of government.

The October 2019 report in particular documents that officials at the Departments of Homeland Security and Health and Human Services,
and even at the White House’s National Security Council, were aware of the potential for a respiratory virus outbreak originating in China
to spread quickly to the United States and overwhelm the nation.

“Nobody ever thought of numbers like this,” Mr. Trump said on Wednesday, at a news conference.

In fact, they had.
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From Ebola, Lessons Learned

»
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Health workers entering a high-risk ward at an Ebola treatment center in 2014 in Monrovia, Liberia. The outbreak led the Obama admini to study US.
for a pandemic. Daniel Berehulak for The New York Times

As early as the George W. Bush administration, homeland security and health officials focused on big gaps in the American response to a
biological attacks and the growing risk of pandemics. The first test came in April 2009, just a few months after the start of President
Barack Obama’s first term. A 10-year-old California girl was diagnosed with a contagious disease that would be called swine flu or HIN1,
the first flu pandemic in more than 40 years.

The Centers for Disease Control and Prevention estimates that ultimately there were about 60.8 million cases in the United States, along
with 274,304 hospitalizations and 12,469 deaths associated with HIN1.

The virus turned out to be less deadly than first expected. But it was a warning shot that officials in the Obama administration said they
took seriously, kicking off a planning effort that escalated in early 2014, with the outbreak of Ebola in West Africa and ensuing fear that it
could spread to the United States.

Ebola was less contagious than the flu, but far more deadly. It killed 11,000 people in Africa. But it could have been far worse. The United
States sent nearly 3,000 troops to Africa to help keep the disease from spreading. While the containment effort was considered a success,
inside the White House, officials sensed that the United States had gotten lucky — and that the response had revealed gaps in
preparedness.

Christopher Kirchhoff, a national security aide who moved from the Pentagon to the White House to deal with the Ebola crisis, was given
the job of putting together a “lessons learned” report, with input from across the government.

The weaknesses Mr. Kirchhoff identified were early warning signals of what has unfolded in the past three months.

His report concluded that the United States assumed more ability on the part of the World Health Organization than the agency actually
had.

The United States had its own issues. There was no airplane in the U.S. fleet capable of evacuating an American doctor who was infected
while treating patients in Liberia. The Pentagon was largely unprepared for the intervention that Mr. Obama ordered.
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While the United States rapidly developed a way to screen air passengers coming into the country — borrowing from intelligence tools
developed after the Sept. 11, 2001, attacks to track possible terrorists — Mr. Kirchhoff found deficiencies in even measuring how fast the
virus was spreading.

The United States sent nearly 3,000 troops to Africa to help keep Ebola from spreading in 2014. Daniel Berehulak for The New York Times

On the plus side, the Obama White House had created an Ebola Task Force, run by Ron Klain, Vice President Joseph R. Biden Jr’s former
chief of staff, before a single case emerged in the United States. Congress allocated $5.4 billion in emergency funding to pay for Ebola
treatment and prevention efforts in the United States and West Africa.

The money helped fund a little-known agency inside the Department of Health and Human Services in charge of preparing for future

contagious disease outbreaks, the same office that in 2019 ran the Crimson Contagion exercise and other similar events in the years since.

After aman named Thomas Duncan, a Liberian citizen, became the first person given a diagnosis of Ebola on American territory in
September 2014, errors resulted in the infection of two nurses and fear of a wider spread in the United States. (Mr. Duncan died, but the
two nurses recovered.)

What is striking in reading Mr. Kirchhoff’s account today, however, is how few of the major faults he found in the American response
resulted in action — even though the report was filled with department-by-department recommendations.

There were deficiencies “in personal protective equipment use, disinfection” and “social services for those placed under quarantine.”
There was confusion over travel restrictions, and the need “for a smoother sliding scale of escalation of government response, from local

authorities acting on their own to local authorities acting with some federal assistance” to the full activation of the federal government.

The report d that “a mini planning k might be an epidemic an order of magnitude or two more difficult than that
presented by the outbreak of Ebola in West Africa, with much more significant domestic spread.”

But one big change did come out of the study: The creation of a dedicated office at the National Security Council to coordinate responses
and raise the alarm early.
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“What I learned most is that we had to stand up a global biosecurity and health directorate, and get it enshrined for the next
administration,” said Lisa Monaco, Mr. Obama’s homeland security adviser.

Getting the Trump Team’s Attention

John F. Kelly and Rex W. Tillerson were part of a high-level pandemic exercise, but both men left the administration before the Covid-19 outbreak. Al Drago for The New York
Times

After Mr. Trump’s election, Ms. Monaco arranged an extensive exercise for high-level incoming officials — including Rex W. Tillerson, the
nominee for secretary of state; John F. Kelly, desi to become security secretary; and Rick Perry, who would become
energy secretary — gaming out the response to a deadly flu outbreak.

She asked Tom Bossert, who was preparing to come in as Mr. Trump’s homeland security adviser, to run the event alongside her.

“We modeled a new strain of flu in the exercise precisely because it’s so communicable,” Ms. Monaco said. “There is no vaccine, and you
would get issues like nursing homes being particularly vulnerable, shortages of ventilators.”

Ms. Monaco was impressed by how seriously Mr. Bossert, her successor, appeared to take the threat, as did many of the 30 or so Trump
team members who participated in the exercise, details of which were reported by Politico.

But by the time the current crisis hit, almost all of the leaders at the table — Mr. Tillerson, Mr. Kelly and Mr. Perry among them — had
been fired or moved on.

In 2018, Mr. Trump's national security adviser at the time, John R. Bolton, ousted Mr. Bossert and eliminated the National Security Council
directorate, folding it into an office dedicated to weapons of mass destruction in what Trump officials called a logical consolidation.

Asked about that shift on March 13, Mr. Trump told a reporter that it was “a nasty question,” before adding: “I don’t know anything about
it Writing on Twitter the next day, Mr. Bolton lashed out at critics who said the shift had reflected disregard for pandemic threats.

“Claims that streamlining NSC structures impaired our nation’s bio defense are false,” Mr. Bolton tweeted. “Global health remained a top
NSC priority.”
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In a statement, the National Security Council said it “has directors and staff whose full-time job it is to monitor, plan for, and respond to
pandemics, including an infectious disease epidemiologist and a virologist.”

But in testimony to Congress last week, Dr. Anthony S. Fauci, the director of the National Institute of Allergy and Infectious Diseases,
suggested that ending the stand-alone directorate was ill-advised. “It would be nice if the office was still there,” he said.

On Feb. 10, nearly three weeks after the first coronavirus case was diagnosed in the United States, Mr. Trump submitted a 2021 budget
proposal that called for a $693.3 million reduction in funding for the C.D.C., or about 9 percent, although there was a modest increase for
the division that combats global pandemics.

‘Crimson Contagion’

Ahealth worker at a drive-through testing center for the coronavirus on Thursday in Arlington, Va. Erin Schaff/The New York Times

The Crimson Contagion planning exercise run last year by the Department of Health and Human Services involved officials from 12 states
and at least a dozen federal agencies. They included the Pentagon, the Department of Veterans Affairs and the National Security Council.
Groups like the American Red Cross and American Nurses Association were invited to join, as were health insurance companies and major
hospitals like the Mayo Clinic.

The war game-like exercise was overseen by Robert P. Kadlec, a former Air Force physician who has spent decades focused on biodefense
issues. After stints on the Bush administration’s Homeland Security Council and the staff of the Senate Intelligence Committee, he was
appointed assistant secretary of Health and Human Services for Preparedness and Response.

“He recognized early that we have a big problem and we needed much bigger budgets to prepare,” said Richard Danzig, the secretary of
the Navy in the Clinton administration, who had worked with Mr. Kadlec.

The exercise played out in four separate stages, starting in January 2019.

The events were supposedly unspooling in real time — with the worst-case scenario underway as of Aug. 13, 2019 — when, according to the
script, 12,100 cases had already been reported in the United States, with the largest number in Chicago, which had 1,400.
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“The fictional outbreak involved a pandemic fln, which the Department of Health and Human Services says was “very different than the
navel coronavirus” The staged outbreak had started when a group of 35 tourists visiting China were infected and then flew home to
Australia, Kuwait, Malaysia, Thailand, Britain and Spain, a¢ well as to the United States, with some developing respiratory syraptoms and
fevers en ronte.

A 52-year-old man from Chicago, who was on the tour, had “low energy and a dry cough” upon his return home, ¥is 17-year-old on on that
same day went out to a large public event in Chicago, and the chain of flinesses in the United States started.

Many of the moments durlng the tabletop exercise are now chillingly famifiar,

In the fictional pandemic, as the virus spread quickly across the United States, the C.D.C. issued guidelines for social distancing, and many
employees were told t0 work from home, .

But federal and state officials struggled to identify which emp} were ial and what equi was needed to effectively work
from home.

“There also was confusion over how to handle school children, The C.D.C. recommended that states delay school openings - the exercise
took place toward the end of the summer. But some school districts decided to go ahead with the start of school while others followed the
federal advice, causing the same types of confusion and discrepancies that have marked the response to the coronavirus.

The exercise from last year then went on to predict how the situation on the ground in the United States would worsen as the weeks
passed,
Confusion emerged as state governments began to turn in large numbers to Washington for hielp to address shortages of antiviral

medications, personal protective equipment and ventilators. Then states started to submit requests to different branches of the federal
government, feading to bureaucratic chaos.

Friction also emerged between the Federal Ei Agency, which is i in charge of disaster response, and the
Department of Health and Human Services, another scenario playing out now.

But the problems were larger than bureaucratic snags. The United States, the organizers realized, did not have the means to quickly
manufactute more essential raedical equi supplies or i ding antiviral i needles, syringes, N95 respivators
and ventilators, the agency concluded. :

Congress was briefed in Decembet on some of these findings, including the inability to quickly replenish certain mediecal supplies, given
that much of the product comes from overseas.

‘These concerns turned more urgent at a hearing last Thursday on Capitol Hill, as Jawmakers peppered officials with the Department of
Health and Human Setvices with guestions that sounded almost as if they had read the script from the fictional exercise, reflecting the
shortage of respirators and protective geat.

Senator Mitt Romney, Republican of Utah, said last week that he blamed Congress and prior administrations far not increasing stockpiles
of this type of equipment,

“That is an area we ought to consider making an investment in,” he added, making a point, apparently unknown to hirm, that the
administration’s own simulation had made clear five months earlier.
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Skip to Main Content
Two new studies paint encouraging picture of Covid-19 vaccine’s performance
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By Helen Branswell! 2Jan. 25,2023

A child receives a dose of Pfizer's Covid-19 vaccine at an event launching school vaccinations in Los Angeles in November 2021. FREDERIC J. BROWN/AFP via
Getty Images

Two new studies published Wednesday report good news about the updated Covid-19 vaccine, with one
suggesting it is more effective than the previous monovalent vaccine and the other showing that even though it
targeted an earlier strain of the SARS-CoV-2 virus, its protection is holding up against current variants.

The findings suggest the updated vaccine, which targets both the original SARS-2 virus and the Omicron

subvariants BA.4 and BA.S5, is performing better than some critics of the decision® to update the vaccine
concluded, based on studies that only compared the levels of neutralizing antibodies each induced.

The first study?, published in the New England Journal of Medicine, found the updated vaccine was significantly
more effective at protecting against severe illness, hospitalization, and death from Covid than the monovalent
vaccine that was previously used.

“It’s clear from this study that the bivalent booster, in that short term following administration, provides
additional protection above and beyond that of the monovalent,” said Michael Osterholm, director of the
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University of Minnesota’s Center for Infectious Diseases Research and Policy. “I think that’s clear and this
should be a reason why we can feel confident that it was the right decision to go with the bivalent vaccine.”

Anna Durbin, director of the Center for Immunization Research at the Johns Hopkins Bloomberg School of
Public Health, agreed.

“I think it’s pretty compelling,” said Durbin. “It certainly is a big difference between the two.”

The research was conducted by scientists at the University of North Carolina Gillings School of Global Public
Health and the North Carolina Department of Health and Human Services, using state vaccine registry data. The
senior author, Danyu Lin, said this is the first study that estimated vaccine effectiveness of the updated vaccine in
comparison to the previous product. (Lin, a professor of biostatistics, spells his given name Dan-yu when he
publishes in the scientific literature.)

Determining whether the bivalent vaccine is more effective than the previous single-strain version has been
difficult. When it authorized the updated vaccine the Food and Drug Administration rescinded the license for the
monovalent vaccine, a move that closed the door to head-to-head trials. Testing the two vaccines at the same time
would have generated the best picture of how the new vaccine stacked up against the one it replaced.

Lin and his colleagues did the next best thing, comparing the vaccine effectiveness of the monovalent virus over
99 days from late May 2022 to the end of August, to the vaccine effectiveness of the bivalent vaccine over 99
days from September through late November. In the earlier period, nearly 300,000 people received a monovalent
booster dose, while just over 1 million received the bivalent booster and were followed in the later period.

For people aged 12 and older who received the monovalent vaccine, the vaccine effectiveness against disease
severe enough to require hospitalization was 25%. The effectiveness of the bivalent vaccine was 58.7%. Vaccine
effectiveness against severe infection that resulted in hospitalization or death was 24.9% for the monovalent
booster and 61.8% for bivalent booster.

Of note, two new Omicron subvariants, BQ.1 and BQ.1.1, began to circulate after the bivalent vaccine went into
use. Given the bivalent vaccine targeted a different version of Omicron, that could have rendered the updated
vaccine less effective.

“You would expect that will make the bivalent booster even worse, because the bivalent booster is targeting BA.4
and BA.5,” Lin told STAT. Instead, the study findings suggested the updated vaccine was more effective, both
against the earlier BA.5 subvariant and the BQ strains that followed.

“I think it’s pretty convincing,” Lin said.

The second stud;(8 released Wednesday looked at whether protection generated by the bivalent booster was still
effective against the newest Omicron subvariants that are sweeping the country, XBB.1 and XBB.1.5. It was
conducted by scientists from the Centers for Disease Prevention and Control.

They reported in the CDC journal Morbidity and Mortality Weekly Report that the bivalent vaccine’s
effectiveness against the XBB and XBB.1.5 strains is similar to what was seen when the BA.5 strain of the virus
was circulating.

Early studies measuring neutralizing antibody responses to the new XBB subvariants raised concerns that the
mutations contained in the new strains would further erode the protection generated by the vaccine. But that does
not appear to be playing out in the real world, the CDC scientists suggested in a media briefing.
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“So bottom line ... is we did not see reduced vaccine protection against symptomatic illness for XBB and
XBB.1.5, compared with those other recent BA.5 variants,” said Brendan Jackson, who currently heads CDC’s
Covid response.

“Quite reassuring.”

The article looked at data from Covid tests conducted at pharmacies during the period from Dec. 1, 2022, to Jan.
13. It found that vaccine effectiveness against symptomatic infection was quite similar. For people aged 18 to 49,
the effectiveness was 49% for XBB and XBB.1.5 viruses versus 52% for the BA.S viruses. For those aged 50 to
64, the effectiveness against the XBB-related strains was 40%, compared to 43% for BA.5. And for people aged
65 and older, the effectiveness against infection by XBB and XBB.1.5 viruses was 43%, compared to 37%
against the BA.5 viruses.

The estimates were calculated by comparing infections in people who had received a bivalent booster between
two and three months earlier against people who had not received the updated booster.

Jackson said additional data the CDC was posting to its website on Wednesday showed that people who got the
updated booster have a 13-fold reduction in the risk of death compared to people who are unvaccinated. People
vaccinated with the bivalent booster had more than a two-fold reduced risk of death from Covid compared to
vaccinated people who had only received monovalent vaccine.

The authors noted several possible limitations of the study, including the fact that the number of previous
vaccinations and infections among participants was based on self-reported data. If there had been more infections
among the participants than reported — likely, given that Covid can cause very mild and even asymptomatic
illness — that could have the effect of making the vaccine look less protective than it actually is. That’s because
infection also confers some protection, albeit of limited duration, against infection.

“So, if anything, these estimates that we’re publishing are probably underestimates of how well that vaccine is
protecting,” said Ruth Link-Gelles, lead author of the study.

This article was updated to include the findings of the study published in the New England Journal of Medicine.
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Shuren: FDA needs new
authorities to prevent device
shortages beyond public
health emergencies

B Regulatory News | 02 February 2023 | By Ferdous Al-Faruque

The head of the US Food
and Drug
Administration’s (FDA)
device center says he will
continue to work with
Congress and the
medtech industry to pass
legislation to prevent
potential medical device
shortages before a public
health emergency must

be declared. CDRH Director Jeff Shuren spoke to attendees at
the 2022 annual Medtech Conference in Boston,
Jeff Shuren, Center for MA. (Source: Ferdous Al-Faruque)

Devices and Radiological
Health (CDRH) director, spoke with Focus about his center’s performance
last year and priorities for this year.

The FDA recently published the CDRH 2022 Annual Report, which states
that while the excess workload from the COVID-19 pandemic is starting
to alleviate, it is still tackling pandemic-related work on top of its normal
day-to-day activities.

“Although COVID-19 has been an odyssey that we are returning home
from - albeit battle-scarred - we have emerged a bit wiser and more
prepared for the future to ensure we are best responding to public health
needs,’ Shuren wrote in the report.

One of the key takeaways from the pandemic, according to the report, is
how vulnerable the US medical products supply chainis to trade
disruptions. The crisis led to shortages in critical devices such as personal
protective equipment (PPE) and ventilators needed to prevent and treat



215

COVID-19.

While the Coronavirus Aid, Relief, and Economic Security (CARES) Act
gave the FDA new authority to require supply chain reporting from
manufacturers, that authority may only be used during a public health
emergency. The information the agency was able to collect under the
authority allowed it to better understand and monitor the medical device
supply chain and take proactive measures to prevent product shortages
or at least find alternative solutions.

Despite the new authorities, Shuren said the agency needs to do better
and wants the additional authority to spot a shortage before a public
health emergency needs to be declared. Such authority would allow
regulators to detect potential shortages even sooner.

“What's most important for the authorities [that we are seeking] is that
we receive advance notice of potential shortages in circumstances
outside of a public health emergency,” Shuren told Focus.

He acknowledged that industry is wary of being subjected to onerous
reporting requirements, but he argued that the FDA's interest is to only
ask for “limited information under limited circumstances,” which is
essential for regulators to take proactive steps to prevent or mitigate
shortages.

“We continue to remain open to working with Congress and the industry
on rational authorities that best meet the needs of patients in the least
burdensome manner, Shuren said. He added that he’s not asking to get
data on all medical devices and diagnostics but rather a subset of
products that the FDA deems critical to public health.

“Device shortages happen all the time and they don't respect the
boundaries of a public health emergency,” Shuren said. “We think this
could be crafted with minimal burden on the industry but have a
significant beneficial impact on patients.”

In the latest CDRH annual report, the center noted that it has
significantly reduced the backlog of reviews caused by the COVID-19
pandemic. Over the past year, it has shifted its focus to addressing the
impact of new SARS-CoV-2 variants on device safety and effectiveness,
developing strategies to transition existing COVID-19 devices,
converting devices from emergency use authorization (EUA) to
traditional marketing authorization, bolstering the supply chain, and
preparing for future public health emergencies.
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In 2022, CDRH authorized 765 medical devices to address COVID-19,
bringing the total number of such devices authorized to address the
public health emergency to 2,831. It also gave breakthrough designation
to 135 devices, bringing the total to 752 devices since the breakthrough
program began in 2015, according to the report.

The report also addresses FDA's work to require Philips to recall its
Respironics ventilators, as well as bilevel positive airway pressure (BiPAP)
and continuous positive airway pressure (CPAP) machines. It was noted
that the polyester-based polyurethane (PEPUR) foam used in the devices
could break down and potentially cause serious injury to patients.

After informing the company of the need to notify healthcare providers
and patients about the risk of the devices, FDA determined Philips’
response was inadequate, forcing the agency to take additional steps to
ensure the recall notification was publicized.

As part of that effort, Shuren said that his center for the first created a
CDRH Recall Response Team in CDRH’s Division of Industry and
Consumer Education (DICE). The group of FDA staff were tasked with
ensuring patients and providers were kept abreast of the recall.

“Because we were receiving so many inquiries from patients and others,
often because they felt they were not getting the answers they needed
from Phillips, we had a group of individuals dedicated to responding to
those inquiries,” Shuren said. “This is an unusual step, and it reflects the
problems that we have seen with Phillips adequately and effectively
responding and communicating with the public”

© 2023 Regulatory Affairs Professionals Society.

Discover more of what matters to you

Diagnostics | | Medical Devices | | North America

Regulatory Intelligence/Policy

News »



217

POLITICO Q

EXCLUSIVE

Trump officials interfered with CDC reports on Covid-19

The politically appointed HHS spokesperson and his team demanded and received the right to review CDC’s
scientific reports to health professionals.
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Former Trump campaign official Michael Caputo and his team have attempted to add caveats to the
CDC&#39;s findings, including an effort to retroactively change agency reports that they said wrongly
inflated the risks of Covid-19. | Mark Wilson/Getty Images

By DAN DIAMOND
09/11/2020 10:25 PM EDT
Updated: 09/12/2020 11:11 AM EDT
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The health department’s politically appointed communications aides have
demanded the right to review and seek changes to the Centers for Disease
Control and Prevention’s weekly scientific reports charting the progress of the
coronavirus pandemic, in what officials characterized as an attempt to
intimidate the reports’ authors and water down their communications to health
professionals.

In some cases, emails from communications aides to CDC Director Robert
Redfield and other senior officials openly complained that the agency’s reports
would undermine President Donald Trump’s optimistic messages about the
outbreak, according to emails reviewed by POLITICO and three people familiar

with the situation.

Advertisement

CDC officials have fought back against the most sweeping changes, but have
increasingly agreed to allow the political officials to review the reports and, in a
few cases, compromised on the wording, according to three people familiar

with the exchanges. The communications aides’ efforts to change the language
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in the CDC’s reports have been constant across the summer and continued as
recently as Friday afternoon.

The CDC’s Morbidity and Mortality Weekly Reports are authored by career
scientists and serve as the main vehicle for the agency to inform doctors,
researchers and the general public about how Covid-19 is spreading and who is
at risk. Such reports have historically been published with little fanfare and no
political interference, said several longtime health department officials, and
have been viewed as a cornerstone of the nation’s public health work for

decades.

But since Michael Caputo, a former Trump campaign official with no medical
or scientific background, was installed in April as the Health and Human
Services department’s new spokesperson, there have been substantial efforts to
align the reports with Trump’s statements, including the president’s claims

that fears about the outbreak are overstated, or stop the reports altogether.

Caputo and his team have attempted to add caveats to the CDC’s findings,
including an effort to retroactively change agency reports that they said
wrongly inflated the risks of Covid-19 and should have made clear that
Americans sickened by the virus may have been infected because of their own
behavior, according to the individuals familiar with the situation and emails
reviewed by POLITICO.

Caputo’s team also has tried to halt the release of some CDC reports, including
delaying a report that addressed how doctors were prescribing
hydroxychloroquine, the malaria drug favored by Trump as a coronavirus
treatment despite scant evidence. The report, which was held for about a
month after Caputo’s team raised questions about its authors’ political
leanings, was finally published last week. It said that “the potential benefits of
these drugs do not outweigh their risks.”
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In one clash, an aide to Caputo berated CDC scientists for attempting to use the
reports to “hurt the President” in an Aug. 8 email sent to CDC Director Robert
Redfield and other officials that was widely circulated inside the department
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“CDC to me appears to be writing hit pieces on the administration,” appointee
Paul Alexander wrote, calling on Redfield to modify two already published
reports that Alexander claimed wrongly inflated the risks of coronavirus to
children and undermined Trump’s push to reopen schools. “CDC tried to
report as if once kids get together, there will be spread and this will impact
school re-opening . . . Very misleading by CDC and shame on them. Their aim

is clear.”

Alexander also called on Redfield to halt all future MMWR reports until the
agency modified its years-old publication process so he could personally review
the entire report prior to publication, rather than a brief synopsis. Alexander,
an assistant professor of health research at McMaster University near Toronto
whom Caputo recruited this spring to be his scientific adviser, added that CDC
needed to allow him to make line edits — and demanded an “immediate stop”
to the reports in the meantime.

“The reports must be read by someone outside of CDC like myself, and we
cannot allow the reporting to go on as it has been, for it is outrageous. Its
lunacy,” Alexander told Redfield and other officials. “Nothing to go out unless I
read and agree with the findings how they CDC, wrote it and I tweak it to

29

ensure it is fair and balanced and ‘complete.
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CDC officials have fought the efforts to retroactively change reports but have
increasingly allowed Caputo and his team to review them before publication,
according to the three individuals with knowledge of the situation. Caputo also
helped install CDC’s interim chief of staff last month, two individuals added,
ensuring that Caputo himself would have more visibility into an agency that

has often been at odds with HHS political officials during the pandemic.

s0 I request that CDC go back to that report and inscrt this clse Michael, pull it down
e ! C A and stop all reports
immediately. CDC tried to report as if once kids get together, there will be spread and this will m'::lp school re-

opening...that was the aim and that’s how it reads and its disi Very misleading by CDC and shame
them. Their aim is clear. This hurts any President or administration. This is designed to hurt this Presidnct fus theis
reasons which I am not & din. I am int ‘in!hbocanypresﬂcmbchgmﬁfa&lynndlhluqum

money not be used for political reasons. They CDC, work for him. The public wants honesty and fair reporting
that they can be informed, not to be decieved. 2

Paul Alexander uses red type to call for inserting text and accuses CDC officials of trying to use the reports
to undermine President Donald Trump. | Screenshot

Asked by POLITICO about why he and his team were demanding changes to
CDC reports, Caputo praised Alexander as “an Oxford-educated
epidemiologist” who specializes “in analyzing the work of other scientists,”
although he did not make him available for an interview.

“Dr. Alexander advises me on pandemic policy and he has been encouraged to
share his opinions with other scientists. Like all scientists, his advice is heard
and taken or rejected by his peers,” Caputo said in a statement.
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Caputo also said that HHS was appropriately reviewing the CDC’s reports.
“Our intention is to make sure that evidence, science-based data drives policy
through this pandemic—not ulterior deep state motives in the bowels of CDC,”
he said.

Caputo’s team has spent months clashing with scientific experts across the
administration. Alexander this week tried to muzzle infectious-disease expert
Anthony Fauci from speaking about the risks of the coronavirus to children,
and The Washington Post reported in July that Alexander had criticized the
CDC’s methods and findings.

But public health experts told POLITICO that they were particularly alarmed
that the CDC’s reports could face political interference, praising the MMWRs

as essential to fighting the pandemic.

“It’s the go-to place for the public health community to get information that’s
scientifically vetted,” said Jennifer Kates, who leads the Kaiser Family
Foundation’s global health work. In an interview with POLITICO, Kates rattled
off nearly a dozen examples of MMWR reports that she and other researchers
have relied on to determine how Covid-19 has spread and who’s at highest risk,
including reports on how the virus has been transmitted in nursing homes, at

churches and among children.

CORONAVIRUS: WHAT YOU NEED TO KNOW

President Donald Trump and Melania Trump have tested positive for Covid-19.
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Confirmed U.S. Cases: 7,292,422 | U.S. Deaths: 208,068
¥ How coronavirus will change the world permanently
¥ Coronavirus cases, tracked state by state

# Are you a health care worker? Tell us what you're seeing

TOP DEVELOPMENTS

* Here's what we know — and don't — about Trump’s Covid case.

* Joe Biden tested negative for Covid-19.

o Trump's diagnosis could spell disaster for his campaign.

o The Trump team is on guard against foreign adversaries who could exploit the president’s

illness.

Read all coronavirus coverage »

“They’re so important, and CDC has done so many,” Kates said.

The efforts to modify the CDC reports began in earnest after a May report
authored by senior CDC official Anne Schuchat, which reviewed the spread of
Covid-19 in the United States and caused significant strife within the health
department. HHS officials, including Secretary Alex Azar, believed that
Schuchat was implying that the Trump administration moved too slowly to
respond to the outbreak, said two individuals familiar with the situation.

The HHS criticism was mystifying to CDC officials, who believed that Schuchat
was merely recounting the state of affairs and not rendering judgment on the
response, the individuals familiar with the situation said. Schuchat has made

few public appearances since authoring the report.

CDC did not respond to a request for comment about Schuchat’s report and the

response within the department.
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The close scrutiny continued across the summer with numerous flashpoints,
the individuals added, with Caputo and other HHS officials particularly
bristling about a CDC report that found the coronavirus spread among young
attendees at an overnight camp in Georgia. Caputo, Alexander and others
claimed that the timing of the August report was a deliberate effort to
undermine the president’s push on children returning to schools in the fall.

Most recently, Alexander on Friday asked CDC to change its definition of
“pediatric population” for a report on coronavirus-related deaths among young
Americans slated for next week, according to an email that Caputo shared with
POLITICO.

“[D]esignating persons aged 18-20 as ‘pediatric’ by the CDC is misleading,”
Alexander wrote, arguing that the report needed to better distinguish between

Americans of different ages. “These are legal adults, albeit young.”

Caputo defended his team’s interventions as necessary to the coronavirus
response. “Buried in this good [CDC] work are sometimes stories which seem
to purposefully mislead and undermine the President’s Covid response with
what some scientists label as poor scholarship — and others call politics
disguised in science,” Caputo told POLITICO.

The battles over delaying or modifying the reports have weighed on CDC
officials and been a distraction in the middle of the pandemic response, said
three individuals familiar with the situation. “Dr. Redfield has pushed back on
this,” said one individual. “These are scientifically driven articles. He’s worked
to shake some of them loose.”
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Kates, the Kaiser Family Foundation’s global health expert, defended the CDC’s
process as rigorous and said that there was no reason for politically appointed
officials to review the work of scientists. “MMWRs are famously known for
being very clear about their limitations as well as being clear for what they've

found,” she said.

Kates also said that the CDC reports have played an essential role in combating
epidemics for decades, pointing to an MMWR posted in 1981 — the first
published report on what became the HIV epidemic.

“Physicians recognized there was some kind of pattern and disseminated it
around the country and the world,” Kates said. “We can now see how
important it was to have that publication, in that moment.”

©
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Attacks on Fauci grow more intense, personal and conspiratorial

Conservatives are amplifying attacks on Fauci after the release of his emails. And they’re fundraising off of it too.
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Reddit and Facebook Lit up with a fresh round of Fauci attacks, some of which called him a war criminal. |
Sarah Silbiger/AP Photo

By NATASHA KORECKI and SARAH OWERMOHLE
06/04/2021 11:00 AM EDT
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For over a year, Anthony Fauci has been a bogeyman for conservatives, who
have questioned his handling of the Covid-19 pandemic and accused him of

quietly undermining then-President Donald Trump.

But those attacks took on a whole new level of vitriol this week, to the point
that one social media analysis described it as highly misleading and at least one

platform pulled down some posts, citing false content.

Advertisement

It all stemmed from a tranche of Fauci’s emails that were published as part of a
Freedom of Information Act request filed byvarious news outlets. Within hours
of publication, the hashtag #FauciLeaks was trending on Twitter, accusing the
nation’s top infectious disease doctor of lying under oath about the origins of
Covid. It became a trending topic on Facebook too, where detractors added an
inaccurate and more nefarious framing that the emails were secretly “leaked”
— drawing on a playbook that has worked for partisans on the right in the past,
despite the fact that Fauci’s publicly disclosed emails were not state secrets.
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Reddit and Facebook lit up with a fresh round of Fauci attacks, some of which
called him a war criminal. Sen. Rand Paul (R-Ky.), perhaps Fauci’s most
prominent bete noire on the Hill, quickly released Facebook ads demanding to
“fire Fauci” and requesting a campaign donation.

And a round of conservatives, cherry-picking individual emails out of more
than 3,000, argued that Fauci, who leads the National Institute of Allergy and
Infectious Diseases, had privately supported a theory that the virus leaked from
a Chinese lab and lied about masks in an effort to amass political power.
Neither was true. Fauci has said he thinks it’s more likely that the virus spread
from animal to human but would not rule out a lab leak, and while he initially
downplayed the need for masks, it was, he said, out of fear that medical

professionals would lose access to them if the public began panic purchasing.

The veracity and velocity of the new attacks, nevertheless, underscored the
growing intensity with which Fauci animates conservatives some five months
after Trump has left office. And they raised difficult questions for political and
medical professionals about how much they should push back on the anti-
Fauci campaign and what the cost would be if it went ignored.
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“Targeting Fauci erodes trust in scientific institutions and makes them seem
partisan — just as universities are increasingly seen as partisan, the media, the
bureaucracy,” said Karen Kornbluh, senior fellow and director of GMF Digital
at the German Marshall Fund of the U.S. “These strategies don’t have an easy
response. You try to ignore them when they’re not that widespread and even if
you eventually refute them it can seem he said-she said. The best strategy —

which the White House and Fauci seem to be taking — is to push ahead with an
Advertisement

For the White House, this has created a quandary: to defend Fauci from the
incoming and risk elevating it, or to ignore it and assume it only gains traction

with an audience that would never trust the Biden administration anyway.

On Thursday, White House press secretary Jen Psaki called Fauci an
“undeniable asset” but said the White House would let him speak for himself.
In an interview later in the day, Rob Flaherty, the White House’s digital
director, would not directly comment on Fauci but said that while the White
House regularly pushes back on false information it must also balance out

whether its response will exacerbate false information or quash it.

Fauci declined to comment for this piece.
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Career government officials don’t often become political lightning rods. But
Fauci’s role, the crisis in which he has operated, and the flow of information on
social media, has created the perfect conditions for just that. A mild-mannered
infectious disease specialist who has earned the admiration of Republican and
Democratic presidents alike, Fauci is prone to bluntness. That has served him
well as someone communicating to the public about complex and high-stakes
pandemics and public health issues. But, starting in the spring of 2020, it has
made his life tricky.

Trump insisted that he and Fauci worked fine together. But in the early days of
the pandemic, the former president rarely hid his jealousy as Fauci became
something of a public deity. Often Trump would proclaim that his judgments
on Covid proved more prescient over time, like an early call to shut down travel
from China. But Trump also routinely flouted the public safety guidelines that
Fauci touted and their divergent approaches became an emblem for the then-

president’s much criticized pandemic response, writ large.

The publication of Fauci’s emails only further animated Trump’s animus.

“After seeing the emails, our Country is fortunate I didn’t do what Dr. Fauci
wanted me to do. For instance, I closed our Borders to China very early despite
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his not wanting them closed. The Democrats and the Fake News Media even

2

called me a ‘xenophobe,” Trump said in a statement Thursday. “In the end, we
saw this was a life-saving decision, and likewise with closing our borders to

Europe, specifically to certain heavily infected countries. I was later given
Advertisement
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Trump’s attack was not particularly pointed compared to the others that have
come Fauci’s way in recent days.

An analysis from GMF Digital at the German Marshall Fund provided to
POLITICO showed that the online attacks on Fauci have grown more personal
and egregious, with claims that he is “corrupt, a war criminal, deserves to go to
prison, or is responsible for child abuse circulating on social media.” GMF
Digital found four “misleading” themes across social media including that
Fauci lied about masks and other public health measures. The organization
found that on Facebook, the top posts about Fauci emanated from Paul as well
as a host of conservatives, including Ben Shapiro, Donald Trump Jr., Steven

Crowder, Dan Bongino and Newsmax.

According to data from Bully Pulpit Interactive, Republicans or conservative
interests over the last month have spent $300,000 on Facebook ads targeting
Fauci.

Nearly seven years ago, during the heart of the Ebola crisis, the Obama
administration’s internal motto for handling challenging stretches was
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“PTFOTV”: Put Tony Fauci on TV. No one had more credibility with the public
or was a better spokesperson, said Ron Klain, who acted as Ebola czar under
Obama and now serves as Biden’s chief of staff.

But in an ever-polarized nation, Fauci too has fallen victim to tribalism. His
advocacy for mask wearing and social distancing — in the face of Trump’s
opposition — was met by vocal detractors across the country, who launched
anti-mask protests and demanded the economy reopen. His conservative
predictions about the pace of vaccine development and the timeline for
reopening the country led to criticism that his expertise had been dramatically

overstated.

But the attacks on Fauci have increasingly veered into the conspiratorial,
experts say. This week, Fox News’ Tucker Carlson questioned why one of the
emails involving Fauci was redacted, then speculated that it could mean Fauci
was under investigation.

“Republicans employed the same attempts to divide and distract the American
people in 2020. We know that these strategies don’t work,” said Aneesa
McMillan, deputy executive director of Priorities USA, a top Democratic super
PAC. “The American people are looking for a concrete policy agenda that
speaks to their priorities and improves their communities. The GOP has none
of that — so they turn to fear-mongering and misinformation.”

At the heart of the current broadside against Fauci is reporting around — and
the investigation into — the Wuhan lab leak theory, which holds that the virus
leaked, accidentally or intentionally, from a virology lab in the city where it was
first found. Republicans and right-wing media outlets have circulated such
theories since the beginning of the pandemic even as scientists, including
Fauci, insisted that problematic coronaviruses, from the SARS and MERS

epidemics to Covid-19, were becoming increasingly common.
Advertisement
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The pressure to probe Wuhan lab leak theories continued to mount, leading
Trump’s White House to demand in April 2020 that the National Institutes of
Healthabruptly cancel a multimillion-dollar grant to EcoHealth Alliance, a
nonprofit studying coronavirus origins that had worked with the Wuhan viral
lab in the past. April emails between EcoHealth Alliance CEO Peter Daszak and
Fauci, published as part of the recent FOIA, have become a new touchstone for
conspiracy theorists, after Daszak thanked the NIAID director for dismissing

lab leak theories early in the pandemic.

“Ijust wanted to say a personal thank you on behalf of our staff and
collaborators, for publicly standing up and stating that the scientific evidence
supports a natural origin for COVID-19 from a bat-to-human spillover, not a
lab release from the Wuhan Institute of Virology,” Daszak wrote to Fauci on
April 18, 2020.

“Many thanks for your kind note,” Fauci responded the next day, just over a
week before POLITICO first reported that NIH canceled the EcoHealth grant.
Daszak did not respond to a POLITICO request for comment.
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Theories about a leak from the Wuhan virology lab became a consistent line of
questioning for Republican lawmakers by last spring and soon turned into a
mainstay of congressional hearings and increasingly contentious exchanges
between Fauci and Paul, who sits on the Senate health committee. The
longtime NIAID director and Kentucky doctor have exchanged barbs on
television after Senate hearings where Paul accused Fauci of moving the
goalposts on coronavirus science while the infectious disease scientist has told
Paul that “with all due respect,” he was “entirely and completely incorrect.”

Paul was swift to accuse Fauci on Wednesday of knowledge of the Wuhan lab
allegedly carrying out controversial “gain-of-function” studies, a field of
research that alters viruses in a way that can make them more transmissible or

help them hop to new hosts, such as humans.

A senior NIH official insisted to POLITICO that detractors such as Paul are
taking Fauci’s emails “out of context.” But the prevailing posture, like that of

the White House, was to downplay rather than engage.

FILED UNDER: TUCKER CARLSON, RAND PAUL, CONSPIRACY THEORIES, ANTHONY FAUCI, @

LT vllilidl ddliu, VVT 1T ldNZ 1L DTLIVUDLY, UL LUULDT, UL 1L D LIUL LLIAlZglig LUV



235

Republicans promote pandemic relief they voted against

By STEVE PEOPLES
May 6, 2021

NEW YORK (AP) — Rep. Nicole Malliotakis, R-N.Y., said it pained her to vote against the $1.9 trillion
American Rescue Plan.

But in the weeks that followed, the first-term Republican issued a news release celebrating more than
$3.7 million from the package that went to community health centers in her district as one of her
“achievements.” She said she prided herself on “bringing federal funding to the district and back into the
pockets of taxpayers.”

Malliotakis is far from alone.

Every Republican in Congress voted against the sweeping pandemic relief bill that President Joe Biden
signed into law three months ago. But since the early spring votes, Republicans from New York and
indiana to Texas and Washington state have promoted elements of the legislation they fought to defeat.

The Republicans’ favorite provisions represent a tiny sliver of the massive law, which sent $1,400 checks
to millions of Americans, extended unemployment benefits until September, increased the child tax
credit, offered housing assistance for millions of low-income Americans and expanded health care
coverage. Republicans tried to negotiate a smaller package, arguing that Biden’s plan was too expensive
and not focused enough on the nation’s heaith and economic crises.

Democrats are promising to make the pandemic relief vote — and the Republican resistance to it — a
central element in their political strategy moving into next year’s midterm elections as they defend
delicate House and Senate majorities. And there are early signs that Republicans may struggle to defend
their opposition to the popular legislative package, which was designed to protect the nation’s fragile
economic recovery following the worst public health threat in a century.

GOP lawmakers have been especially bullish about promoting the rescue plan’s Restaurant
Revitalization Fund, which devoted $28.6 billion to the struggling industry. Applications for the program
opened this week.

House Minority Leader Kevin McCarthy, R-Calif., topped a group of at least eight Republicans who have
encouraged constituents to apply in recent days. The others included Sen. Roger Wicker, R-Miss., and
Reps. Elise Stefanik, R-N.Y.; Greg Pence, R-Ind.; Jaime Herrera Beutler, R-Wash.; Beth Van Duyne, R-
Texas; Troy Balderson, R-Ohio; and Anthony Gonzalez, R-Ohio.

“The Congresswoman is using her platform to inform her constituents of federal funds and resources
available to them,” Stefanik spokesperson Karoline Leavitt said. “She did not claim to support the bill in
the tweet, and her constituents deserve to know about federal programs they can apply for regardless
of how she votes.”

Wicker’s office noted that he voted against the full package, but led efforts to ensure the restaurant
relief was included.
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“Sen. Wicker co-authored the amendment that successfully added the Restaurant provision to the
reconciliation bill. Why wouldn’t he want to encourage participation?” Wicker spokesman Phillip Waller
said.

The Independent Restaurant Coalition acknowledged the Republican’s awkward position, but offered its
thanks anyway.

“Senator Wicker did not vote for the package (we wish all members did!), but his work on the
RESTAURANTS Act from the beginning made the relief fund possible,” the industry group tweeted. “We
are grateful for that work.”

And White House spokesman Andrew Bates sarcastically expressed appreciation for the Republicans
who have begun to tout elements of Biden'’s stimulus.

“The American people — majorities of Democrats, independents, and Republicans — have long been
firmly unified behind the American Rescue Plan,” Bates said. “So it’s heartening to see Republicans in
Congress reaching across the aisle to endorse it — even retroactively.”

The politics of the Republican position are complicated.

The GOP uitimately benefited politically after uniting against the massive economic stimulus package
signed into law by President Barack Obama in 2009. Republicans scored massive gains in the House and
Senate the following year. While the GOP is optimistic it will retake the House majority in 2022, it’s far
from clear whether the stimulus vote will help it get there.

Polling suggests the Biden stimulus is overwhelmingly popular. Two in 3 voters have consistently
supported the $1.9 trillion package in recent polling, while individual elements such as the $1,400 direct
payments to individuals are even more popular.

And just three months after the bill was signed into law, the Republican opposition has only begun to be
tested.

The Democratic National Committee has already launched “digital takeovers” of local news websites in
Arizona, Georgia, Wisconsin, Nevada, New Hampshire, Florida, North Carolina and Pennsylvania to thank
Democrats and highlight the Republican obstruction. The White House’s political arm has also put up
billboards in 20 states calling out Republicans and focused on the Republican opposition in training for
Democratic officials.

“Between now and next year’s midterm elections, we’re going to make sure every voter remembers
how Republicans tried to stand in the way of this economic boom and our return to normalcey,” said DNC
spokesman Ammar Moussa. “And you can count on Democrats to call Republicans out for their
hypocrisy when they try to tout the same programs they voted against.”

Beyond funding for restaurants, Republicans have also touted millions of dollars in health care grants
allocated to their districts in the latest stimulus plan.

Rep. Madison Cawthorn, R-N.C,, in late March pointed to millions of dollars in such grants on social
media, saying he was “proud” to see the taxpayer dollars returning to his district. A spokesman did not
respond to a request for comment.
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Rep. Alex Mooney, R-W.Va., issued a news release at roughly the same time to promote more than $41
million spread across 12 health care centers in his district.

“l am glad that this funding has been secured,” he said, neglecting to mention how it was secured.

The four-term Republican congressman defended his decision to highlight the grants this week in a
statement.

“Despite what anyone claims, all money that is appropriated by Congress is derived from the taxpayer,
not President Biden,” Mooney said. “Taxpayers deserve to know how their money is being spent,
especially as it affects their towns and communities.”

Malliotakis, who took office in January, promoted more than $3.7 million in health care grants from the
Biden stimulus among her achievements in a self-issued “First 100 Days Report Card.”

“These grants were among the 9% of funds dedicated to COVID-19 relief that | was always in support
of,” Malliotakis said in a statement. “Regardless of any particular vote, I'm going to help individuals,
small businesses and nonprofit organizations get funding they are entitled to.”

https://apnews.com/article/personal-taxes-health-coronavirus-pandemic-business-government-and-
politics-d0b1f48aa32baf6b47880faf15d5dea3
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SARS-CoV-2 and NIAID-supported Bat
Coronavirus Research

An Analysis: Evolutionary Distance of SARS-CoV-2 and Bat
Coronaviruses Studied Under the NIH-supported
Research Grant to EcoHealth Alliance

The research that NIH approved under the grant to EcoHealth Alliance with a subaward
to the Wuhan Institute of Virology in Wuhan, China sought to understand how animal
coronaviruses, especially bat coronaviruses, evolve naturally in the environment and
have the potential to become transmissible to the human population. This research
included studying viral diversity in bat reservoirs, surveying people who work in live
animal markets or other occupations with high exposure to wildlife for evidence of bat
coronavirus infection and analyzing data to predict which newly discovered viruses pose
the greatest threat to human health.

Coronaviruses use a protein called spike to bind to a protein on the surface of a host
cell to facilitate infection. Some coronaviruses, including SARS-CoV-1 (the cause of the
SARS outbreak in 2003) and SARS-CoV-2 (the cause of the COVID-19 pandemic), use
the angiotensin converting enzyme-2 (ACE2) protein to help enter and infect host cells.
In order to study animal coronaviruses circulating in nature, the investigators replaced
the spike protein from a well-characterized bat coronavirus, WIV1-CoV, with the spike
protein of animal coronaviruses recently discovered in bats in China. Using techniques
common in virology, experiments involved a single round of infection in several cell
lines, and in some cases, in mice that were genetically modified to express the human
version of ACE2. All other aspects of the mice, including the immune system, remained
unchanged. The ACE2 transgenic mice were used to determine if spike proteins from
bat coronaviruses discovered in China were capable of binding human ACE2, and
therefore, whether the bat coronaviruses themselves, which were already present in the
environment, could potentially infect humans and cause disease. WIV1-CoV is not
known to cause infection in humans but has been shown in the laboratory to infect both
human cells and ACEZ2 transgenic mice (ref), making it an ideal tool to use for these
studies. Several of the bat coronaviruses used in these experiments were also found to
be capable of replicating in ACE2 transgenic mice, indicating that the spike protein from
the naturally occurring bat coronaviruses from which they were made could bind ACE2
in vivo.

Questions have been raised about whether this NIH-funded research had a role in the
emergence of SARS-CoV-2. In this regard, the chimeric viruses that were studied (i.e.,
the WIV-1 virus with the various spike proteins obtained from bat viruses found in
nature) were so far distant from an evolutionary standpoint from SARS-CoV-2 (Figure 1)
that they could not have possibly been the source of SARS-CoV-2 or the COVID-19
pandemic. The body of the scientific data from this award including the bat coronavirus
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sequences published in the scientific literature and public databases makes this
conclusion readily apparent to anyone with experience in and knowledge of virus
phylogeny and evolutionary biology.

Figure 1. Relationship of bat coronaviruses to SARS-CoV-1 and SARS-CoV-2.

A.
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A) A phylogenetic tree based on nucleotide sequences of indicated coronavirus spike
proteins demonstrating the evolutionary distance of SARS-CoV-2 with the bat
coronaviruses experimentally studied under the NIH grant to EcoHealth Alliance (blue
bat icons). Bat coronaviruses most closely related to SARS-CoV-2, none of which were
studied in the EcoHealth grant, are denoted with orange bat icons. The scale bar
represents the number of nucleotide substitutions per site.

Credit: NIAID

B) Comparison of the nucleotide sequence identity of indicated coronaviruses to SARS-
CoV-2. The left panel shows the percent identity of indicated coronavirus spike
nucleotide sequences to SARS-CoV-2. The right panel shows the percent nucleotide
identity of the indicated full coronavirus genomes to SARS-CoV-2.

Despite the similarity of RaTG13 and BANAL-52 bat coronaviruses (orange bars) to
SARS-CoV-2 (red bars), experts agree that even these viruses are far too divergent to
have been the progenitor of SARS-CoV-2, further highlighting that the bat coronaviruses
studied under the EcoHealth Alliance grant (blue bars) could not have been the source
of SARS-CoV-2 and the COVID-19 pandemic. Several other similarly divergent viruses
that failed to replicate in cells are not shown (ref).

Credit: NIAID

The above figure shows the sequence relationships between SARS-CoV-1, SARS-CoV-
2 and the naturally occurring bat coronaviruses used in experiments under the NIH
grant to EcoHealth Alliance and reported in the scientific literature (ref) or annual
progress reports. From this analysis, it is evident that the viruses studied under the
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EcoHealth Alliance grant are very far distant from SARS-CoV-2. Included for
comparison is RaTG13, one of the closest bat coronavirus relatives to SARS-CoV-2
collected by the Wuhan Institute of Virology (ref) and BANAL-52, one of several bat
coronaviruses recently identified from bats living in caves in Laos (ref). Although
RaTG13 and BANAL-52 are 96-97% identical to SARS-CoV-2 at the nucleotide level
(>900 nucleotide differences across the entire genome), the difference actually
represents decades of evolutionary divergence from SARS-CoV-2. Experts in
evolutionary biology and virology have made it clear that even the closest known
relatives of SARS-CoV-2, which were not studied under the EcoHealth Alliance grant,
are evolutionarily too distant from SARS-CoV-2 to have been the progenitor of the
COVID-19 pandemic (ref, ref). Field studies continue the search for more proximate
progenitors.
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