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RESTORING TRUST IN FDA:
ROOTING OUT ILLICIT PRODUCTS

Wednesday, April 9, 2025

U.S. HOUSE OF REPRESENTATIVES

COMMITTEE ON OVERSIGHT AND GOVERNMENT REFORM
Washington, D.C.

The Committee met, pursuant to notice, at 10:04 a.m., in HVC-
210, U.S. Capitol Visitor Center, Hon. James Comer [Chairman of
the Committee] presiding.

Present: Representatives Comer, Gosar, Grothman, Cloud, Palm-
er, Higgins, Sessions, Biggs, Mace, Fallon, Donalds, Perry,
Timmons, Burchett, Greene, Luna, Burlison, McGuire, Gill, Norton,
Krishnamoorthi, Khanna, Mfume, Brown, Stansbury, Garcia, Frost,
Lee, Crockett, Subramanyam, Bell, Min, Pressley, and Tlaib.

Also present: Representative Moskowitz.

Chairman COMER. This hearing of the Committee on Oversight
and Government Reform will come to order. I want to welcome ev-
eryone here today.

Without objection, the Chair may declare a recess at any time.

I apologize for my laryngitis. We are going to try to fight our way
through this. So, I will recognize myself for the purpose of making
an opening statement.

Again, welcome to the Committee on Oversight and Government
Reform. Today, we will examine solutions to ensure the Food and
Drug Administration keeps our Nation’s food and drug supply safe
for all Americans. There might not be another Federal Agency that
more profoundly impacts every American’s daily life than the FDA.
The FDA oversees the safety of the food, drugs, and medical de-
vices we rely on. These responsibilities make it a key pillar of pub-
lic health in the United States, but Americans are not getting
healthier. Americans’ life expectancy is 4 years less than other de-
veloped countries despite spending more than any other country on
healthcare. Six in 10 Americans suffer from chronic disease. One
in 5 Americans live with a mental illness. Nearly 20 percent of
America’s children are considered obese. Twenty percent of Amer-
ican children.

So, you would think the FDA under the Biden Administration
would have prioritized making Americans healthier, right? Wrong.
President Biden’s FDA pushed burdensome gender identity re-
quirements on clinical trials that made compliance more expensive.
They turned a blind eye to the Chinese Communist Party targeting
our children by flooding our streets with illicit tobacco and nicotine
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products. They neglected infant formula facility inspections that led
to mothers and fathers across the country being unable to buy the
formula their children needed, and they failed to work hand in
hand with U.S. Customs and Border Protection to root out illicit
pharmaceuticals, food, tobacco, and CBD.

We are facing a national epidemic of chronic disease, mental
health, and obesity, and the FDA under the previous Administra-
tion sat on its hands. Thankfully, President Trump and Secretary
Kennedy are taking action to make America healthy again. Soon
after his return to office, President Trump signed an executive
order removing unscientific pseudoscience compliance burdens for
clinical trials. The FDA recently restarted approvals of safer alter-
natives to traditional tobacco products, and I am hopeful more will
come soon to bring greater clarity to the market. Secretary Ken-
nedy announced Operation Stork Speed, which will provide families
with access to safe infant formula for their babies and prevent
shortages going forward. And President Trump’s efforts to re-se-
cure the Southern border have returned law enforcement’s ability
to stop the influx of illicit pharmaceuticals, food, tobacco, and CBD
coming into our country.

This Committee has spent years investigating failures at FDA,
and our findings are clear. The Biden Administration stifled inno-
vation with red tape and put bureaucrats before health of the Na-
tion. Reform is essential. The FDA must prioritize innovation, safe-
ty, and the health of all Americans. The FDA needs better systems
to identify and address drug shortages. Quick approval of innova-
tive medicines and techniques identified with Al in support of
President Trump’s promise to cure cancer is a necessity. The FDA
must work with food producers to make our food healthier while
not upending supply chains. Incentivizing domestic manufacturing
of pharmaceuticals is essential to improving the safety of prescrip-
tion drugs and will enable more research. Clearly and effectively
regulating hemp products will reduce confusion and prevent intoxi-
cants and poisonous contaminants from infiltrating the market.

These examples are just scratching the surface of the dysfunction
and failures within the FDA. Today, I am hopeful we can take a
deep dive to better understand how we can improve the FDA to
make Americans healthier. I now yield to the Ranking Member for
his opening statement.

Mr. SUBRAMANYAM. Thank you, Mr. Chair. Today’s hearing
comes at a critical moment for public health and safety. All Ameri-
cans should be able to trust that our government is working to en-
sure their food and medicine will be safe and affordable, but over
the past 2 months, the Trump Administration has purged thou-
sands of FDA workers, putting this essential mission and American
lives at risk. Last week, the Administration purged 10,000 people
at HHS, including 3,500 FDA employees. This was on top of a
purge of approximately 1,000 FDA workers in February, and Sec-
retary Kennedy subsequently admitted that 20 percent of last
week’s purges should not have happened. He tried to brush it off
saying, “We will make mistakes,” but how long will it take them
to realize the full extent of the mistakes that they have made? How
long will it take for them to try and very possibly fail to undo
them, and how many Americans will get sick or die in that time?
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The FDA is supposed to make sure that our children have the
vaccines they need to survive outbreaks of preventable diseases,
like measles, which has killed at least two children in the U.S.
since February and sickened more Americans in 2 months than the
entirety of 2024. The FDA is supposed to protect us from counter-
feit drugs and contaminated infant formula, which are serious bi-
partisan concerns, but how is the Agency supposed to stop dan-
gerous, illicit products from entering American homes and threat-
ening American lives when under-funded Food and Drug inspection
teams are being cut even more? A hundred and seventy employees
from the FDA’s Office of Inspections and Investigations were re-
portedly let go last week.

And let me tell you some of the expertise we are losing because
of the Administration’s actions besides that. They fired people re-
sponsible for regulating e-cigarettes and ensuring that predatory
companies cannot market vapes to children. They fired people re-
sponsible for monitoring drugs for side effects and updating warn-
ing labels. They have fired the scientists monitoring bird flu and
taking steps to prevent it from killing people. They fired the sci-
entists with expertise in fighting heavy metals, toxins, and addi-
tives in our food supply. And they fired the people who monitor
prescription drug shortages and ensure that Americans have access
to affordable prescription medication. How is this making Ameri-
cans healthier? We all know the answer to that question. It is not.
People are going to die.

As a dad, I am especially concerned by the Administration
undoing the progress we have made to protect babies from contami-
nated infant formula and formula shortages, and we should all be
concerned by the risk posed by contaminated meat and produce.
This chaos will keep us in the dark about looming shortages for es-
sential drugs like antibiotics and chemotherapy drugs, and it will
leave people no choice but to pay for pricey brand-name drugs be-
cause there are no FDA employees to approve generic versions. In
the name of efficiency, this Administration even fired employees
who were critical in approving new medications, meaning Ameri-
cans will have to wait longer for new treatments, if they get them
at all. And on top of that, we just heard last night from the Presi-
dent that pharmaceutical tariffs will be next, making the drugs we
all rely on even more expensive.

One of the Americans impacted by these cuts is one of my con-
stituents, a former teacher who spent 35 years working at the De-
partment of Education. She has idiopathic pulmonary fibrosis, a
terminal lung condition that took her aunt’s life and is slowly tak-
ing hers. It is a rare disease that does not get much funding, but
she had hope. A drug to slow down the disease received the FDA’s
breakthrough therapy designation in 2022, and the trials show that
it might actually stop the progression of her disease. Her doctor an-
ticipated FDA approval this year, but the FDA’s funding cuts and
the firing of researchers and staff who sit on the approval commit-
tees have made this impossible.

This Administration is stripping both hope and lifesaving medi-
cations out of the hands of Americans who need it most. The FDA
can and must do more for Americans. Addressing our country’s
chronic disease epidemic, ensuring our children are set up to live
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long and healthy lives, getting more lifesaving medications to those
who need them, and ensuring that food on our shelves is safe and
wholesome should be at the top of that list of things to do. But
rather than making it better and more efficient, this FDA is left
ransacked and reeling from the chaos and destruction of the Trump
Administration. It is unclear whether the Agency can even perform
some of its most basic functions anymore.

I do not know how much clearer I can be: these health cuts will
kill people. They will make us less safe and less healthy. I was not
elected to watch people suffer from diseases awaiting new treat-
ments while this Administration dismantles the offices that offer
that hope. It is the responsibility of this Committee to conduct
meaningful oversight. If we are not talking about this and doing
something about these cuts, we are not doing our jobs. I yield back.

Chairman COMER. The gentleman yields back. Without objection,
Representative Moskowitz is waived onto the Committee for the
purpose of asking questions at today’s hearing.

I am now pleased to introduce today’s witnesses. Mr. Guy Bent-
ley is the Director of Consumer Freedom at the Reason Foundation,
focusing on taxation and regulation of nicotine, tobacco, alcohol,
and food. Mr. Jonathan Miller is the General Counsel of the Hemp
Roundtable and partner at Frost Brown Tood Attorneys. Jonathan
is known for being a leading advocate for hemp and CBD legisla-
tion and has continually worked to promote policies that benefit
the hemp industry. And just so my colleagues on the other side of
the aisle know, my friend Jonathan Miller is a former Chairman
of the Kentucky Democrat Party, so we try to be bipartisan in this
Committee, despite what you read in the papers, Mr. Miller.

Mr. Richard Williams is a senior affiliated scholar at the
Mercatus Center at George Mason University. He is an expert in
cost-benefit analysis and risk analysis associated with food safety
and nutrition. Mr. Shabbir Safdar 1s the Executive Director of The
Partnership for Safe Medicines. He leads a coalition representing
much of the pharmaceutical supply chain. And Mr. David Kessler
is a former Commissioner of U.S. Food and Drug Administration
under Presidents Bush and Clinton.

Pursuant to Committee Rule 9(g), the witnesses will please stand
and raise their right hand.

Do you solemnly swear or affirm that the testimony you are
about to give is the truth, the whole truth, and nothing but the
truth, so help you God?

[A chorus of ayes.]

Chairman COMER. Let the record show that the witness has an-
swered in the affirmative. Thank you all. You may take a seat. We
appreciate you being here today and look forward to your testi-
mony.

Let me remind the witnesses that we have read your written
statement. They will appear in full in the hearing record. Please
limit your oral statement to 5 minutes. As a reminder, please press
the button on the microphone in front of you so that it is on, and
the Members can hear you. When you begin to speak, the light in
front of you will turn green. After 4 minutes, the light will turn
yellow. When the red light comes on, your 5 minutes have expired,
and we would ask that you please wrap it up.
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I now recognize Mr. Bentley for his opening statement.
STATEMENT OF GUY BENTLEY

DIRECTOR OF CONSUMER FREEDOM
REASON FOUNDATION

Mr. BENTLEY. Chairman  Comer, Ranking Member
Subramanyam, and Members of the Committee, thank you so much
for the opportunity to testify today. My name is Guy Bentley, and
I am the Director of Consumer Freedom at the Reason Foundation,
a non-profit public policy think tank. The Consumer Freedom
Project analyzes and promotes policy solutions that improve public
health while avoiding unintended consequences and protecting con-
sumer choice.

I would like to focus on three points: first, the current state of
the tobacco market; second, how we got here; and third, what can
be done to reduce the illicit e-cigarette market while ensuring adult
smokers have legal access to a range of safer alternatives.

The focus of this hearing is rightly on rooting out illicit products,
including illegal e-cigarettes, but there is some good news amid the
disorder. Youth vaping has declined more than 70 percent since
2019 and is at its lowest level in 10 years. Youth smoking fell by
68 percent and is at its lowest level on record. These declines fol-
lowed the decision to raise the age of purchase for tobacco products
to 21, for which there was bipartisan support. Cigarettes remain
the most widely used tobacco product, with 28 million adult smok-
ers and more than 400,000 deaths per year attributable to smok-
ing. There are also 18 million adult vapers who are using e-ciga-
rettes to quit smoking, but thanks to the FDA’s regulatory bottle-
necks, since 2019, illicit products have flooded the market, with al-
most 90 percent of e-cigarettes being sold illegally, mainly con-
sisting of disposable products from China.

Despite the huge demand for safer nicotine alternatives among
adult smokers, the FDA has authorized just eight vaping devices
for sale and 34 vaping products in total, and only in tobacco and
menthol flavors, which have little appeal to most e-cigarette users.
E-cigarette authorizations account for just .2 percent of all tobacco
product authorizations, compared to 22 percent for combustible
cigarettes.

So, how did we arrive at a situation where it is easier to release
a new cigarette onto the market than the safer products invented
to displace cigarettes and the illicit products thrive? The answer is
the FDA’s approach to the pre-market tobacco product application
pathway, which is how e-cigarettes are evaluated and authorized
for sale or not.

The PMTA pathway, established as part of the Tobacco Control
Act, was supposed to facilitate innovation for safer alternatives to
cigarettes. In reality, it presents an almost insurmountable barrier.
In 2022, an independent review of the FDA’s performance as a to-
bacco regulator was published by the Reagan-Udall Foundation,
which criticized the FDA’s lack of transparency and timeliness in
authorizing e-cigarettes into the legal market. It is unfortunate
that in response to a report that emphasized the need for timeli-
ness and transparency, the FDA issued a 5-year plan of general-
ities with no substantive changes to the PMTA pathway.
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With a large illicit market now in place, the FDA has taken steps
to ameliorate the problem with the creation of a multi-agency task
force last year, increases in seizures, injunctions, and civil money
penalties. But the only way to sustainably resolve the problem of
the illicit e-cigarette market is to streamline the PMTA process to
have regulated companies sell their e-cigarettes in the United
States and reduce death and disease from smoking. Reforming the
PMTA process would lessen current burdens on FDA staff review-
ing e-cigarette applications, hasten the creation of a regulated mar-
ketplace, and restore public trust.

The FDA insists its current approach to authorizing or denying
e-cigarette products is guided by science and is appropriate for the
protection of public health, but despite the best of intentions, a reg-
ulatory regime that results in a de facto ban of almost all e-ciga-
rettes, incentivizing the illicit market, is not appropriate for the
protection of public health. When it is easier to bring a cigarette
onto the market than a vape or a nicotine pouch, both of which the
FDA acknowledges are dramatically safer, that is not appropriate
for the protection of public health. And an Agency that fails to cor-
rect the misperceptions around e-cigarettes, with the majority of
Americans now believing that e-cigarettes are just as or more dan-
gerous than combustible cigarettes, that is not appropriate for the
protection of public health. It is within FDA’s current powers to
change this dynamic and pursue a different path.

Thank you, and I look forward to your questions.

Chairman COMER. Thank you. The Chair recognizes Mr. Miller.

STATEMENT OF JONATHAN MILLER
GENERAL COUNSEL
HEMP ROUNDTABLE

Mr. MILLER. Mr. Chairman, Ranking Member, I am grateful for
the opportunity to testify before your Committee today. Mr. Chair-
man, I am especially grateful for your decades-long leadership on
behalf of Kentucky hemp farmers. You and I started on this jour-
ney in 2012 and worked across the aisle to secure hemp’s legaliza-
tion in the Bluegrass state. Indeed, hemp’s policy success has al-
ways been a bipartisan hallmark, and it is no wonder. Hemp prod-
ucts are made in the USA, harvested from crops grown by Amer-
ican farmers, manufactured by innovative U.S. entrepreneurs, and
sold by small businesses dotting the Nation.

Unfortunately, the U.S. hemp industry continues to encounter
avoidable bureaucratic headwinds in the marketplace, and this tur-
moil is due in large part to statements, actions, and indecisions of
the FDA. When Congress passed the 2018 Farm Bill, it explicitly
legalized the sale of hemp and its derivatives such as CBD, but just
a few hours after the Farm Bill was signed into law, the FDA re-
asserted its opinion that it was illegal to market CBD as a dietary
supplement. We have watched in bewilderment as FDA has jerked
back and forth with contradictory opinions.

First, the Agency affirmed its ability to regulate CBD under cur-
rent law, but then FDA stalled, even ignoring congressional appro-
priations report directives to take expedited action. Finally, in
2023, the Agency stated that it cannot regulate CBD under existing
regulatory pathways, essentially punting responsibility to Con-
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gress. This regulatory uncertainty resulted in a collapse of the CBD
market, as demonstrated on this chart behind me, denying eco-
nomic opportunity that was promised to farmers.

[Chart].

Mr. MILLER. The FDA’s inaction does not just threaten CBD. A
new industry focused on the adult market has emerged to meet
consumer demand for hemp-derived cannabinoids like delta—8 and
delta—9 THC. These products provide plant-based options for adults
seeking functional health and wellness benefits. Furthermore, a
promising new hemp beverage industry has soared into popularity,
meeting adult consumer demand for non-alcoholic options through
domestic inputs from our farmers. The only upward line on this
chart represents the price of hemp flour, which recovered when it
started being widely used for adult products, offering a lifeline to
U.S. farmers.

Unfortunately, lack of uniform quality control standards for
hemp products at the Federal level has forced responsible farmers
and small business owners to compete against unscrupulous actors
who generate headlines by distributing poorly manufactured prod-
ucts that are sometimes inappropriately marketed to children. A
political backlash has ensued. Language was added into the 2024
House Farm Bill that purported to crack down on the bad actors.
Unfortunately, the language went much farther. It would have fed-
erally banned 90 to 95 percent of the hemp product marketplace,
including most non-intoxicating CBD products and animal feed,
which offers great promise to farmers, while undermining a decade
of progress for hemp fiber production.

I want to be very clear. The hemp industry is united behind an
appropriate response to these challenges, robust regulation of hemp
products, not misguided prohibition. We support an approach that
includes the following four pillars: restrict youth access, increase
quality control standards, standardized labeling, and standardized
packaging. FDA could act today on applying this four-pillar ap-
proach to hemp products. We are hopeful that new leadership at
the FDA will reverse the past course of inaction and take delib-
erate steps to robustly regulate hemp. This approach is precisely
in line with the new Administration’s focus on providing adult con-
sumers the freedom to make their own healthcare choices with ho-
listic solutions that are grown on American farms.

If laws must be changed, we urge Congress to act now. There are
two viable pathways. First, we hope you will consider Senator Ron
Wyden’s effort in the last Congress, S. 5243, that would ensure
that the FDA regulates applying the 4-pillar approach. A parallel
effort could be to invest more authority in the states to properly
regulate their own markets. In the absence of Federal regulation,
many states, like our Kentucky home, Mr. Chairman, have filled
the policy void by developing new laws and regulations that bal-
ance market access with consumer safety. We urge you to imple-
ment a Federal framework that authorizes the sale of hemp prod-
ucts and develops uniform standards for labeling, packaging, and
testing, while allowing states flexibility on more complex issues.

In the meantime, we have taken the additional step of estab-
lishing the U.S. Hemp Authority, the industry’s self-regulating or-
ganization, which sets rigorous standards for safety, quality, and
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transparency across the supply chain. The hemp industry may be
unique in that we are coming to Congress to ask, please regulate
us. Thank you for your consideration.

Chairman COMER. The Chair now recognizes Mr. Williams for his
opening statement. Dr. Williams?

STATEMENT OF RICHARD WILLIAMS
SENIOR AFFILIATED SCHOLAR
MERCATUS CENTER

Dr. WiLLiaMs. Thank you. Mr. Chairman, Ranking Member, and
Members of the committee, thank you for inviting me to testify
about the FDA today.

As I was nearing the end of my career at FDA, we were working
on a rule governing how dietary supplements are made. After a
year of looking, my staff could find virtually no benefits. When I
suggested to the program office that maybe we should not regulate,
the response was, “but, Richard, we have to get these guys some-
where.” So, we ended up with a regulation, not because it would
make supplements any safer, but because we could start exercising
control over that industry. With approaches like that, is it any
wonder the FDA has lost the trust of the American people?

During the course of my career, one of my employees asked me,
“who do we work for?” I thought about it. Well, they are FDA man-
agers, the Health and Human Services Secretary, and the Presi-
dent, but then I made up a person. She is a 30-year-old widow with
two kids working in a diner in the Midwest. That is who we are
working for. We should only be concerned about getting results,
safer food, and helping people eat more nutritious diets. Again,
when I look over my 27-year career, I was saddened by the fact
that we had not made food any safer, and American diets have
gone horribly wrong. But we justified our regulations to say we
would prevent hundreds of thousands of cases of food-borne dis-
ease, and people would use the food labels to change their diets—
preventing cancer, heart disease, and diabetes. None of that hap-
pened.

FDA justifies budget increases with the same information every
year, coupled with new challenges, but increased funding for FDA
means more regulations, more control over the economy, and high-
er prices. I do not think people care about giving FDA more money
or seeing them exercise greater control. They just want safe and
healthy food. FDA never talks about those actual outcomes as they
do not want to be held accountable for failures. In fact, they fight
fiercely against any notion of accountability.

FDA has to get the science right. For example, FDA ignores the
biological science of evolution that shows us that tiny amounts of
exposures to substances, natural and synthetic, are not harming
us. In fact, when we are exposed to tiny amounts, well over half
of all chemicals and all radiation, they not only do not harm us,
they are actually beneficial. In addition, given the massive testing
of food and colored additives, it is unlikely that that is where the
significant risks are. FDA needs to cut out ineffective programs
and regulations, and going forward, needs to produce far fewer reg-
ulations. Ineffective programs include things like food standards.
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These are recipe standards from the 1930s that ensure manufac-
turers are producing foods just like mother used to make.

If we cut out useless programs and we have far fewer regula-
tions, resources will be freed up to meet new challenges. For exam-
ple, a better use of FDA resources would be to produce information
that helps food producers, particularly the small ones. A good ex-
ample would be letting producers know the root causes of food-
borne outbreaks. The challenges are real. We need to know wheth-
er chemicals like PFAS and microplastics present health risks, and,
if so, which ones of the many varieties are actually risky? We also
need to address food coming into this country with intentionally
added poisons from some of the most powerful enemies we have
ever faced.

FDA must embrace new science and technology. To start with,
FDA must be fully committed to precision health, including nutri-
tion, as we are now beginning to understand that individuals re-
spond differently to foods. That means that some national advice
and even some regulations, while it may help some, will harm oth-
ers. New technologies that will make food safer and healthier in-
clude smart packaging that will alert consumers to spoilage;
blockchain-enabled tracebacks, which FDA has recently begun, 1
am glad to say; robotics that can produce food more safely. There
are new types of treatments for pathogens for manufacturers. Bet-
ter foods can be produced through genetic modification and preci-
sion fermentation. And finally, for nutrition, there are new moni-
toring technologies that will give us real-time advice on what to eat
based on our personal characteristics. FDA needs to make sure
that the new technologies are safe, but also that we do not inhibit
innovations that will save lives.

To restore trust, FDA should be working for consumers like that
mythical waitress who cares about results for her family. Thank
you.

Chairman COMER. Thank you. I now recognize Mr. Safdar for his
opening statement, and I apologize for mispronouncing that. Maybe
you can correct my:

Mr. SAFDAR. It is fine.

STATEMENT OF SHABBIR IMBER SAFDAR
EXECUTIVE DIRECTOR
THE PARTNERSHIP FOR SAFE MEDICINES

Chairman Comer, Ranking Member Subramanyam, distin-
guished Members of the House Oversight and Government Reform
Committee, thank you for your leadership on this issue and for in-
viting me today. My name is Shabbir Imber Safdar. I am the Exec-
utive Director of the Partnership for Safe Medicines, a coalition of
all members of the supply chain dedicated to protecting Americans
from counterfeit medicines. You have read my written testimony,
and it is long and I apologize for that, but it is very thorough. We
have been doing this for over 20 years. But I want to just focus my
comments on just three areas today, which I think are of great con-
cern, and they focus on the current crop of crime and patient
endangerment around GLP-1s, or weight loss injectables.

First, unlicensed vendors are selling unregulated GLP-1s to pa-
tients without prescriptions. We see these sold on e-commerce
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websites like Etsy; through med spas, which are unlicensed to often
distribute prescription drugs; and also through fake online phar-
macies, selling them as peptides. They are often labeled as re-
search chemicals, like this one, and not for human consumption,
and yet people are being sold them with instructions to inject them
anyway, and they often do. We are not the only group worried
about this. In February, 38 states’ Attorneys General wrote to the
FDA asking them to take action on these, and the FBI issued a
similar alert, also raising concerns about compounders using illegal
ingredients in their products and illegal compounding.

Second, the FDA has cited patient safety issues even with legally
compounded weight loss injectables. Now, compounded medicine
fills a critical need in our drug supply and makes our drug supply
more resilient. For example, consider a medicine that commercially
comes in only an oral dosage form, like a pill, and the patient has
swallowing issues, perhaps because they are a child or because
their swallowing abilities are compromised. In that case, a
compounding pharmacy can make a liquid form and allow that pa-
tient to take the treatment. That compounded treatment, while an
unapproved drug by the FDA, is still better than skipping the
treatment altogether. However, the FDA has been clear that these
are not FDA approved and pose a safety risk because they are not
clinically tested for safety or efficacy.

If a patient must choose between taking a needed medicine or
skipping treatment, obviously you do take the medicine, but what
we are seeing in compounding of GLP-1s is a different situation al-
together. Opportunistic telehealth companies are enticing people
who do not plan on using weight loss injectables to start therapy
on these compounded, unapproved products. And GLT-1s are ster-
ile injectables, and compounding sterile products is very chal-
lenging, something we have actually seen from reading inspection
reports by state boards of pharmacy and the FDA. On top of that,
legitimate and safe ingredients for compounded medications, for
these medications, are actually difficult to come by, and in every
case I have seen in my experience, when things are difficult to
come by, criminals step in to fill the gap.

PSM recently studied freight shipments of both semaglutide and
tirzepatide, the active ingredients in major weight loss injectables,
coming in as freight, using the FDA imports data base. And most
of these were coming in from China and India, in some cases Can-
ada, and we found multiple entering shipments that should have
been denied entry at our ports. By studying that data base, we
found one shipment of semaglutide that claimed to be manufac-
tured at a JW Marriott in Canada. Now, not surprisingly, we did
check the FDA’s registered facilities data base for facilities in Can-
ada, and that JW Marriott is not, in fact, an approved manufac-
turing site that has ever been inspected. It was refused by inspec-
tors, which I am grateful for, but the second one was a shipment
that was stated to be manufactured at a health club in Toronto,
Canada. That shipment did actually make it through, and so it
came in, and we do not know where it went. I am sure the FDA’s
Office of Criminal Investigation probably does, but it went some-
where in the U.S. and is destined for U.S. patients, either by a le-
gitimate or illegitimate dispenser.
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A third bucket of GLP-1s that I would like to point out are these
lookalike counterfeits. It looks exactly like an injector pen that
would come from the branded manufacturer, but it does not, in
fact, contain the active ingredient or the right ingredient. Some-
times it even contains needles that have been compromised with
bacteria. This is an example of a unit of fake Ozempic that is not,
in fact, Ozempic. The criminals actually peeled off the label of the
real product and then printed up an Ozempic label and put it on.
A very alert pharmacist in Arkansas spotted this unit and quar-
antined it so that it would not be given to a patient and called the
investigator at the Board of Pharmacy. The Board of Pharmacy’s
investigator came over and used a new tool developed by the Na-
tional Association of Boards of Pharmacy called Pulse. It is a scan-
ner app, it is on your phone, and they used that tool to make an,
literally, under-a-second determination that that product was coun-
terfeit. That quick thinking by that pharmacist and that investi-
gator almost certainly protected patients in Arkansas and around
the country because the Arkansas State Board of Pharmacy then
immediately moved to suspend the license to the Florida dis-
tributor, who was shipping it into Arkansas, so they could no
longer do business in Arkansas.

I am very proud of the safety of the U.S. prescription drug sup-
ply. It is the best in the world, and yet it contends with an enor-
mous, perhaps globally record-breaking amount of criminality. And
despite that, none of us have to worry about walking into a bricks
and mortar pharmacy and getting a safe medicine. That is some-
thing that both keeps me up at night and actually also makes me
very comfortable about living in the United States. I thank you for
your time and I look forward to your questions.

Chairman COMER. The Chair now recognizes Dr. Kessler. Make
sure you got the microphone pulled right up to you so we can hear
and C-SPAN can hear.

STATEMENT OF DAVID KESSLER
FORMER COMMISSIONER
U.S. FOOD AND DRUG ADMINISTRATION

Dr. KESSLER. Mr. Chairman, Ranking Member, Members of the
Committee, my name is Dr. David Kessler. I have worked for both
Republican and Democratic Presidents. I was appointed by Presi-
dent George H.W. Bush and reappointed by President Bill Clinton
as Commissioner of the FDA. We were responsible for accelerated
approval, user fees, the food label, and the regulation of tobacco
products. The FDA is a national resource. In January 2021, I had
the privilege of returning to Federal service and co-leading Oper-
ation Warp Speed.

[Graph.]

Dr. KESSLER. Mr. Chairman, I am in full agreement with you
and share significant concerns about the safety and efficacy of il-
licit and sometimes licit drug products originating from overseas,
particularly China. As you can see from the first graph, only 4 per-
cent of active pharmaceutical ingredients, that is the key compo-
nent of a drug, are produced in the United States. Eighty percent
are produced in China and India. In my opinion, for example, we
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have been conducting a reckless national experiment with com-
pounded new weight loss drugs, the GLP-1s.

Based on the information I have received from the FDA, it does
not appear that there is routine FDA surveillance of the GLP-1s
that are being imported into the United States from China for
compounding to assure what is in the product. We cannot have con-
fidence in the safety of compounded GLP-1 drugs, but that is only
the tip of the iceberg. The conventional wisdom is that illicit cheap
copies are coming from China. That has changed. The more signifi-
cant threat, Mr. Chairman, is that China is attempting to surpass
the United States in the sciences.

As shown in the next figure, the highly respected Nature Global
Index reveals that eight of the top universities in terms of
impactful research in the natural sciences are located in China.
Specifically in chemistry, all 10 of the highest-ranked universities
are in China, and only in the health sciences does the U.S. hold
the lead. Do you want China to eat our lunch when it comes to
science and innovation? We need to recognize that China is poised
to surpass us in the sciences. We need to quickly act to make the
necessary investments to shore up our competitiveness and avoid
putting our Nation at risk.

I know there are limitations in methodology. However, the U.S.
scientists that I have spoken with increasingly see much higher-
quality work coming out of China. Look at the last figure. China
is increasing investment in research and development currently at
approximately $500 billion as of last year. In contrast, our invest-
ment in the NIH increased only slightly from 2004 to 2016 and is
now facing cuts. Whatever needs to be fixed, let us fix it, but we
need to make a marked increase in our investment.

I was a kid and went into the sciences after Russia launched
Sputnik in 1957 as a result of our country’s decision to be pre-
eminent in the sciences. We are facing Sputnik 2.0 today, but with
China. The current cuts to scientific research at the NIH and uni-
versities needs to be reversed. Otherwise, we are ceding the sci-
entific primacy that Congress over the last 75 years has worked on
a bipartisan basis so hard to ensure. One of the reasons we have
been able to lead the world in health sciences is due to a strong
FDA and its rigorous standards. One of my goals as Commissioner
was to ensure that if you needed access to a lifesaving drug and
you lived in the United States, you would have access to it before
anyone else in the world.

We saw that with COVID-19, for example, with the monoclonal
antibodies. Those drugs appear to have saved President Trump’s
life back in October 2020. Dr. Peter Stein’s office made that drug
available to the President and thousands of others. Dr. Peter Stein
was removed from office in the recent rounds of cuts, as were thou-
sands of others. It is no way to restore trust in FDA when you cut
the person who may have saved the President’s life. These cuts ap-
pear to me as devastating, haphazard, thoughtless, and chaotic.

Mr. Chairman, I agree with your priorities of increased enforce-
ment against illicit imports and counterfeits. I agree with your pri-
ority of improving the safety of our food. The current cuts will
make achieving those priorities impossible. We need to be clear-
eyed about the threat that China poses to American
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exceptionalism, especially in the sciences. We cannot afford to be
haphazard in our support of the American scientific enterprise, not
when China’s commitment to the sciences is more real than it has
been in the past. America’s real competition in the sciences is
China. The Administration and Congress need to understand the
nature of that competitive challenge and respond strategically,
thoughtfully, and with appropriate strength. Thank you, Mr. Chair-
man.

Chairman COMER. Thank you, and now we begin our questions.
The Chair recognizes Mrs. Luna from Florida.

Mrs. LuNA. Thank you, Chairman. Good morning, everyone. I
want to thank you all for being here today, but what we are deal-
ing with is not just about counterfeit vape pens or illicit Chinese
imports. This is how the FDA, the Agency that is supposed to pro-
tect the American people, has utterly failed to keep toxic chemicals
out of baby formula, sunscreen, and food products being sold in
stores here in America. Let me be crystal clear: American parents
have every reason to distrust the FDA when Red 40, a known dye,
is in their child’s cereals; benzene is in sunscreen, also a known
carcinogen; and Chinese-owned companies are allowed to dump
trash on our shelves with “Made in the USA” slapped on it. The
FDA has become a rubber stamp for big pharmaceuticals, big agri-
culture, and the CCP, instead of looking out for the best interest
of the American people.

Mr. Safdar, is benzene, a known carcinogen, safe in any quantity
in consumer products like sunscreen or face wash?

Mr. SAFDAR. Congresswoman, thank you for the question. PSM
focuses mostly on prescription medications and entirely in prescrip-
tion medications, and so I do not have the expertise to answer your
question about sunscreen.

Mrs. LuNA. OK. I appreciate your honesty there. For the Amer-
ican people watching, so you know, benzene is a known carcinogen,
and the FDA is allowing products with detectable levels of benzene
to remain on the market. If they are generally fighting for the best
interest of the American people, my question would be, why are
they not saying anything about this? Mr. Safdar, would you also
agree that the FDA can send armed agents into Amish dairy farms,
but they are not keeping toxic Chinese-made face washes out of our
stores?

Mr. SAFDAR. Congresswoman, thank you for the question. I nei-
ther work on anything related to food products or face washes, so
I cannot answer the question.

Mrs. LUNA. Got it. Does anyone on the panel have an answer to
that?

[No response.]

Mrs. LUNA. No? OK. Just for context, here is an article that I
would like to enter into the record, Mr. Chairman.

Chairman CoMER. OK. Without objection, so ordered.

Mrs. LuNA. The FDA was raiding Amish farms over raw milk,
which, to be honest with you, is pretty absurd given that the FDA
has dropped the ball on many other things that are actually caus-
ing cancer. Mr. Bentley, you talk about consumer freedom, but isn’t
it true that freedom is based on informed choices? And how can
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parents make informed choices when the FDA has allowed known
neurotoxins, like Red 40, in kids’ food without warning labels?

Mr. BENTLEY. Congresswoman, thank you so much for the ques-
tion. Food dyes is, I think

Chairman COMER. Make sure you got the microphone in front of
your face, everybody. Yes. There you go.

Mr. BENTLEY. I beg your pardon. Thank you so much, Congress-
woman. I appreciate the question. I think the issue of red dyes is
a particularly important one, and I think there does need to be fur-
ther research into its relative safety and to whether the FDA has
taken a relaxed attitude or and whether these products, even if
there is not a known health risk at the moment, whether a pre-
cautionary approach should be taken into removing them from the
market. So, I think that is very up for discussion, and I hope new
leadership of the FDA can look at these, perhaps under-examined,
questions in more detail.

Mrs. LUNA. Yes, we will be making those suggestions. As I am
sure you know, products based and manufactured in the U.K., even
in other parts of the world, are way different than American prod-
ucts. And just to put it in perspective, I mean, aside from corporate
lobbying and regulatory capture, do you think that there is a rea-
son why Red 40 would still remain in American products when it
is actively banned in the rest of the world? Just, if you could, yes
or no?

Mr. BENTLEY. No.

Mrs. LuNA. OK. I would say that because of the utter incom-
petence being displayed by the FDA, I understand that you are all
not the head of the FDA, but I am going to be choosing to reintro-
duce, and I am glad that you backed me up on this one, the Do
or Dye Act, which is what I introduced in the 119th Congress, to
remove some of those toxic chemicals and dyes from our food prod-
ucts. Dr. Williams, you are a former FDA economist. Can you
please help me understand something? Why is the FDA moving
faster to approve experimental drugs for billion-dollar pharma-
ceutical companies than it does to ban known toxins like benzene?

Dr. WiLLIAMS. First of all, I worked in the food section of FDA,
not in the drug section, so I really cannot comment on that. I will
say that

Mrs. LUNA. Just real quick, does anyone have a comment for
that, because we are at 41 seconds. Pharmaceutical?

[No response.]

Mrs. LUNA. Nothing. OK. So, continue.

Dr. WiLLiams. OK. I will say that in terms of color additives,
there is some misinformation out there. They are not banned in
Europe. Actually, Europeans do not care that much about having
color in their foods. The other thing is that you really have to focus
on the amount of exposure. Simply saying something is a toxin or
a carcinogen does not mean a lot. What matters is what the expo-
sure is.

Mrs. LUNA. Sir, if I can just interrupt you for a second, and I ap-
preciate your position, but what I will tell you is if you have some-
thing that is known to cause autism with children, you have a
young child’s brain that is developing, I do not think that that is
misinformation. I think that the American people are trusting the
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FDA to ensure that they do not even have to worry about levels
of additive that has something that has known detrimental effect
on a child. Either which way, why are we adding fake stuff into
a product that can just be naturally made? I think that that would
be the biggest argument, and I would say that Big Food wants it
to be a cheaper manufactured product because it is more of a net
profit for them on the back end.

Look, I am already over time. I appreciate you guys being here
today, but if you have anything that you can provide my office
with, I would appreciate it because I think that the FDA needs an
entire overhaul, and I think that the FDA currently is for sale.
Thanks, guys.

Chairman COMER. The Chair recognizes Mr. Subramanyam.

Mr. SUBRAMANYAM. Thank you, Mr. Chair. Dr. Kessler, I was
very interested in your testimony about how these cuts are affect-
ing our food safety and, really, just our ability to have a func-
tioning FDA. And so, could you just tell me a little more, these fir-
ing at HHS and FDA, in particular, we are trying to find effective
strategies to bring new drugs to market in a safe manner, but in
an expedient manner, but how do these cuts affect our ability to
do that?

Dr. KESSLER. Imagine, Ranking Member, that, you know, there
was a major airline. That major airline decided today that it was
going to fire everyone except the co-pilots, and it was going to run
that airline and it only had the co-pilots, OK? No pilots, the senior
people are gone. People who fix the planes were gone. People who
got people on the plane were gone. I think that is what we are fac-
ing with these cuts. Imagine if you try to run this Congress and
there were only Congressmen and Congresswomen in the building,
all right? That is what is going on at FDA today. I have major con-
cerns. We are at risk. I think we are less safe today.

Mr. SUBRAMANYAM. I have talked to farmers who have talked
about the outbreak of avian flu, and we actually had the first mam-
mal case of bird flu in the state of Virginia, the Commonwealth of
Virginia, and my district on Monday. How would these cuts impact
the FDA’s ability to deal with the bird flu epidemic?

Dr. KESSLER. The leading experts on avian flu are certainly at
FDA and at NIH. This is not just about FDA. Dr. Jeanne
Marrazzo, who is running NIAID, taught me everything about
avian flu. She is no longer there. We are at risk from infectious dis-
eases. Look, I cannot tell you whether we are one mutation away
or two mutations away, all right? It has had devastating effects, I
mean, on our animal livestock, and it gives me great concern, but
that day is going to come, OK, and those people we need are not
there.

Mr. SUBRAMANYAM. And I would like to enter into the record a
Washington Post article titled, “Worries Grow Over Risks to Ameri-
cans as Trump Cuts Health Safety Agencies.”

Chairman COMER. Without objection, so ordered.

Mr. SUBRAMANYAM. April 6.

And so, how would these firings at the FDA impact its ability to
make sure that infant formula is safe and that we do not have an-
other infant formula crisis?
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Dr. KESSLER. Absolutely. You are exactly right. What we heard,
I think, from my panelists, whether it is hemp, whether it is e-ciga-
rettes, these are complicated regulatory decisions. You have indus-
tries asking at this table, please, we need thoughtful regulations,
right, that are well-balanced. Those people who are in charge of
that policy at FDA to be able to work through, to get the right an-
swers with the Congress, even to answer your request for informa-
tion, they are not there.

Mr. SUBRAMANYAM. And you said recently, it is not too late to
undo at least some of the damage that has been done. How much
time do we have left before we cannot fix what has been broken,
and what would you do to fix it?

Dr. KESSLER. I always believe that things were fixable, right?
You know, I think we have seen that, right? You can always go in
and fix. The problem is, especially in the sciences, I have been the
dean of two major medical schools. This is about expertise. This is
about pipeline, right? If we lose a generation of young people—I
mean, young people got hit with COVID—I think we cannot under-
estimate the effect. They could not go into their laboratories. They
had to sacrifice their training. If we now have these cuts, right, at
NIH, you know, a second time, they cannot get jobs as postdocs, we
are going to lose a generation of scientists. They are going to set
back this country, and that is true at FDA. We have lost a thou-
sand person years of expertise in a few weeks. I mean, if we let
this go on for much longer, I mean, I think it is a matter of weeks.
I mean, you know, this may not be fixable. This may affect us for
decades.

Mr. SUBRAMANYAM. Thank you, Dr. Kessler. I yield back.

Chairman COMER. The Chair now recognizes the Chairman of
the Government Operations Subcommittee, Mr. Sessions from
Texas.

Mr. SESSIONS. Mr. Chairman, thank you very much. Dr. Kessler,
thank you for being here. We have had the former head of the FDA
in before this Committee several times. It was a purely political
dance that he provided this committee, not only on answering the
people that were not going to work, the empty parking lots at FDA,
people who chose to work from home, not collaborating, working
with each other for 4 years. This happened all across government,
and I find it interesting that now the argument is everybody wants
to come back to work when you and I know that we disagree on
that issue.

[Slide]

Mr. SEssIONS. To the panel, I would like to say to you, I had an
opportunity this morning to look at WebMD, and you may have
your own ideas about the effectiveness or how WebMD works, but
the bottom line is, is that I am looking at what might be delta—
8, which is this unregulated form of hemp THC. It is called delta—
8 THC. THC is an addictive product. WebMD says that marijuana,
which is what THC is, use over several years causes brain effects,
like lower IQ, slower processing speed, memory, and attention
issues. I would direct you to this slide here where delta—8 is in-
volved and it is marketed in such a way that it appeals to not only
adults, but also to children.
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WebMD further says, “hemp’s legality stems from the so-called
Federal Farm Bill—and I am quoting this—“the so-called Farm
Bill, which removed hemp and its byproducts from the list of con-
trolled substances.” The reason hemp’s low THC levels, less than
.3, which was in the bill, but the bill does not mention delta—8 any-
where. And what has happened is chemists have come in and
changed that viewpoint, not only of hemp, which I was, as the
Chairman of the Rules Committee, very open to when the gen-
tleman, the young Congressman, former Chairman, former head of
the Agriculture Committee in Kentucky, came and asked me if I
would allow this to be put into the Farm Bill. And I went through
a detailed explanation with him about what hemp stood for and
how it might be used.

I was told it was this: ropes, things that are used by Americans
every day, but to build the market, and he did not say anything
that was wrong to me. He said what was right at the time. But
now these so-called loopholes, chemistry, these are dangerous prod-
ucts that create in, not only my congressional district, the Sheriff
in McLennan County came to me and said, “Congressman Sessions,
please go to our hospitals and look and see what is happening as
a result of delta—8,” what is happening as a result of this hemp
product that has become loaded with THC.

I think what I would say to you is this: it is widely seen by many
people as a dangerous product. It is dangerous not only to adults,
it is very dangerous to children, children who do not recognize the
difference between what might be a small product, a gummy, per-
haps, or something else, and then turns into an emergency episode
at an emergency room. I think one of the telling things comes from
a guy whose name is Elton John, a well-known musician, who has
stated that of all the things that he has seen in his life, one of the
worst things that he has seen is America and anybody else that le-
galizes marijuana.

Marijuana is THC, and so, gentlemen, I will be watching you,
and I am interested in the hemp industry, the same reason why,
as Chairman of the Rules Committee, I allowed it to be in the
Farm Bill. But gentlemen, we have got to understand, it is a dan-
gerous product that causes IQ problems, it causes problems with
slowness of adults, and it causes problems that are harmful to chil-
dren. Mr. Chairman, I yield back my time.

Chairman COMER. Thank you. The Chair recognizes Mr.
Krishnamoorthi from Illinois.

Mr. KRISHNAMOORTHI. Thank you, Mr. Chair. I want to show a
visual here.

[Chart]

Mr. KRISHNAMOORTHI. And, Dr. Williams, according to the CDC,
measles cases have skyrocketed during Donald Trump’s time in of-
fice, with 607 confirmed cases and two tragic deaths. You do not
dispute that, right? You got to turn on your mic.

Dr. WiLLIAMS. Yes, sorry. No, I do not dispute that.

Mr. KRISHNAMOORTHI. And, Dr. Williams, you wrote that “This
tragic measles outbreak is a direct consequence of spreading mis-
leading information about vaccines, and, unfortunately, Health Sec-
retary, Robert F. Kennedy Jr., has played a role in perpetuating
these false claims.” You wrote that, correct?
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| Dr. WiLLIAMS. No, I did not write that. It must be another Wil-
iams.

Mr. KRISHNAMOORTHI. “Measles Outbreak, RFK, Jr.’s Health
Agenda & Surprising Health Wins.”

Dr. WILLIAMS. No, sir, I did not write that.

Mr. KRISHNAMOORTHI. OK. Let me mention this. On Sunday, Mr.
Kennedy finally said the most effective way to prevent the spread
of measles is the MMR vaccine, but he did not disavow false claims
that many people have said were directly linked to the measles out-
break. And this, obviously, is something that must be addressed
immediately, correct?

Dr. WiLLIAMS. Yes, sir.

Mr. KRISHNAMOORTHI. Let me turn to my next topic. President
Trump has put tariffs on just about everything, sending prices sky-
rocketing, and, unfortunately, the stock market is plummeting
right now. Mr. Bentley, you wrote that “Tariffs of any kind are a
direct tax on consumers,” correct?

Mr. BENTLEY. That is correct.

Mr. KRISHNAMOORTHI. And Mr. Safdar, in a February 18 Q&A at
the White House, the following was asked and answered of the
President. The question was asked to the President, “And what
about pharmaceutical tariffs?” Answer, “It will be 25 percent and
higher.” You do not dispute he said that, correct, Mr. Safdar?

Mr. SAFDAR. I was not at the White House, Congressman, but I
will take your word for it.

Mr. KRISHNAMOORTHI. OK. Thank you. Well, look, today, accord-
ing to The New York Times and many other periodicals, even com-
mon medicines like Tylenol and the active pharmaceutical ingredi-
ents in Advil are primarily made outside the U.S. and are now sub-
ject to tariffs. Moreover, according to Forbes and ING, researchers
have found that tariffs will increase the price of all generics by
about $42 per drug per year. So, I come back to you, Mr. Bentley.
You said in this article, “Tariffs are not just a threat to the econ-
omy, they are a threat to public health,” correct?

Mr. BENTLEY. Correct, Congressman. I was talking about tariffs
on e-cigarettes, which would be a threat to public health because
e-cigarettes are a substitute for combustible cigarettes.

Mr. KRISHNAMOORTHI. And of course, tariffs on generic drugs
would also be a threat to public health as well. Now, let me turn
to you again, Mr. Bentley, regarding e-cigarettes. Mr. Bentley, by
2018 and 2019, 20 percent of our kids were vaping, and the rate
was doubling year-over-year, prompting Trump’s then FDA Com-
missioner, Scott Gottlieb, to call it an epidemic. However, at this
time in 2018, you call the situation “an alleged epidemic,” right?

Mr. BENTLEY. Correct.

Mr. KRISHNAMOORTHI. And today, there are over 1.6 million
youth vapers, yet despite millions of underage users, you said re-
cently that “claims of widespread youth vaping are disputable.”
You said that in this article, correct?

Mr. BENTLEY. Correct, because youth vaping has fallen dramati-
cally since 2019.

Mr. KRISHNAMOORTHI. I assure you that the parents of the 1.6
million youth vapers do not believe that somehow claims of wide-
spread youth vaping are somehow disputable. Now, let me turn to
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another article that you wrote here. You said, “A Question of Taste:
The Public Health Case for E-Cigarette Flavors.” You believe, as
the title suggests, that there is a public health case for flavored
vapes, right?

Mr. BENTLEY. That is correct, Congressman.

Mr. KRISHNAMOORTHI. Let me just show you some of the Amer-
ican-sourced vapes that are on the market currently. Strawberry
Super Strudel. There is a public health case for that, right?

. Mr. BENTLEY. There are 18 million adult vapers in the United
tates——

Mr. KRISHNAMOORTHI. There is a public health case for Straw-
berry Strudel?

Mr. BENTLEY. Yes, there is because most——

Mr. KRISHNAMOORTHI. And how about this one, Rainbow Road?
There is a public health case for Rainbow Road, right?

Mr. BENTLEY. They all need to go through FDA review to be eval-
uated on their public health merits, which I completely support,
but flavors are the overwhelming choice of adults, 18 million of
whom are using e-cigarettes to quit smoking.

Mr. KRISHNAMOORTHI. On page 3 of your statement, 13 percent
of youth who vape cite the availability of flavors as their reason for
vaping, so hundreds of thousands of children who have never
smoked are taking up vaping because of these flavors. This is Sour
Skittles. This is a Sour Skittle vape. Sir, your defense of flavored
vapes is completely unacceptable and endangering our youth today.
Thank you, and I yield back.

Chairman COMER. The gentleman yields back. I will recognize
myself for questions. Mr. Bentley, tobacco is still a huge crop in my
congressional district. Tobacco is still legal in the United States. In
2014, the FDA collected $1.8 billion in user fees by the Center for
Tobacco Products. Today, that number is $3.5 billion in user fees.
Despite this increase, the FDA continues to put out unclear or in-
complete guidance, causing the people in the business that want to
play by the rules to have uncertainty. Why can’t FDA properly reg-
ulate tobacco despite charging the tobacco companies billions of dol-
lars?

Mr. BENTLEY. Thank you for the question, Congressman, and you
are exactly right. The Center for Tobacco Products run by FDA has
collected billions of dollars in user fees, and yet we have a nicotine
market that is in chaos with 90 percent of e-cigarettes being
bought on the illicit market. What can change at FDA to resolve
the problem of the illicit market is not more funding and staff——

Chairman COMER. Right.

Mr. BENTLEY [continuing]. But the process of approvals.

Chairman COMER. And just to touch on what my friend, Mr.
Krishnamoorthi said, it is my understanding that the FDA ap-
proves very few tobacco and nicotine products, even though many
of the products the PMTA processes are safer than traditional ciga-
rettes. Is that true?

Mr. BENTLEY. That is exactly true.

Chairman COMER. So, why is the FDA refusing to authorize safer
products?

Mr. BENTLEY. Because the FDA interprets what is called the ap-
propriate for protection of public health standard in a particularly
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opaque and, we imagine, strict way, and that means fewer products
by companies, as you say, Congressman, who want to play by the
rules

Chairman COMER. All right.

Mr. BENTLEY [continuing]. Are getting to the market.

Chairman COMER. And I would argue, to go along with what Mr.
Krishnamoorthi said, the FDA’s refusal to approve new tobacco
products created a thriving market for illegal and unsafe products,
the ones that Mr. Krishnamoorthi was talking about, from China.
These products are targeted at children. What should FDA be
doing to prevent these illicit Chinese products targeting our chil-
dren?

Mr. BENTLEY. FDA has set up a multi-agency task force, particu-
larly with partnership with DOJ and CBP, to try and track and
halt the importation of products from China. But at the end of the
day, this will be nothing really more than a bandage unless its own
internal processes can be reformed, which also, fortunately, do not
require more staff or more funding.

Chairman CoOMER. All right. Mr. Miller, we are going to shift
gears to talk about hemp and hemp derivatives. So, the Congress
legalized the sale of hemp, like Mr. Sessions was talking about,
and hemp derivatives, by removing them from being Schedule I
substances. To what extent has FDA regulated hemp derived prod-
ucts like CBD?

Mr. MILLER. They have not, and we as an industry are begging
for that regulation.

Chairman COMER. Why hasn’t the FDA refused to regulate hemp
and its derivatives despite having the authority to do so and de-
spite the leading organization representing the credible manufac-
turers and producers begging them to do that?

Mr. MILLER. They have gone back and forth. They initially said
that they were going to regulate products, and then they have now
claimed they need to have congressional authorization to allow
them to regulate that. We dispute that. And I do want to mention,
because Congressman Sessions raised that issue about youth use
of these products, we as an industry strongly oppose the sale of
these products or the marketing of these products to children and
really are looking for the FDA’s help to make sure that that does
not happen.

Chairman COMER. How long would it take the FDA to do some-
thing like this? I mean, what are we talking here?

Mr. MILLER. Well, we——

Chairman COMER. Do we need a gazillion bureaucrats that work
from home? What is involved in FDA to regulate this, especially
when you have the industry wanting to be regulated?

Mr. MILLER. So, there currently are a number of safeguards
under current law that the FDA could use and has chosen not to
use within the Federal Food, Drug, and Cosmetic Act. For example,
the law precludes manufacturers and distributors from selling mis-
labeled or adulterated products, and it requires the manufacture
and sale of products consistent with good manufacturing practices.
The law also requires reporting of serious adverse events, and it
mandates strict labeling, including, if FDA desires, warning
against the use of products by children. Finally, the FDA, with the
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Consumer Product Safety Commission, could require child-proof
packaging.

Chairman COMER. All right.

Mr. MILLER. So, there are existing——

Chairman COMER. Got it.

Mr. MILLER [continuing]. Laws out there that they can take ad-
vantage of.

Chairman COMER. Very good. My last question, Dr. Williams, we
investigated the infant formula crisis extensively in this Committee
last Congress. Can you talk through, quickly, how the FDA failed
to prevent the crisis and what needs to be done to improve competi-
tion and resilience to ensure an infant formula crisis never hap-
pens again?

Dr. WiLLIAMS. Yes. One of the main problems, particularly with
supply, was that we would have manufacturers write to FDA and
say we are thinking about getting into the infant formula business.
The FDA would respond with please do not. They wanted to keep
the number of suppliers down to six, and they did that. So, con-
sequently, when we had one plant that had a problem that actually
had been investigated, when it had stopped production, that is
when we hit a huge supply problem. But there was one other prob-
lem, and this stems from the Infant Formula Act dating back, I be-
lieve, to the 1980s, where FDA produced a regulation that was ad-
dressing manufacturing of infant formula, good manufacturing
practices. None of it, in my estimation, in my analysis, would help
infant formula at all. Nevertheless, the FDA was determined to go
forward. The problem with that was when FDA passes regulations
on infant formula, that raises the price of infant formula for people
who cannot get it for free. What happens is less well-off consumers
extend the infant formula with water, and there is nothing more
dangerous than the primary source of nutrition being extended
with water for infants. So, that is another problem that I think
FDA needs to be aware of.

Chairman COMER. Very good. The Chair recognizes Ro Khanna
from California.

Mr. KHANNA. Thank you, Mr. Chairman. Dr. Kessler, there is a
dangerous anti-intellectualism that has become fashionable in our
country today: attack the scientist, attack the thinker, attack the
academic. Vice President Vance says the universities are the
enemy. He is calling an enemy the university where the President
who appointed you went, Yale; calling Harvard, where you were
educated, the enemy; calling the very university he or I studied at
the enemy. And I am tired of politicians having this kind of false
populism where they are attacking people who read, attacking peo-
ple who think, attacking people who actually engage in intellectual
excellence. What has been the alternative? Appointing people who
did not do the homework, who never read a book about economics
or health sciences. We see what that is turning out to be.

And I want to ask you, Dr. Kessler, because I was so concerned
about the firing of Dr. Peter Marks, who has more qualifications
than the entire Cabinet put together, who actually did the one
thing with Operation Warp Speed that was Donald Trump’s con-
tribution. Can you talk about how offensive it is that people far
less qualified, far less knowledgeable fired this man?
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Dr. KessSLER. I do not think I could say it better, Congressman,
than you just said it.

Mr. KHANNA. I mean, go ahead.

Dr. KESSLER. I mean, this feels a little surreal just sitting here,
because everybody wants a stronger FDA, everybody wants more
regulation, fix this, make sure that infant formula is safe, make
sure that drug is safe, make sure that dietary supplement is safe,
do a better job, go here, go there, make sure this import, right, does
not contain any harmful products. But over the last several weeks,
this Agency has been devastated.

Mr. KHANNA. And, Dr. Kessler, I am talking about something
even deeper, because I agree with you. These cuts are going to hurt
people, the lifesaving treatments are not going to get approved. But
I understand people are angry in this country. They are angry that
jobs have gone offshore. They are angry that wages have stagnated.
But what you have is politicians exploiting it in a false populism
to blame anyone who thinks, to blame anyone who reads, to blame
anyone who has ideas. They are attacking the smartest people in
our country and blaming them for problems that were caused by
political failures, and we need politicians in this country who are
going to say we are going to stand to defend intellectuals. We are
not going to be afraid of that. We are going to stand to defend insti-
tutions that have led thought.

You know, Lincoln called it mob rule. It is a story that goes all
the way back to the Athenian mobs taking on Socrates, and I want
people in our country, politicians, to stop with the false populism,
to stop attacking the people who do their homework and who are
leading inventions and who are leading science and leading think-
ing. President George Herbert Walker Bush, who actually sac-
rificed and fought in World War II, what would he have thought
about this Vice President attacking Yale, about this Health Sec-
retary firing people of competence and exceptional talent?

Dr. KESSLER. I was there sitting at graduation as a dean when
President Bush came to give the commencement address. These
universities have contributed mightily to, not only the intellectual
life, right, not only to our freedoms, but to our competitiveness, and
scientific advances have been generated by these universities. That
was what this Congress, back in the 1950s and 1960s, set up this
system. Bush, right, had a system that gave rise to the medicines
that we have available today. We have to be able to support that
biomedical infrastructure. That is under attack. It needs to stop.

Mr. KHANNA. And I appreciate your service.

Chairman COMER. The Chair now recognizes Mr. Grothman from
Wisconsin.

Mr. GROTHMAN. Thank you. I got to respond to a little bit of that.
First of all, wages are stagnating. They are stagnating under the
law of supply and demand. We just had a President who let 10 mil-
lion people in this country. Of course, wages are stagnating, and
I think a lot of times the business community is just fine with that.
I have had businessmen complain to me, you know, I have to give
my workers another raise here. Isn’t that horrible? You know, can
we have more immigrants around here? So, we know why wages
are stagnating. They are stagnating because of excessive immigra-
tion.
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As far as our universities, there is no diversity of thought there.
My one other comment, you talk about people who think and read.
In my experience, people who are skeptical of our medical commu-
nity, our pharmaceutical community, are the most well-read people
in my district. That is why they are skeptical. They go beyond just
the blather you get in the mainstream media, but OK.

Now we got to ask some questions here. I will ask one of you
folks. It seems to me, am I correct here, we have more pharma-
ceuticals per person prescribed, consumed, or whatever in this
country than the world, or at least more than any other Western
countries?

[No response.]

Mr. GROTHMAN. You do not know. OK. We will try to give you
another question. Do we have more antidepressants consumed in
this country than other countries?

[No response.]

Mr. GROTHMAN. You do not know. Stumped again. OK. OK. I will
go for Mr. Williams. Americans have been grappling with—I will
digress for a second. As far as bringing new pharmaceuticals on the
market, do you believe the pharmaceutical industry itself has a dis-
proportionate influence in determining which drugs come on the
market and which off-brand drugs are not going to be researched?

Dr. WiLL1AMS. My expertise is in food safety and nutrition, not
in pharmaceuticals, unfortunately.

Mr. GROTHMAN. OK. Well, we will give you a food question then.
Americans have been grappling with high inflation, especially food
inflation. During the Biden Administration, grocery prices rose 22
percent. Would you simplify the FDA’s food regulatory structure to
lower prices? Could you give me some examples of what could be
done?

Dr. WiLLIAMS. Yes. I believe that is exactly what I would do. I
think a lot of the problem with FDA’s food regulations from my ex-
pertise—and it really is now going on over 40 years, and I continue
to look at it—is that too many of FDA’s regulations were not being
made because it was going to keep food safer or because it was
going to help nutrition. A lot of it is because of some firms control-
ling FDA saying we want regulations to put our competitors at a
disadvantage. All those regulations have to be complied with and
all of that compliance by those firms raises prices. They do not pay
for the regulations. This is a big misunderstanding, particularly in
FDA. It is consumers.

Mr. GROTHMAN. Yes. Can you give me a ballpark number on,
what you think, food prices? Could it drop if we did not have what
I will refer to as unnecessary regulation?

Dr. WiLLiaMS. I wish I had that information, and I do not. But
I think it would certainly help, and it would certainly help FDA to
target their inspections and focus their resources on real risk.

Mr. GROTHMAN. OK. We will give Mr. Bentley a question or Mr.
Miller. America does spend a great deal on medicine and a lot of
that is on drugs. Nevertheless, our life expectancy seems to be less
than other developed countries. Can you comment on that?

Mr. BENTLEY. Congressman, my expertise is basically in tobacco
policy, but I will say an easy way that we could increase life ex-
pectancy and reduce cancer is have more authorized safer alter-
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natives to cigarettes onto the market, which FDA has been sty-
mieing for the last 5 years.

Mr. GROTHMAN. OK. Mr. Miller, you got any comments?

Mr. MILLER. I would just add that when it comes to holistic prod-
ucts, products made from American agriculture like hemp, these
give alternatives to pharmaceuticals that a lot of Americans find
tremendous relief in, and we should be promoting them, but we
should also, as I have been saying, regulate them strictly.

Mr. GROTHMAN. OK. I will give Mr. Bentley and Williams and
the fourth one down the line one more question or one more crack
at it. It seems to me, compared to other countries, that we are over
medicated, and I am not sure that it is resulting in better health.
Could you comment on that?

Mr. SAFDAR. Congressman, my expertise is not in that area, but
I will say that our drug supply, which is my expertise, is probably
the safest in the world. In fact, the next time you go up and pick
up a prescription, you probably should buy a $2 lottery ticket. You
are more likely to hit that than to ever get a counterfeit medicine
in a pharmacy. It is really the pride of the world.

Mr. GROTHMAN. Thank you.

Dr. WiLLiams. I will just add to that. In fact, I think medicine
has been responsible for our longevity up until now, but I think it
is time to focus on prevention, and I am very glad to see that there
are a number of people entering government now that are focused
on prevention more than medicalizing people who are already ill.

Mr. GROTHMAN. OK.

Chairman COMER. Before 1 recognize Mr. Mfume, Mr.
Krishnamoorthi has asked for recognition of unanimous consent.

Mr. KRISHNAMOORTHI. Yes. Mr. Chairman, thank you so much
for allowing me to enter into the record, or I request unanimous
consent for this article by our witness, Mr. Richard Williams, enti-
tled, “Measles Outbreak: RFK, Jr.’s Health Agenda & Surprising
Health Wins” from his website, and I give the witness a chance to
remember that he wrote this, but it is from your website. This is
your picture, this is your article, and this is your quote that I had
from earlier.

Chairman COMER. Without objection, so ordered.

Mr. KrRISHNAMOORTHI. Would you give him a chance to respond
or

Chairman COMER. If he wants to respond. It is up to the witness.

Dr. WiLLIAMS. I will go back and take a look, but, yes, I do not
recall that one.

Mr. KRISHNAMOORTHI. We will give you a copy of this, OK? It is
serious to deny that you wrote this article.

Chairman COMER. All right. The Chair recognizes Mr. Mfume
from Maryland.

Mr. MFUME. Thank you very much, Mr. Chairman. My thanks to
the witnesses who are here today. I want to just say a couple of
things that are quite obvious and then turn the attention a bit to
clinical trials. Dr. Kessler, I am going to start by saying I am going
to end with you because I found your comments to be chilling and
to be a real warning to where we are and where we are headed if
we do not heed

Dr. KESSLER. Thank you.
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Mr. MFUME [continuing]. The fact that we are making big mis-
takes right now every day as we dismantle the Food and Drug Ad-
ministration. But before I do that, let me just state the obvious,
and that is that everyone I think wants to protect the health of all
Americans, at least everybody should, and everybody wants to root
out illicit products that always find their way into our markets,
and that is why ensuring the health of the FDA is so vital to this
country. It has got to have the resources to protect all of us regard-
less of race, ethnicity, sex, or any other designation. It is critical
to public health.

Since the FDA Commissioner Makary was sworn into service on
April 1, Secretary Kennedy and he have pushed out and fired, as
has been stated, over 4,000 Federal employees at FDA, and just
last week, more than 800 staff at FDA Center for Drug Evaluation
and Research were also fired. That center in particular is respon-
sible for approving and monitoring new medications that come onto
the market for side effects and for updating drug warning labels
accordingly. Those fired workers, as has been stated earlier, are
some of the Nation’s best and brightest scientists in charge of en-
suring our supply of infant formula to make sure that it is safe,
our medications for our family members and grandparents, food for
all of us, and many, many ways the highest quality of food safety
that we can expect in this country.

So, to have trust in the FDA, its decisions, and its ability to en-
sure effectiveness of the drugs that are approved, that requires re-
search, it requires clinical trials, and those trials must include all
American groups that may have need for the treatment. So, effec-
tiveness and safety cannot be ensured to all without the inclusion
of all Americans in those clinical trials, which is why I am particu-
larly disturbed that these mass firings at our Nation’s health agen-
cies, in addition to these anti-DEI efforts, and similar rhetoric
across this Administration will make improving the overall health
of Americans much, much more difficult. So, it was unfortunate to
see that the FDA removed previously issued draft guidance on di-
versity in clinical trials from its website, as if to suggest that dis-
ease is racially monolithic. Clinical trials refute that. Clinical
trials, when they are done correctly and with diverse participants,
give us the ability over and over again to produce the best medica-
tions and to chart out the best courses.

In this Congress, we passed, several years ago, something known
as the Henrietta Lacks Enhancing Cancer Research Act in January
2021. Many of you will remember this was initially led by the
former Chairman of this Committee, the late Elijah Cummings,
and this very Committee listened to testimony about why it was
important, and it was many of you on this Committee that joined
me and others on the Floor to argue for its passage, and it was in-
deed passed. Mrs. Henrietta Lacks and her extraordinary story of
her HeLa cells, which were alive many, many years after her phys-
ical death, have been very instructive in terms of finding a way to
create cures for diseases. Jonas Salk will tell you that, before he
was able to finalize the polio vaccine, he had it tested against her
cells long after her death to make sure that it was, in fact, effec-
tive. It has been effective in HPC vaccines and it has been effective
in helping the mapping of human genomes. So, we do not want to
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go back to the days prior to Mrs. Lacks when no one wanted to talk
about diversity in clinical trials, and we do not want to stay where
we are, where we are erasing any allusion to diversity in those
trials from the website of the FDA. I just do not understand it at
all.

I want to, if I might, just get your opinion, those of you who are
here right now, as to whether or not you think that removing di-
versity from clinical trials helps the American public or advances
medical science. Dr. Kessler?

Dr. KESSLER. It is absolutely essential that our clinical trials be
done in a diverse population. There is great variability of biological
response. I am humbled when I look at medicines and how variable
they respond in different people. It is just the nature of biology. We
work very hard—the pharmaceutical industry, FDA, the univer-
sities—to make sure that clinical trials are increasingly representa-
tive and diverse. If we want to understand how medicines work, if
we want safe and effective medicines, clinical trials require a rep-
resentative and diverse population.

Mr. MFUME. Mr. Chairman, if I might have an additional 15 sec-
onds. I would like to ask unanimous consent that we enter into the
record the GAO report to congressional committees 2 years ago en-
titled, “Cancer Clinical Trials.”

Chairman COMER. Without objection, so ordered.

Mr. MFUME. I would like to ask unanimous consent that we enter
into the record Public Law 116-291, which many of the Members
of this Committee voted in favor of, that created this whole notion
of more diverse clinical trials, particularly in cancer research.

Chairman COMER. Without objection, so ordered.

Mr. MFUME. And I would like to ask unanimous consent to enter
into the record clinical research entitled, “Genetic Variant and Car-
diac Remodeling, Injury, and Heart Failure Risk in Black Adults.”

Chairman COMER. Without objection, so ordered.

Mr. MFUME. Thank you. I yield back.

Chairman COMER. The Chair recognizes Mr. Perry from Pennsyl-
vania.

Mr. PERRY. Thank you, Mr. Chairman. Gentlemen, thank you for
being here. The average life expectancy for Americans is 78 years
despite spending more than every other Western developed coun-
try, which has a life expectancy of 82 years, so we are not doing
so well. Six in 10 Americans have at least one chronic disease, with
more than 40 percent of children suffering from at least one health
condition. I think that is astounding.

Mr. Safdar, as of March 31 of this year, the American Society of
Health-System Pharmacists lists 238 drugs in shortage. These
shortages include pharmaceuticals used to treat infections, heart
failure, psychiatric conditions, and cancer, and include drugs such
as amoxicillin, penicillin, cisplatin, and active ingredients in most
chemotherapeutic regimes. As you probably know, the medications
taken by Americans are manufactured largely overseas, and their
active ingredients are overwhelmingly made in India and China.
Can you explain to us how our dependence on foreign pharma-
ceutical markets has created manufacturing delays for critical
medications across the USA?
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Mr. SAFDAR. Thank you, Congressman, for the question. While I
am not an expert in the inspection of foreign facilities, it is clear
that our supply chain is global at this moment, and medicines come
from and the ingredients come from all over the place. We are usu-
ally very pleased to see efforts to secure the supply chain and to
secure manufacturing facilities with inspectors from the FDA, and
it is part of what makes our supply chain most resilient.

Mr. PERRY. Do you think it is a good plan for the United States
to rely so heavily on other countries, including ones that consider
us their enemy, which would be the Communist Party of China?

Mr. SAFDAR. Well, the national security implications of that are
definitely outside my expertise, but I think that the doctor here has
probably got a better perspective.

Mr. PERRY. OK. Dr. Kessler, what do you got?

Dr. KESSLER. I agree with you a hundred percent. I mean, I was
in charge of, you know, with my colleagues, Operation Warp Speed
of sourcing for the monoclonal antibodies, for example. We are at
risk as a country. We are not producing in this country essential
medicines for lifesaving conditions. We need to do a better job.

Mr. PERRY. So, either one of you, or anybody, is it because the
precursors or the drugs themselves are rare and unattainable in
the United States of America?

Dr. KESSLER. If you look at the top universities for chemistry
today—Nature Index has them—10 out of 10 are in China.

Mr. PERRY. But is that because they are unavailable in the
United States of America?

Dr. KESSLER. Chemists make the drugs, right? Where are they
training the chemists? Where is that scientific expertise, right? We
are not investing in this country in the natural sciences

Mr. PERRY. So, you are saying we have the material. We do not
have the know-how. Is that what you are saying?

Dr. KESSLER. We do not have the know-how, we do not have the
plants, we do not have the commitment.

Mr. PERRY. Do these drug shortages then enhance the prolifera-
tion of the illegal knockoff drugs? Is that a cause-and-effect rela-
tionship? We cannot get them here, so there are knockoffs produced
overseas, even in our country, that are often dangerous to people
in our society that think they are taking a legitimate drug. They
get it on the internet or get it through the mail and then take it
and then overdose. Is that a part and parcel to this?

Dr. KESSLER. It is a much better strategy, right, to have the tal-
ent, the expertise, and the commitment, and have those chemicals
come from a secure supply chain, right, than through a lot of dif-
ferent unregulated sources. I mean, you want to lose sleep? That
is what you should lose sleep about, where our medicines are com-
ing from.

Mr. PERRY. Mr. Safdar, does the presence of a strong domestic
compounding industry contribute to supply chain resilience and pa-
tient access at any time, but certainly during national emergencies
or supply chain disruptions?

Mr. SAFDAR. Congressman, thank you for the question. Yes. As
I said in my opening remarks, I think that there is a critical niche
role that compounding plays in our drug supply, but as the FDA
has said, compounded medications are not approved and they are
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not tested for safety or efficacy, so they should be used as a last
resort. But as you pointed out, if there is a medicine you need for
treatment that would be dangerous to your health to delay, you
should definitely take a compounded version if the normal product,
the FDA-approved product, is not available.

Mr. PERRY. But what you say seems to imply that there is some-
how dangerous. Aren’t they manufactured domestically in a li-
censed facility with oversight of state boards?

Mr. SAFDAR. The FDA has actually been very clear that their
safety is not the same as FDA-approved drugs, which should be
generics or the branded products, that they take a second tier to
safety. They are not to be used as a first line of treatment, and that
is one of the problems we are seeing, is that we are seeing upstart
and unknown and somewhat shady telehealth companies.

Mr. PERRY. You are not conflating compounded drugs made in a
licensed facility under state monitoring or oversight with illicit
counterfeit drugs? You are not conflating the two, are you?

Mr. SAFDAR. No, that is a whole other problem.

Mr. PERRY. OK.

Mr. SAFDAR. There are three types of danger that we have seen
in the GLP-1 space, but even a medicine made in a state board of
pharmacy or FDA inspected 503B, for example, outsourcing facility,
is not an FDA-approved drug. The FDA has given it a status of
being not approved and not tested for safety or efficacy. Now,
would I take it if it was that or skip my cancer treatment? I would
absolutely take it, but it is not supposed to be the first-line product.
You do not start treatment on it.

Mr. PERRY. I understand. Thank you, Mr. Chairman. I yield.

Chairman COMER. Before I recognize Ms. Brown, I have four UC
requests: a letter from the Alliance for Pharmacy Compounding, a
letter from the Council for Responsible Nutrition, a letter from the
National Association of Convenience Stores, and a statement from
Peter Pitts, the president of the Center for Medicine in the Public
Interest.

Without objection, so ordered into the record.

The Chair now recognizes Ms. Brown from Ohio.

Ms. BROWN. Thank you, Mr. Chairman. The Food and Drug Ad-
ministration exists to protect the public. It makes sure the foods
we eat, the medicines we take, and the cosmetics we buy are safe
and effective. Before any of these products reach store shelves, the
FDA carefully reviews their development, testing, manufacturing,
and labeling, and the Agency keeps checking even after products
are approved and available to make sure they remain safe and reli-
able. This work is vital. People need to trust that the FDA is mak-
ing decisions based on science and facts.

Unfortunately, from day one, the Trump Administration has
worked to undermine that trust. RFK pushes misinformation and
lies, and just last week, President Trump recklessly fired thou-
sands of workers across the FDA. These hardworking individuals,
many of whom have been at the Agency for decades and dedicated
their lives to public service, were locked out of the building with
no explanation. This is not so-called government efficiency. It is
playing petty politics with the health and well-being of the Amer-
ican people. These mass layoffs will delay reviews for new treat-
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ments and make it harder to ensure the safety of consumer prod-
ucts.

Dr. Kessler, how will these staff cuts affect the Agency’s ability
to oversee everyday consumer items like personal care products
and cosmetics? And additionally, what is the typical review
timfgf}?ine for those products and how might that change with less
staft?

Dr. KESSLER. I think it endangers the safety of all Americans. I
mean, I am told, for example, that no inspectors are cut, but what
I hear is now the inspectors have to do all their administrative
work themselves. Their travel cards are restricted, laboratories
cannot purchase the supplies that they need, so they are not being
used efficiently. They cannot do their jobs, and this just makes no
sense to me. I do not understand what the strategy is. Why would
you take the entire infrastructure of the FDA and blow it up?

Ms. BROWN. Thank you. The FDA plays a role in our everyday
lives, right, even if we do not see it. In 2023, after hearing trou-
bling reports from around the country, Congresswoman Pressley
and I asked the FDA to investigate the link between chemical hair
straighteners, often used by women of color, and uterine cancer.
Shortly after, the FDA proposed a ban on formaldehyde in those
products, but when the Agency missed the deadline to ask, we fol-
lowed up late last August because our communities deserve an-
swers and action.

Black women have long faced discrimination and scrutiny for
how we wear our hair, pressuring many of us to turn to certain
hair products just to meet societal expectations, but here is the
truth. Many of these products are poorly regulated and pose seri-
ous health risks. Studies have shown alarming results. Most re-
cently, Consumer Reports revealed that several synthetic hair
braiding products used predominantly by Black women contain
known carcinogens. This is not just about beauty. It is about public
health. So, let me be absolutely clear. These hair products we rely
on every day are putting our health at risk. Today, we sent another
letter to the FDA, urging them to move forward with the banning
of formaldehyde in relaxers.

With that being said, Dr. Kessler, given the historical under-reg-
ulation of personal care products marketed toward Black women,
what should the FDA be doing right now to ensure these products
are thoroughly tested and safe, and during your time as FDA Com-
missioner, did you encounter any barriers when it came to address-
ing equity and product safety?

Dr. KESSLER. Congresswoman, I just want to applaud you and
your colleague’s efforts. I think the issue you have raised is an
enormously important one, and I applaud you for that.

Ms. BROWN. Thank you. So, I am assuming there were some
challenges there, and by your response, I am grateful for your acco-
lades, but I want to say this. We cannot let the new Administration
drop the ball on something this important, so I plan to stay en-
gaged and hold this Administration accountable. Passing laws like
the CROWN Act to prohibit hair-based discrimination is critical,
but we also need to crack down on products that impact women’s
health and well-being. By requiring safety testing and making sure
that public health research reflects the diversity of the market, we
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can help build a safer, healthier, and more trusted America. So,
with that, I want to say thank you, and I yield back the balance
of my time.

Chairman COMER. The Chair now recognizes Mr. Biggs from Ari-
zona.

Mr. BigGs. Thank you, Mr. Chairman, and thank you witnesses
for being here today. As Congress looks to restore trust in the FDA
and crack down on dangerous illicit products in our drug supply,
it is critical that we distinguish between true public health threats
and legitimate medical practices, such as pharmaceutical
compounding. Compounded medications, when prepared by licensed
U.S. pharmacies and FDA-registered outsourcing facilities, are a
vital part of our healthcare system. These drugs are not counter-
feit, they are not knockoff, they are not illicit. They are produced
legally under rigorous oversight from state pharmacy boards and,
in many cases, the FDA itself. These are personalized medications
crafted to meet unique patient needs or to fill gaps in the drug sup-
ply, such as when the FDA added semaglutide injection products
Ozempic and Wegovy to its drug shortage list back in March and
August 2022, prompting compounding pharmacies to step in and
fill the gap.

Mr. Safdar told Mr. Perry that compounded drugs are manufac-
tured domestically in licensed facilities under the oversight of state
boards of pharmacy and the FDA, but some narratives conflate
compounded medications with counterfeit or unsafe knockoff drugs.
It is true that manufacturing standards are the same for com-
pounded outsourcing facilities in the U.S. as those for branded
pharmaceutical companies, and both adhere to the good manufac-
turing practice system. Compounded drugs serve a critical role in
maintaining access to care, particularly during times of FDA-ap-
proved drug shortages. There was a company in my district that
was able to step up during the FDA shortage of semaglutide injec-
tion products. The presence of a strong domestic compounding in-
dustry contributes to supply chain resilience and patient access
during national emergencies or supply chain disruptions.

Mr. Safdar, your organization, the Partnership for Safe Medi-
cines, from 2007 to 2017, was staffed or led by a guy named Scott
LaGanga. Is that right?

Mr. SAFDAR. I believe so, yes.

Mr. BiGags. Did you follow him?

Mr. SAFDAR. I am the Executive Director that came after him.

Mr. BigGs. Yes. So, when you say, “I believe so,” what you really
meant to say, yes, of course, I know that was Scott LaGanga, right?
You meant to say you knew that he was the guy that was leading
your organization before you were, right?

Mr. SAFDAR. I do not know the exact dates, but I know the end
date was 2017 because that is when I started.

Mr. BIGGS. So, that is a real cutesy response, and the reality is
you know he was your immediate predecessor.

Mr. SAFDAR. I do. He was.

Mr. BiGgaGs. Right, right, and so I have a series of reports sitting
right here. Before I go through with them, I just want to know, is
your funding sources still the same as they were under him?
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Mr. SAFDAR. We are funded by our members and dues from our
members, which are listed on our website under

Mr. BigGs. Right. I have gone to your website. I have read them.
Do you get money from large pharmaceutical companies?

Mr. SAFDAR. No, sir. We get money only from our members, and
our members are only trade associations or not-for-profits. So, if
you are an actual company, a for-profit company, you cannot give
us money. You cannot provide us funding.

Mr. Bigas. All right. Very good. I have here now, Mr. Chairman,
these following items here: an article called “Nonprofit Linked to
Pharma Lobby Works to Block Drug Imports;” “Nonprofit Linked
to Pharma Rolls Out Campaign to Block Drug Imports™

Chairman COMER. Go ahead.

Mr. Bi1GGS [continuing]. “Nonprofit Linked to Campaign Against
Drug Imports Has Deep Ties to Pharmaceutical Research and Man-
ufacturers of America.” And then, Mr. Chairman, I have now an-
other one. It is a blow-by-blow takedown of a report by this organi-
zation. This is produced by Alliance for Pharmacy Compounding,
and it deals with a report issued by Mr. Safdar’s company called,
“New Report Reveals Illegal Ingredients for Knockoff Weight Loss
Drugs Flooding into U.S. from Foreign Sources, Endangering Pa-
tient Safety.”

Chairman COMER. Without objection, so ordered.

Mr. BigGs. Thank you. And then, also, I have a letter from the
Alliance for Pharmacy Compounding, dated April 8, 2025, that was
sent, I believe, to you, Mr. Chairman.

Chairman COMER. Without objection, so ordered.

Mr. BiGgGs. Thank you, Mr. Chairman. I do think that attacks on
compounding pharmacies by this particular organization when we
are talking about whether something is a knockoff, illicit, or illegal,
or a counterfeit drug is in inapt and unfortunate. And Mr. Chair-
man, with that, I yield back the balance of my time.

Chairman COMER. The Chair now recognizes Ms. Stansbury from
New Mexico.

Ms. STANSBURY. Thank you, Mr. Chairman. I just want to ask a
quick question. This is the Oversight Committee, correct?

Chairman COMER. Uh-huh.

Ms. STANSBURY. That is right. We are in the Oversight Com-
mittee. So, I have to say I found this to be a very bizarre committee
hearing because here we are in Oversight, and our job is to conduct
oversight over the Administration because of the separation of pow-
ers between Congress and the executive branch. And right now, the
Administration is dismantling the Food and Drug Administration,
and we are sitting here, and Members on both sides of the aisle are
asking questions of industry-funded groups, about how the FDA is
going to protect public health from medicines and food, while the
Secretary is firing thousands of FDA employees. In fact, just this
last week, they announced they were firing 3,500 members of FDA,
and RFK, Jr. announced that he was going to fire 10,000 HHS em-
ployees across the entire Agency.

So, my question is, if this is the Oversight Committee, why are
we not conducting oversight over the Administration and their
mass firings and the actual deconstruction of the exact Agency that
is supposed to protect the public health? That is what we should
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be doing right now in this hearing room. So, I find it very bizarre
that many of my friends across the aisle are asking, you know, how
these folks are going to protect the public health, because they are
not, because they are dismantling and taking out the top experts
who do this work.

Now, some of my colleagues have already pointed out that one
of the top vaccinologist, not just in the United States, but in the
world, Dr. Peter Marks, was forced to resign, and in a few mo-
ments, I am going to enter his resignation letter into the record,
because it is instructive. In his resignation, he says that for the
last 13 years, he has tried to ensure the efficiency and effectiveness
of the science and the public health, and he says at the end of his
letter, “However, it has become clear that truth and transparency
are not desired by the Secretary, but rather, he wishes subservient
confirmation of his misinformation and lies.”

I have been trying to figure out for the last couple of weeks what
exactly the end goal is inside of HHS, what exactly the end goal
is inside of FDA, what exactly the GOP’s theory of MAHA, Make
America Healthy Again, is because today, you want to take a vote
on dismantling Medicaid. Your President is mass firing thousands
of public health officials, including the people who make our drugs,
our medications, our food, our cosmetic safety. Your President has
announced yesterday that he wants to put tariffs on pharma-
ceuticals, and you are going after Social Security and Medicaid by
dismantling the offices and the services and programs through
DOGE that actually serve the people of this country. So, I do not
understand it. I do not understand how this serves the public inter-
est.

Dr. Kessler, I am very grateful that you are here today. You are
a legend. You are so well known across the public health space.
And I know you are not currently serving in this Administration,
but help us understand the scope and the scale and why the Amer-
ican people need to be paying attention to what is happening inside
the Agency right now.

Dr. KESSLER. Twenty cents of every consumer dollar is spent on
a product that FDA oversees, all our foods, essentially, right—ex-
cept meat and poultry, USDA does that—all our drugs, all cos-
metics, our blood supply, our medical devices, many of our radio-
logical devices. The Agency is absolutely essential for the safety of
the American family. It is also absolutely key for our competitive-
ness. I mean, I am concerned that China is going to beat us sci-
entifically, you know, if we are not careful with all these cuts that
are going on, but the reason I am concerned about that, it is not
about China. It is about the health of us.

Ms. STANSBURY. And Dr. Kessler, I want to end with this note.
As Vera Rosenthal was leaving the Department after being fired by
the Secretary, she said, “People are going to die,” from these cuts.
I am not being an alarmist. The day after they announced these
mass firings and cuts, pharmaceutical prices tanked on the market,
and that was before tariffs, and that is because the ability to get
lifesaving drugs to market, the ability to save American lives, the
ability to get——

Ms. GREENE. [Presiding.] The gentlelady’s time has expired.
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1Ms. STANSBURY [continuing]. Cheap medications to our peo-
ple

Ms. GREENE. The gentlelady’s time has expired.

Ms. STANSBURY [continuing]. Depends on having a functioning
Agency.

Ms. GREENE. The gentlelady’s time has expired. I now recognize
Mr. Higgins from Louisiana.

Ms. STANSBURY. And people are going to die if they do not have
the public health to protect them.

Ms. GREENE. The gentlelady’s time has expired.

Ms. STANSBURY. I am sorry, Madam Chairwoman——

Ms. GREENE. The gentlelady’s time has expired.

Ms. STANSBURY [continuing]. But the American people need

to

Ms. GREENE. The gentlelady’s time has expired.

Ms. STANSBURY [continuing]. Understand what is happening——

Ms. GREENE. Ms. Stansbury?

Ms. STANSBURY [continuing]. Inside this Agency:

Ms. GREENE. Ms. Stansbury? The gentlelady’s time has expired.

Ms. STANSBURY [continuing]. And the risk to the public health.

Ms. GREENE. No, you are lying to the American people.

Ms. STANSBURY. I am sorry, ma’am

Ms. GREENE. You are lying to the American people.

Ms. STANSBURY. The American people need to understand their
health is at risk, and this is a five-alarm emergency.

Ms. GREENE. Mr. Higgins is now recognized. Mr. Higgins from
Louisiana is now recognized.

Mr. HiGGINS. It is always fascinating to witness the wailing and
gnashing of teeth, is it not, gentlemen? Mr. Williams, I am going
to be talking to you mostly, sir, some questions and observations
regarding FDA and food safety. Let us just talk about seafood for
a second, please. About a year ago, we had a hearing where Mem-
bers interacted, mostly were not over spoken by other Members.
Members interacted with our witnesses, and it was confirmed
broadly that only about one tenth of 1 percent of seafood imported
into our country was inspected for chemical and biological poisons,
and we are talking about billions and billions of pounds of seafood
coming into our country that is consumed by Americans, or else
why is it coming here. And the only reason you do not get imme-
diately sick in many cases is because we cook it and it kills some
of the potential biological hazards and things, but the chemicals
and the long-term impact is cancer or neurological disorders and
serious problems can arise.

You know, one might say, a reasonable observer may say, that
if you are consuming billions of pounds of poisonous seafood im-
ported into our country, somebody might get sick, speaking to
health. So, we believe there has been progress made in this arena
of protecting Americans from the harmful biological and chemical
elements that have been found broadly in imported seafood. Can
you speak to how we are doing with that, Dr. Williams, since this
year, 20257

Dr. WILLIAMS. Yes. I guess I can start briefly by just saying origi-
nally, we had a rule on seafood called Hazard Analysis Critical
Control Points, where we hoped that was going to make a big dif-
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ference. Unfortunately, the problems with seafood, most of it is,
seafood consumed raw, and I am thinking raw oysters from the
Gulf of wherever, and that is a problem because there is not much
in the way you can do about that. They are taken right from the
Gulf. They are already contaminated by the warm waters of the
Gulf, and when they go straight to people and eat them, they are
eating in many cases dangerous pathogens. I think one of the prob-
lems that we have with imported seafood, again, it is the problem
that we have with everything, is the resources that we devote to
so many things at FDA that are not useful could be better used if
we got rid of ineffective programs, if we got rid of regulations that
do not work so we could really focus, have more resources, to target
our inspections on those products.

Mr. HiGGINS. Would you agree that there is a high level of re-
sponsibility for the nations of origin to do proper inspections? And
their procedures for farming and harvesting and packaging and
shipping, in no way do they meet American standards that Amer-
ican producers are required to comply with. In fact, they are in vio-
lation of agreements that they will perform at standards equivalent
to American standards. Don’t you believe we should enforce that?

Dr. WiLLIAMS. Yes. I think one of the problems is, where are they
actually coming from? I mean, I can give an example in

Mr. HiGGINS. We have identified many nations, and they bounce
their products around.

Dr. WiLLiaMS. Exactly, sir.

Mr. HIGGINS. So, the question is, because I am running out of
time here, are we making progress regarding controlling poisoned
seafood coming into our country?

Dr. WiLLIAMS. I really cannot speak to whether or not we are ac-
tually making progress, but I want to agree with you. For example,
if seafood says it is coming from Vietnam, for example, where I
was, it may actually be coming from China. That is one of the
things they do. They send their products through Vietnam to us.
So, I think it does make it difficult for our inspectors.

Mr. HiGgGINs. Well, we are going to aggressively pursue that, and
this Administration, the Trump Administration, has been quite ag-
gressive, and I am thankful to that, to protect Americans from
harmful seafood coming into our country. The FDA’s control over
other poisons that find their way into our food supply, the colored
foods, et cetera, can you just speak to that? And I will allow you
to answer if the Chairwoman will allow the balance of my time.

Dr. WiLLiAMS. I do not quite understand your question. Can you
repeat it?

Mr. HiGGINS. The way the FDA will address poisons in our food,
to add, like, say, brightness of color to children’s cereal, et cetera.

Dr. WiLLIAMS. Yes, the color additives, these are tested particu-
larly for carcinogens, every single one of them, before they come on
the market. There still may be things that they did not test for
that might cause a problem, but they are some of the most tested
substances on earth.

Mr. HIGGINS. Thank you. I appreciate your answers.

Dr. WILLIAMS. So, I think there are other issues which we should
be concerned about.

Mr. HIGGINS. Mr. Chairman, I yield.
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Chairman COMER. [Presiding.] The Chair now recognizes Mr.
Garcia from California.

Mr. GARCIA. Thank you, Mr. Chairman. I want to first begin by
thanking all of our witnesses for being here and for your testimony,
obviously for all the comments that we have heard here from both
sides of the aisle on the Committee. I do think that it is ironic that
we are holding a hearing on restoring the trust in the FDA while
we are ignoring the single biggest threat to public health today,
which, of course, is Donald Trump’s Health Secretary, Robert F.
Kennedy, Jr.

Now, together with Elon Musk, RFK, Jr. is actively undermining
the institutions that protect public health and the safety of all
Americans. Now, we know that RFK, Jr. already has a history of
outrageous medical opinions and a dangerous anti-vax record. Now,
let us just look at the measles alone. Before the measles vaccine,
we know that measles would kill 400 to 500 American children an-
nually. Now, after, of course, that vaccine was released, that num-
ber fell to almost nothing. But now with RFK’s anti-vax movement
growing and his dysfunction at HHS, we have seen over 600 con-
firmed measles cases across 22 jurisdictions, and that, of course, is
not a coincidence. We also know that this is also just the begin-
ning. This Committee is not serious about actually taking on the
public health threat of measles, which, by the way, our measles
cases today is 50 times higher than we have trans athletes in col-
lege sports, yet they obsess about that every single day. The Com-
mittee is obsessed with things that do not matter but not the pub-
lic health of actual Americans and children. But, by the way, chil-
dren are now actually dying, and we know, of course, that is just
the beginning.

RFK, Jr. said that 5G and Wi-Fi can cause brain damage,
ADHD, radiation sickness. He said that pesticides are actually
turning people transgender. He has even questioned whether HIV
causes AIDS. He has made comments, of course, that alkyl nitrite,
better known as poppers, the sum is the actual cause of AIDS. He
said during a campaign event that a hundred percent of the people
who died, the first thousand who had AIDS, were people who were
addicted to poppers. In his 2021 book and 2023 interview with The
New York Times and New York Magazine, he repeated claims that
questioned the causes of AIDS, despite overwhelming evidence to
the contrary. In my opinion, RFK, Jr. has been, and will always be,
a tinfoil hat conspiracy theorist. He should be nowhere near HHS,
medical opinion, and our research in this country.

Now, Dr. Kessler, I hate to have to even ask you this, but is
there any serious medical evidence that HIV does not cause AIDS?

Dr. KESSLER. No.

Mr. GArcIA. Thank you, and that is exactly why these cuts by
DOGE and RFK, Jr. to HIV research, treatment prevention are so
dangerous. Public health experts were warned these actions will
set us back decades. Now, despite Donald Trump’s 2019 State of
the Union promise to end the HIV epidemic, we have seen over 800
million in HIV research actually cut. The HHS Office of Infectious
Disease and HIV policy has been shuttered. CDC surveillance ef-
forts have been gutted. PEPFAR, The Global Fund, all, of course,
lifesaving initiatives, are being dismantled.
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Now, Dr. Kessler, you led the effort to fast-track approval for life-
saving AIDS programs. Can you just briefly in a sentence or two
explain how DOGE is going after the work?

Dr. KESSLER. I also chaired the board of the Elizabeth Glaser Pe-
diatric AIDS Foundation with President Bush, the son. I mean, the
goal was to stop mother-to-child transmission throughout the world
of HIV. It was the moral conscience of this Nation. Global health
relies on America, and that has been drastically cut.

Mr. GARCIA. That is absolutely right, sir. And we also know that
RFK, Jr., while this is happening globally and here back home, he
has fired 10,000 people from his Agency, and then claimed that
2,000 of those was actually a mistake. So, firing people, claiming
they are a mistake, gutting the Agency, taking away support from
lifesaving programs, spreading anti-vaccine conspiracy theories.
That is what RFK, Jr., right now, is all about, and these are not
just mistakes. These are life-or-death decisions. Critical staff have
been lost. Experts overseeing medicines, food safety and medical
devices, as we know, have been shuttered or let go, and we are in-
credibly concerned.

I want to read this quote by former FDA Commissioner, Robert
Califf: “The FDA as we have known is finished, with most of the
leaders, institutional knowledge, a deep understanding of product
development, and safety no longer being employed.” It is totally un-
acceptable that Congress is doing nothing to prevent, of course, its
absolute destruction of our public health infrastructure. We need to
stop this now. And with that, I yield back.

Chairman COMER. The gentleman yields back. I just have to com-
ment, Mr. Garcia, in all good faith. The predecessor for the Rank-
ing Member, Mr. Raskin, said that those of us who wondered if
COVID came from the lab at Wuhan, we were conspiracy theorists,
and that when we suggesting that maybe former President Biden
was in mental decline, that we were conspiracy theorists. And now,
you know, there are just books coming out by all these Democratic
journalists every day saying what we had wondered, too. I am not
defending or trashing what you said about Robert F. Kennedy. It
is just that, you know, conspiracy theories are in the eyes of the
beholder.

Mr. GARCIA. Sir, do you think that children should be getting the
measles vaccine?

Chairman COMER. That children——

Mr. GARCIA. That children should be receiving the measles vac-
cine?

Chairman COMER. All my children are vaccinated.

Mr. GARcCIA. Thank you, and do you think that we should be get-
ting vaccinated for COVID?

Chairman COMER. Well, I think there are a lot of questions about
COVID that we need answered, but measles, yes.

Mr. GARCIA. And I——

Chairman COMER. I am going to recognize

Mr. GARCIA. And again, our current HHS Secretary is an antivax
conspiracy theorist, and that is a fact. He caused a measles out-
break in another country that caused the death, absolutely.

Ms. GREENE. No, he did.

Mr. GARCIA. He absolutely did.
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Ms. GREENE. That is a lie.

Mr. GARCIA. That is a proven

Ms. GREENE. RFK did not cause a measles outbreak.

Mr. GARCIA. Ms. Greene.

Ms. GREENE. You sound ignorant.

Mr. GARCIA. Ms. Greene, you are antivax

Ms. GREENE. That is ignorant, and that is a lie.

Mr. GARCIA. You are an antivax conspiracy theorist yourself.

Ms. GREENE. No, I am for choice. I am for parents and people
choosing.

Mr. GARCIA. You are the No. 1 antivax conspiracy theorist:

Ms. GREENE. Choosing.

Chairman COMER. All right. That was my fault.

Ms. GREENE. Vaccines kill people.

Mr. TiMMONS. Mr. Chairman, am I recognized? Am I recognized,
Mr. Chairman?

Chairman COMER. Our witnesses were snoozing, so I had to spice
it up a little bit.

Mr. TiMMONS. Wake up.

Chairman COMER. The Chair recognizes Mr. Timmons from
South Carolina.

Mr. TiIMMONS. Thank you, Mr. Chairman. So, I realize that we
are here to have a hearing about “Restoring Trust in the FDA:
Rooting Out Illicit Products,” but I am actually going to turn it up-
side down, and I am going to talk about how the FDA is not ap-
proving products that will help Americans. So, I guess, normally,
it is good to be leaders in the world, but not when it comes to obe-
sity, not when it comes to chronic disease management, not when
it comes to diabetes, and these are all things that I believe tech-
nology has the ability to help ameliorate, and really facilitate bet-
ter outcomes. And so, what I want to talk, Dr. Williams, is about
continuous glucose monitors.

I have used them. I was in a test trial, and it was one of the
most enlightening experiences. It attached to my cellphone. I am
not a diabetic, but the information I got from that piece of tech-
nology changed my life. It did. It changed my life, and the FDA has
not approved use of a continuous glucose monitor without a pre-
scription. Well, they just did, but you have to have type 2 diabetes
who are not insulin. Dr. Williams, do you believe that any Amer-
ican that wants to use a CGM to understand what the food that
they are putting into their body does to their blood glucose levels?
Do you think that is something that should be available to the gen-
eral public?

Dr. WiLLIAMS. I do. I do not see any harm if they want that.

Mr. TiMMONS. These have been around for a very long time, and
the technology is used by millions of Americans, unfortunately, be-
cause they need it. They have diabetes of some kind, and I do not
understand why it has taken them this long, and it is interesting,
because a lot of companies are using CGMs. They are marketing
them, they are selling them to Americans, and it is technically ille-
gal because they were not approved. They were approved, I guess,
in March of last year, but why is the FDA not approving the use
of technology that will help improve Americans’ lives?
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Dr. WiLLiAMS. I think part of the issue lies in medical device
laws, and they are really antiquated, and I had researched this
years ago. The problem is, when you go to invent something, you
first have to get it approved. It costs a lot of money and a lot of
time to get approved. So, a lot of inventions that actually would
come from physicians, they do not do it because they look at the
time and the expense and having to raise money, and they do not
want to do it. The second problem is, once you get it approved, if
you think about how inventions work, think of computers. You
make a computer, you find bugs in it, and then you change it, and
you change it repeatedly.

Medical device laws do not allow for that. Every single change
you make, you have to go back to the FDA. And so, that is one of
the reasons I think we are not seeing the innovation that we
should, particularly on these kind of monitoring devices. The ones
you are talking about are just the beginning. We need to monitor
what we eat, how much we eat. We need to know everything about
our biomarkers, our genes, our epigenetics, and everything. Put all
of that together and give people real-time advice on what to eat.
It is doable.

Mr. TiIMMONS. Well, and hold them accountable when they do not
eat well, when they treat their body poorly. So, I mean, diet and
exercise is the answer to 95-99 percent of health problems, and we
have a pill for everything. We have shot for this, shot for that, pill
for this, pill for that, and I think that we can use technology to cre-
ate an incentive structure and possibly a disincentive structure to
facilitate decisions. And, I mean, you know, if you take the tech-
nology in an Oura Ring, in a Fitbit, in a CGM, and you put it all
together, and you have one device that is monitoring all of that, I
mean, I think it could then communicate with your health insur-
ance company, and you will get a benefit in your premium if you
are not spiking your blood glucose level and if you are exercising
every week. This technology exists. It just needs to be put into one
and the incentive structures and disincentive structures need to be
placed on the free market. I mean, does that make sense?

Dr. WiLL1aMS. It does make sense, and one of the things that we
see, particularly in the obesity sphere, is everybody wants to blame
food companies for selling foods that Americans want to buy. It is
a positive sum game. They do not make foods unless you want to
buy them. The truth of matter is, we started gaining weight in
1980. Since 1980, we have increased our calorie consumption. This
is individuals eating more by 400 calories a day. That can lead to
a lot of weight, so part of it is we have to look at ourselves. We
are eating too much, and maybe some of that is because people are
eating out more and the portion sizes are bigger, but again, these
devices can help with that, they can tell us maybe what to eat and
how much to eat.

Mr. TiMMONS. Again, I have had a scale for 6 years, and it
records my weight every morning, and that is another variable that
we could put into the algorithm that determines the premium of
your health insurance. If you are gaining weight, you need to pay
more. If you are eating poorly and you are not sleeping, these are
all things that factor into your health and can be used in under-
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writing. I am out of time, Mr. Chairman. With that, I yield back.
Thank you.

Chairman COMER. The gentlemen yields back. The Chair recog-
nizes Mr. Frost from Florida.

Mr. FroOST. Thank you, Mr. Chair. This past month, the FDA re-
ported 15 food and drug recalls. That is about a recall every 48
hours. It was even higher in January and February, and many of
these recalls are very serious. They were for things like food aller-
gen, cross-contamination, cancer-causing arsenic and lead, which
can cause severe learning disabilities in children and miscarriages
in adults. The past month also saw pet foods contaminated with
bird flu. While these recalls save lives, when folks are alerted in
time, they also can cost working families time and money to re-
place recalled food. You know, this year, tuna was recalled. That
is about $3 per can down the drain. Prepared salads were recalled,
another $5 bucks each. Frozen dinners were recalled, $4, $5, $6,
bucks a serving. These numbers might seem small, but folks man-
aging a family budget know how grocery costs add up and what a
waste it is to throw out food.

Dr. Kessler, how does the work of the FDA’s labs and inspectors
help catch problems before bad food hits the grocery stores?

Dr. KESSLER. The laboratories are absolutely essential at that de-
tection. Four FDA laboratories, two labs, two medical product labs
have been shut. Those recalls that are absolutely essential, the peo-
ple who communicate about those recalls, the communication shops
have been gutted.

Mr. FROST. Trump and Musk claimed that the mass layoffs at
the VA and the Social Security Administration would not impact
the services, but we are seeing that is not true. Services for vet-
erans and seniors across the entire country are getting worse. Wait
times are at all-time highs. Now, Trump and RFK, Jr. are claiming
that the mass layoffs at the FDA will not negatively impact food
inspections. Dr. Kessler, how could mass layoffs at the FDA impact
food inspections?

Dr. KESSLER. It will have a real and demonstrable effect. Yes,
the inspectors have not been touched as of today, from what I can
tell, but all their support, all their infrastructure is gone, so all
those inspectors cannot get the supplies they need to inspect. They
have to do their own travel. The travel cards are not working. I am
not sure what the strategy is.

Mr. FrRosT. And what does this mean for Americans’ vulner-
ability to serious foodborne illnesses.

Dr. KEssLER. I fear that we are less safe today. You know, I wish
that were not the case, but you cannot take thousands of people out
of the FDA and not understand you are putting the American peo-
ple at risk.

Mr. FROST. You know, I am one of the 33 million Americans liv-
ing with potentially life-threatening food allergies. I have almost
died, actually, because of an anaphylactic attack. Dr. Kessler, how
could cuts to the FDA impact day-to-day safety of folks like me who
live with serious food allergies?

Dr. KESsSLER. The people who communicate, who share that infor-
mation, who share that risk information, the people who write the
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policies that give the industry the guidance of what to put on the
labels, they are not there anymore.

Mr. FROST. Say we are lucky and these mass layoffs have no im-
pact at the FDA with under covering potential foodborne disease
outbreaks before they spread. How will cuts to FDA staff impact
the people who are still there, their ability to alert the public to
the threat of allergen cross-contamination or an E. coli outbreak?

Dr. KESSLER. I think the effect of these cuts, not only on the peo-
ple who left—I am hearing repeat stories, I mean, about how these
were done, when they were done, right, I mean, the real thought-
less, careless, almost mean aspects of how this information was
communicated. But people who have enormous expertise, decades
of expertise on those kind of questions, on those allergies, they are
not staying at the Agency. And recruitment, getting the best and
the brightest, something that we all believed in, that we dedicated
our careers to be able to go into these agencies and provide that
kind of public service, what signal is that sending? We are losing
generations of future public servants, and that concerns me great-

y.

Mr. FrROST. Thank you. I yield back.

1Ch(elzirman CoMER. The Chair recognizes Byron Donalds from
Florida.

Mr. DONALDS. Thank you, Chairman. In 2019, President Trump
warned of the horrible consequences of the Chinese Communist
Party filling the void if Americans could not find federally approved
tobacco products. To date, the Food and Drug Administration has
only approved 34 vaper products, despite millions of applications
submitted to the Center for Tobacco Products. The disastrous Biden
Administration instead allowed illegal Chinese vape products to
control more than half the market. This is one of the such prod-
ucts. This is Lost Mary. The flavor is ginger beer. Mr. Bentley, does
the American consumer know what the contents of this Chinese
vape are?

Mr. BENTLEY. Congressman, thank you for the question. Obvi-
ously, for that particular vape, I cannot speak to its ingredients,
but typically, most vape products do have to register and register
their ingredients if they are going to submit a pre-market tobacco
application form in order to get FDA authorization. But you high-
light the important point, which is that millions of these products
from American companies who manufacture, for instance, the e-lig-
uids that smokers, looking to switch away from deadly cigarettes,
want to use. Those American companies have been denied author-
ization for their products, and instead, illicit companies who often
change their registration, can change their name, change the ingre-
dients are unaccountable to the FDA, have managed to fill the
void. So now 18 million adult vapers, exactly as you point out, do
not know what they are getting, and the FDA has lost control of
the market completely unnecessarily.

Mr. DoNALDS. Does the FDA even have a multi-agency task force
to combat the sale of illicit vapes?

Mr. BENTLEY. The FDA last year, did, in collaboration with DOdJ
and CBP and other agencies, set up a multi-agency task force to
try and get a grip on the illicit market. But unfortunately, that is
FDA passing the buck to other agencies already overstretched, like
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DOJ and CBP, when the solution for them, which would not need
any more staff, would not require any more funding is to change
how they evaluate how to authorize these products in the first
place. They can do it quicker and better as other countries, such
as the United Kingdom, Canada, New Zealand, Germany, France,
all of these countries have tens of thousands of authorized e-ciga-
rette products with no problem with mass levels of, for instance,
youth vaping that we all want to reduce. So, it is possible for FDA
to change its practices and get the products that will save millions
of Americans from smoking by switching it to a safer alternative.

Mr. DONALDS. Let me ask you a follow-up question to that. Was
the Biden Administration aware of the numerous instances of illicit
products that were showcased in the presence of FDA personnel at
trade shows around the country?

Mr. BENTLEY. I cannot speak to what the Biden Administration
may or may not have been aware of, but it was widely known that
this was a developing problem. Indeed, it was predictable and pre-
dicted that the minute you take off millions of products from the
market, for which there is high demand, and that we must remem-
ber are dramatically safer than combustible cigarettes, then some-
body is going to supply those 18 million adult consumers with those
products.

Mr. DONALDS. Well, listen, to be clear, I am not against Ameri-
cans who want to use vaping products or tobacco products. I think
it is important for the American people to understand that the pre-
vious Administration did not do the job of making sure that there
were products on the shelf where they could clearly understand
what they were consuming or ingesting. And then you have prod-
ucts like this that have hit the shelves in the United States, pri-
marily because the previous Administration was derelict in their
duty in making sure that they were approving applications of com-
panies in America who could supply the demand from the Amer-
ican consumer. With that, Mr. Chairman, I yield back. Madam
Chairman, I yield back.

Ms. GREENE. [Presiding.] The gentleman yields. I now recognize
Ms. Lee from Pennsylvania for 5 minutes.

Ms. LEE. Thank you, Madam Chair. I think it is insulting that
Republicans have set this hearing on restoring trust to the FDA
while they are wholeheartedly backing Trump and RFK, Jr.’s ef-
forts to dismantle the Agency. We used to do bipartisan work with
the FDA, so why are Republicans politicizing it now? None of the
actions taken have done anything to improve the health or safety
of Americans.

If RFK, Jr. and Trump cared about things like protecting the
public from unsafe medications, they would not have illegally fired
people responsible for making sure that the drugs we take are ac-
tually safe and effective. They would not have fired an estimated
170 people from FDA’s Office of Inspections and Investigations,
which inspects factories to make sure the pharmaceutical compa-
nies are not cutting corners. They would not have fired the people
and closed the labs that make sure our medicines are safe from
contamination. They would not have fired the people in the offices
that check to make sure that drug companies are not making false
claims in their ads. They would not have forced out Dr. Peter
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Marks, FDA’s top vaccine regulator, while measles is killing kids,
you know, the same disease we have a 97-percent effective vaccine
for and damn near eradicated.

Dr. Kessler, looking back at some of the very events that Mem-
bers of both sides of this Committee did work on, like the infant
formula contamination and shortage, how much worse could it have
been if the FDA was short thousands of workers at that time?

Dr. KESSLER. These are very challenging problems. It took a lot
of dedicated people working with both sides of the aisle on any of
these. I have been there in these kind of crisis moments, and I fear
that that infrastructure, the ability to handle those challenging
problems, we have now gutted the Agency.

Ms. LEE. Madam Chair, I would like to enter into the record an
article titled, “FDA Planning for Fewer Food and Drug Inspections
Due to Layoffs, Officials Say.” Madam Chair?

Ms. GREENE. Without objection, so ordered.

Ms. LEE. Thank you. Dr. Kessler, what is the worst-case scenario
that could result from FDA’s planned cuts to drug inspections? Is
there anything that keeps you up at night around that? I think
that is a yes then.

Dr. KESSLER. I mean, people will die.

Ms. LEE. Excuse me.

Dr. KESSLER. You want to know the worst thing?

Ms. LEE. Yes, please.

Dr. KessLER. All right. Go back to 1938, we forget the founding
of the Agency, sulfanilamide, the 1938 Act, Congress acted. There
were deaths in children because adulterants ended up in those
medicines because we did not have the inspection system. We did
not have the pre-approval system. We have developed the most so-
phisticated system, right? So, when you take a medicine today, I
mean, what it says on the label is actually what is in the product.
That has taken an enormous effort by the Congress over the last
hundred years working with dedicated scientists and public serv-
ants. Why are we putting that at risk?

Ms. LEE. Yes. I thank you for your candor, even as you hesitated
to start. I think it is important that we speak frankly and plainly
while we are watching what can or will be a catastrophe if we do
not change course. Before the mess we are currently in, the FDA
have been working with other agencies to prevent the spread of
counterfeit and contaminated drugs coming in illegally or being
made locally by people who would rather make a profit than make
sure people have safe medications. Dr. Kessler, are you at all con-
fident that the FDA can continue to do important work like that
with the thousands of firings that Trump and RFK have initiated?

Dr. KESSLER. I am not confident that that can continue, Con-
gresswoman.

Ms. LEE. Just last week, Trump and RFK, Jr. also fired more
than 800 staff from FDA Center for Drug Evaluation and Research,
which monitors medications for side effects and shortages, among
other things. Dr. Kessler, do these cuts raise the risk that people
might suddenly find themselves without access to the medicines
they need?

Dr. KessLER. I think that is a real risk.
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Ms. LEE. Thank you. My Republican colleagues want to sit here
and pretend that everything is fine and that somehow the FDA is
actually better under the Trump Administration. But just look at
the fact that none of the witnesses the Republicans invited here
today represent patients, healthcare providers, scientists, parents,
or any of the rest of us who stand to lose from these firings at the
FDA. Nobody in this country should have to show up at a phar-
macy wondering if their blood pressure medication or their insulin
is going to be in stock today. It is truly ridiculous and a tragedy
that we have arrived at this point.

To quote Dr. Marks in his resignation letter to the FDA, “It has
become clear that truth and transparency are not desired by the
Secretary, but rather he wishes subservient confirmation of his
misinformation and lies.” Thank you, and I yield back.

Ms. GREENE. The gentlelady yields. I now recognize Mr. Burlison
from Missouri for 5 minutes.

Mr. BURLISON. Thank you, Madam Chair, and thank you to all
of our witnesses for joining us today to confront the pressing crisis
at the FDA. For too long, this Agency has faltered, leaving hun-
dreds of products approvals stalled for years at times, while illicit
vapes and counterfeit drugs from China flood our communities un-
checked. The FDA’s inaction has handed the Chinese Communist
Party an open door to peddle dangerous knockoffs, threatening our
kids and our sick, all while safer options languish under red tape.
It is not complicated: fix the FDA, fix their sluggish process, and
ramp up enforcement and stop letting the Chinese Communist
Party profit off of poisoning our children.

Mr. Safdar, can you discuss the recent incidents of counterfeit
drugs, particularly the GLP-1s, that are flooding the market, the
counterfeit ones?

Mr. SAFDAR. Yes, and thank you for the question, Congressman,
fellow Missourian. We are seeing dangers to patients in three dif-
ferent areas in the GLP-1 space that are very concerning. There
is look-alike counterfeits. It is a pen that maybe is an insulin pen
where a criminal has pulled off the label and re-wrapped it with
an Ozempic label, for example, and then sold it to an unsuspecting
pharmacy—just discovered one of those in Arkansas at the end of
last year. A clever and attentive pharmacist caught it and quar-
antined it so that it would not reach a patient. The second category
is, we are seeing enormous one

Mr. BURLISON. Pause. How did that get in the hands of the phar-
macist? So, surely their supply chain is more reliable than that.

Mr. SAFDAR. The pharmacist was defrauded. What happened
was, there is a distributor in Florida who had obtained units of
these counterfeit products and had obtained a license to distribute
some products in Arkansas. It is not clear exactly what kind of dis-
tribution license they had, and they shipped it into Arkansas. So,
the pharmacist thought they were dealing with a licensed dis-
tributor who was licensed by their State Board of Pharmacy, and
not until it showed up and the pharmacist had reason to suspect
it, was the pharmacist able to say, OK, I know they have a license,
but let me set that aside and call the inspector.

And the inspector from the Arkansas State Board of Pharmacy
came over and used a new tool we have, because of the Drug Sup-
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ply Chain Security Act called Pulse, made by the National Associa-
tion of Boards of Pharmacy, and scanned it, and that barcode, in
under a second, detected that Ozempic as counterfeit. And the
Board of Pharmacy then moved immediately to suspend the license
of the Florida distributor. It is a real great story of patient safety.

The second category is we are seeing criminals selling illegal re-
search-grade pharmaceutical ingredients to Americans, and they
are doing it through illegal, foreign, fake online pharmacies and
even sometimes on ecommerce sites like Etsy. We have captured
images of research-only on Etsy.

Mr. BURLISON. On Etsy, people are buying?

Mr. SAFDAR. Yes, unfortunately. I can even show you an example
ad of what this looks like, and they are often labeled “not for
human consumption,” but when you get them, there are instruc-
tﬁ)ns to inject yourself with them, and people are, in fact, doing
that.

Mr. BURLISON. That is crazy.

Mr. SAFDAR. It is crazy. The third thing is, one, we just did a
study about which is freight shipments of semaglutide and
tripeptide ingredients coming into the U.S. that were not made in
any FDA-inspected facility. And because they are freight, they have
to actually come with a bill of lading that states the manufacturing
location, and we found 179 shipments that were declared in facili-
ties that are not FDA inspected, for example, a high school in To-
ronto, a gym in Toronto, and JW Marriott in Vancouver. None of
these—I checked—none of these are actually FDA-inspected facili-
ties, and yet, in some cases, they were let in. And so, one of the
improvements we would like to see from this next Commissioner
would be to actually refuse those based upon the bill of lading be-
cause if you know that that is not an FDA-inspected registered fa-
cility, there is no reason to even let it be shipped to the U.S. There
is no reason to have to turn it around here when you know it is
not going to be any better when it arrives.

Mr. BURLISON. Yes. I have limited time, but I want to talk about
the FDA’s process of approvals. It is reportedly holding approvals
for numerous generic drugs, even drugs that have shortages, about
238 drugs as of March of this year. What is the impact of this?

Mr. SAFDAR. So, the drug approval process is actually not my
specialty. I am going to defer to my fellow witness, Dr. Kessler.

Mr. BURLISON. Mr. Kessler?

Dr. KESSLER. Generic drugs are an absolutely essential part of
what American families rely on. We need and FDA has a responsi-
bility to make sure we all have access to safe and effective generic
drugs, but I am concerned that that requires

Ms. GREENE. The gentleman is out of time.

Mr. BURLISON. Thank you. I yield back.

Ms. GREENE. I now recognize Ms. Crockett from Texas for 5 min-
utes.

Ms. CROCKETT. Thank you so much, Madam Chair. Are we tired
of winning yet? We are hugely winning. We have the best of the
best, right? Wrong. That was sarcasm, if you did not catch it. The
fact is, we should never have partisan politics playing a role when
we are talking about something such as science, but unfortunately,
in today’s times, Democrats believe in scientists and experts and
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data, and Republicans instead believe in conspiracy theorists. And
right now, that is who we have leading one of the most important
agencies in this country, is a conspiracy theorist, not someone who
has an actual resume to get the job done. So, why would anyone
trust the Republicans on anything, let alone matters of public
health and safety?

It has taken Texas’ largest measles outbreak in 30 years, with
more than 500 confirmed cases and the death of two children, for
the Secretary of the Department of Health and Human Services to
say what we already knew: the most effective way to prevent the
spread of measles is the MMR vaccine. This is the same guy who
chaired the anti-vax’s nonprofit Children’s Health Defense. Just
last month, during an interview with Fox News, he suggested that
somehow, being infected with measles could provide protection
against cancer and heart disease.

The Republicans are implementing the most dangerous public
health agenda and modern American history and people are lit-
erally dying as a result. This Administration does not believe in
science. They are firing thousands of scientists and public health
officials who keep our food and medicine safe, slashing funding for
scientific agencies that help cities and states respond to public
health emergencies, limiting public access to research and data
that contradicts their misinformation. They are using financial
threats to manipulate which studies the government will sponsor
and blocking researchers from diversifying clinical trials. This reck-
less and chaotic approach will make it more difficult for the FDA
to achieve its mission of protecting the public health of Americans.

But there are two issues that I want to address before my time
expires. Staffing at FDA has long been a challenge. The Govern-
ment Accountability Office has identified several challenges at FDA
as high-risk issues. One of the bigger issues the GAO has identified
is FDA’s extensive workload. Last Congress, the Senate held a
hearing on the sale of unauthorized and illegal vaping products
and e-cigarettes. During the hearing, Dr. Brian King, Director of
FDA’s Center for Tobacco Products, testified that the volume of
pre-market tobacco product applications is overwhelming, so FDA
is instead prioritizing its enforcement responsibilities when it
comes to e-cigarettes products. But just last week, Trump not only
fired the Director of FDA’s Tobacco Center, he closed two entire of-
ﬁszs responsible for drafting new tobacco regulations and setting
policies.

Dr. Kessler, in its 2025 High Risk Report, GAO stated that, “Sta-
ble senior FDA and center leadership remains of vital importance
to the Agency.” How will this vacuum of leadership impact the pub-
lic health and safety of Americans?

Dr. KESSLER. It will put Americans at risk. Congresswoman, you
raised a very, very important point. I am the only pediatrician on
this panel today, and your constituents, please, the most important
thing is what you said, if you want to prevent measles, please have
your children vaccinated against that very dangerous disease.

Ms. CROCKETT. Thank you so much for that, Doc. And I only got
56 seconds, and I do not know if I am going to go through my last
question because you just—I am looking at Greg to see if he is
going to make me do it. Listen, I am going to go off instead. Sorry.
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I appreciate the fact that you are an expert in this, and here is the
reality. The Republicans, and definitely MAGA, loves to troll me in
so many ways, and the reality is that I trust and believe experts.
I do not believe that I know everything. I believe that I was elected
by my constituents to make sure that I could keep them safe and
always making sure that they are not going to be victimized if they
have, say, family members that are serving abroad because of
Signalgate, because of that incompetence, making sure that they
have access to vaccines if they need it, making sure that they can
actually provide for their family because we have real economists
that are deciding——

Ms. GREENE. The gentlelady’s time has expired.

Ms. CROCKETT [continuing]. Whether we are in engaging in tariff
war.

Ms. GREENE. The gentlelady’s time has expired. I now recognize
Mr. Fallon from Texas for 5 minutes.

Mr. FALLON. Madam Chair, thank you very much.

[Poster]

Mr. FALLON. You know, a year ago, we held a hearing on the
FDA, and at that hearing, I had the graphic behind me, and I am
perplexed as to why things have not changed. So, I am so glad that
you all are here. And I really appreciate it, because according to
the law, pre-marketed tobacco product applications must be proc-
essed within 180 days, but unfortunately, the rolling average has
been 3 years, and we bring this to light a year ago, and it does not
seem like anything has changed. This is a picture from a shop a
couple of miles from where we are right now, and it is littered with
illegal, smuggled Chinese vaping products. And so, I do not want
anybody to vape, I do not want anybody to smoke, but it is their
choice, and yet, if they are going to vape, I want them to vape with
a product that is American made, preferably, that also went
through a regulatory process. Now we do not know. This is the
Wild West. It does not make much sense.

Mr. Bentley, what happens, let us say, if the FDA actually dis-
covered it, because I want to focus more on enforcement because
nothing has seemed to change. What happens if the FDA becomes
aware of this shop and they are selling illegal products?

Mr. BENTLEY. Thank you, Congressman, for the question. The
FDA can issue warning letters to distributors. It can also institute
civil money penalties.

Mr. FALLON. What do they typically do when they find this?
What is the first defense?

Mr. BENTLEY. Typically, often, there will be warning letters
about——

Mr. FALLON. A sharply worded rebuke.

Mr. BENTLEY. I agree, Congressman. It is absolutely nothing of
a deterrent selling illicit products, and that is how FDA has left the
door open here by making its own regulatory processes so com-
plicated that, as you suggest, that American companies—who want
to do their best to tell what is in the ingredients, to sell products
that are safer than cigarettes—those smaller companies have not
bﬁen al()ile to get through FDA review, so other actors will jump into
the void.

Mr. FALLON. Right, because there is a demand, right?
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Mr. BENTLEY. That is exactly correct.

Mr. FALLON. Prohibition did not work in this country in the
1920s, did it?

Mr. BENTLEY. Absolutely not.

Mr. FALLON. No. OK. So, they send a sharply worded letter,
which everyone will ignore and not care about, and they are going
to continue to sell. At what level do they typically at least con-
fiscate?

Mr. BENTLEY. Now, I would not have the precise level of how
much of the illicit market has been confiscated. I would assume it
to be somewhere in the de minimis region, as you demonstrate
there. This is just a few miles from this building and a few miles
from FDA’s White Oaks campus, and the illicit market is still
rampant.

Mr. FALLON. So, it is not typical that once they discover it, they
do not even just take it. They do not seize.

Mr. BENTLEY. No.

Mr. FALLON. That is amazing to me, and I like that word, “de
minimis.” I am going to have to put that in my vocabulary, particu-
larly with a British accent. Sounds delicious.

Mr. BENTLEY. It is very kind of you.

Mr. FALLON. Dr. Williams, so I do not know if you know this an-
swer, but I am curious. When did we switch from mainly sugar to
high-fructose corn syrup?

Dr. WiLLIAMS. Well, interestingly, we have not actually switched.
For example, the colas, back when I was at FDA, what we found
out was they would look at the relative prices of high-fructose corn
syrup and sugar, and depending on the relative prices, they might
put more sugar and less HFCS.

Mr. FALLON. Well, when did the corn syrup enter the food supply
in large quantities?

Dr. WiLLIAMS. I am not sure of that.

Mr. FALLON. I think it was in the 1970s. Do you happen to know,
Dr. Kessler?

Dr. KESSLER. It was actually in the 1940s and 1950s, but you are
right, Congressman, and then it increased.

Mr. FALLON. Do you think, Dr. Kessler, that that was one of the
contributing factors to America’s general problem with obesity?

Dr. KESSLER. Yes.

Mr. FALLON. Yes. And it is just one of those things that I think
we need to discuss more is preventative and we spend more on
healthcare than any country per capita in the world, I believe. But
if we are preventative, you do not get sick in the first place, it is
a heck of a lot better for the individual and for the country because
you do not have that expense.

Dr. KESSLER. There is an enormous opportunity to make inroads
in chronic disease, Congressman, as you are saying that, and I
would love to be able to spend time discussing that with you.

Mr. FALLON. Thank you. Thank you to the witnesses. Thank you,
Madam Chair. I yield back.

Ms. GREENE. The gentleman yields. I now recognize Mr. Bell
from Missouri for 5 minutes.

Mr. BELL. Thank you, Madam Chair and Ranking Member, and
thank you to the witnesses for being here. When I came to Con-
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gress, I made a commitment that public health and public safety
would be at the core of my work. That mission becomes harder
when agencies like the FDA face disruption, especially from actions
like those recently taken by DOGE. Last month, DOGE abruptly
announced it was canceling leases for 30 FDA field offices, includ-
ing a critical 52,000 square foot drug testing facility in my district
of St. Louis, described by former officials as the most important
FDA drug testing lab in the country. This lab exposed cancer risks
in the drug Zantac, and just last month, triggered a recall of acne
treatments with dangerous levels of benzene. Though DOGE and
HHS reversed the decision days later, the damage was done. And
so, we must ask, are we putting the public at risk by undermining
the FDA’s ability to do its job? Are we creating conditions that
allow unsafe or ineffective drugs into the U.S. market?

The FDA plays a vital role in protecting public health, from food
and medicines to medical devices. A key part of that is safe-
guarding the integrity of our drug supply, but right now, that work
is under threat. Due to staffing cuts, the FDA has frozen a pilot
program for foreign drug inspections and is planning to reduce both
food and drug inspections. Just last week, 800 employees were cut
from FDA’s Center for Drug Evaluation and Research, or CDER.
Cutting CDER staff will almost certainly slow the approval of new
drugs and generic alternatives which working families depend on
to afford their prescriptions.

Dr. Kessler, even if no food or drug inspectors were directly fired,
how does a reduction in the Office of Inspections and Investigations
impact FDA’s ability to conduct inspections?

Dr. KESSLER. It has a great impact, and Congressman, that lab-
oratory in St. Louis is one of the great laboratories in the world.
It has enormous specialty expertise and can detect things that no
one else can detect, but there are other laboratories that work on
a more routine basis that check on the surveillance of imports.
Four of those laboratories were closed. That means more problem-
atic products come into the United States. We need to have a ro-
bust laboratory system that can detect illicit and harmful products.

Mr. BELL. And Dr. Kessler, how will losing 800 staff affect
CDER’s ability to approve new medications, especially timely, af-
fordable generics?

Dr. KessLER. Those officials were the officials who communicated
with the public, who came up with creative solutions to the prob-
lems we have been discussing. And those people, that is the infra-
structure that supports the people who are looking at the applica-
tions. So, what you are going to see is you are going to see increas-
ing delays. Things that we worked hard over the last 20 years to
eliminate, those delays are going to manifest.

Mr. BELL. And Dr. Kessler, will fewer drug inspections make
FDA better or worse at catching counterfeit or contaminated drugs?

Dr. KESSLER. It is going to make people less safe.

Mr. BELL. And quickly, what is the cost difference between brand
name and generic prescriptions, and how would delays in generics
affect working families?

Dr. KeEsSLER. We all rely on generic drugs. I worked very hard
to make available lifesaving medicines, but if people cannot get ac-
cess to them, if they cannot afford them, right, what good is all
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that effort? Generic drugs are a very important part of the pharma-
ceutical armamentarium in this country.

Mr. BELL. The Trump Administration claims these cuts are to
make America healthy again, but they will do the opposite. Presi-
dent Trump and Secretary Kennedy are slashing critical FDA func-
tions while Republicans and Congress aim to redirect taxpayer dol-
lars into tax cuts for the wealthy. The result? Americans will wait
longer for cheaper medications, and it will be harder to trust that
our food and drugs are safe. That is the last thing working families
need right now. Thank you, and I yield back.

Ms. GREENE. The gentleman yields. I now recognize Mr. Burchett
from Tennessee for 5 minutes.

Mr. BURCHETT. Thank you, Chairlady. These are some ques-
tions—what I am trying to do is separate hemp from marijuana,
all right, and there seems to be a lot of confusion in that realm,
especially when I walk into one of our hemp stores in East Ten-
nessee, when they see me walk in there. Mr. Miller, now, do you
support hemp products that contain intoxicating cannabinoids?

Mr. MILLER. We support any product that has less than .3 per-
cent delta—9 THC, which is the measurement. Some of those prod-
ucts do indeed cause impairment, but at the same time, we feel
very strongly that they need to be strictly regulated and, most im-
portantly, kept out of the hands of children.

Mr. BURCHETT. OK. Because doctors at East Tennessee Chil-
dren’s Hospital, where I spent a lot of quality time in my formative
years during my Evel Knievel phase, as I called it, and this is a
hospital in my district, East Tennessee Children’s Hospital, they
have reported that 56 newborns and over 30 kids have been ex-
posed or, as they say, poisoned by THC products. Does that sound
right to you?

Mr. MILLER. I do not know the numbers, but there certainly is
a real problem, given the lack of regulation, and, you know, really
the point of my testimony is that we need to get the FDA engaged,
particularly to get these products out of the hands of children.

Mr. BURCHETT. I guess I am just worried because kids are ending
up at the hospital, and the public needs to be educated on this
issue, and I am not seeing a lot of that. It just seems that the rules
and regulations are kind of all over the place.

Mr. MILLER. I know Tennessee has been making a strong effort
to try to regulate these products. My home state of Kentucky has
as well. Again, we feel very strongly that adult products, when
taken responsibly by adults, are a good health and wellness alter-
native, but we have got to keep these out of the hands of kids, and
we need help. We do our self-regulation as an industry. Our U.S.
Hemp Authority helps crack down internally, but only if we get the
Federal Government working with the states will we ensure that
this problem goes away.

Mr. BURCHETT. I have talked to several people, some in this room
actually, that support the legalization of marijuana but do not sup-
port it in the hands of children, and I am wondering how are we
gx%)ected to trust you all if you condone the sale of these things like

elta—8.

Mr. MiLLER. Well, we do not condone the sale of products like
that to kids. That is a hundred percent. Delta—8 is a product that
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many adults use and swear by for their own health and wellness,
and as long as the products are regulated and made sure there are
no contaminants, make sure they are labeled properly, and again,
make sure they are kept out of the hands of children, they can be
a healthy alternative for adults. But you are absolutely right, it is
a real problem. These products are dangerous for kids, and we are
trying to do as much as we can as an industry, but we really need
government regulation to crack down on it.

Mr. BURCHETT. Is it true that compounded drugs are manufac-
tured domestically under the oversight of the FDA or state boards?
Does anybody care to answer that? Jump in there.

Mr. SAFDAR. Well, thank you for the question, Congressman.
They are, but the FDA applies a different safety label to them than
they do the branded or generic drugs. They are marked as FDA-
unapproved drugs, and they are not guaranteed for safety or effi-
cacy. So, while they provide an important niche part of our drug
supply to make it resilient, they are only used as a last resort.

Mr. BURCHETT. Yes, Doctor?

Dr. KESSLER. One of the key questions is, those compounding
pharmacies may be mixing the final ingredients, but where are
they getting their ingredients from? And some of those ingredients,
that API that is

Mr. BURCHETT. I know what API stands for. None of the rest of
the Committee does.

Dr. KESSLER. I am sorry.

Mr. BURCHETT. So, you will explain it to them, but I already
know.

Dr. KESSLER. It is the active pharmaceutical ingredient. That
first chart that I showed, 80 percent of our API is coming from ei-
ther China or India approximately, so that is my concern about the
compounding. Where is the raw material coming from?

Mr. BURCHETT. OK. Well, I guess, the follow-up to that was, we
have got some compounding pharmacies in our areas, we do every
other area, and I worry that the vast majority of them are doing
the right thing, but I am afraid some of them could be doing some
folks some ill will. So, thank you all. I have run out of time. Thank
you, Chairlady, for your indulgence. Thank you, ma’am.

Ms. GREENE. The gentleman’s time has expired. I now recognize
Ms. Pressley from Massachusetts.

Ms. PRESSLEY. Thank you. For decades, a known carcinogen,
formaldehyde, has been allowed to seep into chemical hair straight-
eners, especially those marketed to Black women and girls. These
products are advertised as tools for beauty and self-expression, but
to be clear, they are contributing to a public health crisis.

This is not dissimilar from the link that has been drawn between
tale and talcum powder, baby powder, Johnson & Johnson, and a
number of Black women who similarly suffered from ovarian cancer
because of that link. Three in 5 Black women use these products,
and according to the National Institutes of Health, they face a 31
percent higher risk of breast cancer. These women are also twice
at risk of developing uterine cancer compared to those who do not
use these chemical straighteners. And it is not just impacting con-
sumers. Salon workers are regularly subjected to the constant in-
halation of these chemicals. They disproportionately face asthma,
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burns, and long-term illnesses. Despite this clear and present dan-
ger, the manufacturers of these products continue to sell them.
Thislis not a coincidence. This is exploitation. This is profits over
people.

In March 2023, I led a letter with Congresswoman Shontel
Brown urging the FDA to ban formaldehyde from chemical hair
straighteners. The FDA proposed a ban that was scheduled for im-
plementation under the Biden Administration. Most recently,
Trump froze all new regulations, leaving this rule in limbo. Dr.
Kessler, the FDA’s mission is to safeguard public health. Do you
believe indefinitely delaying rules that have undergone rigorous re-
search pose significant health risks to the public? Yes or no.

Dr. KESSLER. I believe that poses significant risks, Congress-
woman.

Ms. PRESSLEY. OK. I agree, and the science has not changed, and
the harms are still real and ever present. Dr. Kessler, for public
health rules that have made their way through the regulatory proc-
ess in the previous Administration, what should the current FDA
Commissioner be doing?

Dr. KESSLER. One of the most dedicated public servants, the
Chief Science Officer, took on the responsibility recently for cos-
metics, because cosmetics was always the least resourced, the least
regulated. And, Congressman [sic], I applaud, again, your bringing
this up. This has been a real issue—Namandjé Bumpus left the
Agency because she did not think it was a place she could work
anymore, and that concerns me.

Ms. PRESSLEY. It concerns me as well. Thank you. In fact, just
this morning, Congresswoman Shontel Brown and Nydia Velazquez
and I sent a letter urging Commissioner Makary to act. There have
already been some states, like Maryland, California, and Wash-
ington, that have banned formaldehyde from these products, but
while these states have acted, they cannot solve the nationwide
problem. It is clear that we need Federal action to protect every
woman, every worker, and every person who uses these products,
regardless of where they live.

In the courts, thousands of women have filed Federal lawsuits
against the manufacturers of these hair straighteners, alleging that
their products have caused uterine cancer, breast cancer, and other
devastating health outcomes. These lawsuits are not just legal
cases. They represent the lived experiences of women who have
been harmed by this industry. They are mothers, daughters, sis-
ters, and they deserve justice. It is well past time we take form-
aldehyde off the market. We cannot wait another month, another
year, or listen to another excuse. It is time to ban formaldehyde.
Thank you, and I yield.

Ms. GREENE. The gentlelady yields. I now recognize Mr. McGuire
from Virginia for 5 minutes.

Mr. MCcGUIRE. Thank you, Madam Chair, and thank you for our
witnesses for being here today. You know, I was listening to the
discussions going back and forth today, and many of you said that
there were dangerous ingredients in not just cosmetics, but our
foods and other places. And I believe I heard testimony that many
of these dangerous chemicals are coming from China. Is that cor-
rect?



52

Mr. BENTLEY. Yes.

Mr. MILLER. Yes, Congressman.

Mr. SAFDAR. Yes.

Dr. WiLLiAMS. Correct.

Dr. KESSLER. Agreed.

Mr. MCGUIRE. So, if these dangerous chemicals are harming the
American people and they are coming from China, how do they get
into our country? Would it be the cartels?

Mr. BENTLEY. Congressman, in the case of illicit tobacco products
and e-cigarettes, whilst the market is underregulated, because FDA
has choked off the supply of authorized legal e-cigarettes, we do not
know, for some products, what is contained in them. However, I
would also make a caveat that might differ from some other indus-
tries. Almost every e-cigarette currently being sold or on the mar-
ket, even if it is illicit, is probably still dramatically safer than a
combustible cigarette and actually can provide a public health ben-
efit.

Mr. MCGUIRE. And how is it getting here? Is it getting here
through the cartels?

Mr. BENTLEY. In terms of e-cigarettes, they are mostly from
China, not from the South of the border.

Mr. McGUIRE. Well, I understand they are made in China, but
they have got to come across the border somehow. How do they get
across the border?

Mr. BENTLEY. They get across the border because these products
can be sold by e-cigarette distributors that can ship them in. They
have tracking numbers that FDA can track, so-called STNs, so that
is how they get into the border, through ports of entry. Some, how-
ever, are obviously not monitored and even outside of that regu-
latory system.

Mr. McGUIRE. OK. Mr. Miller, what do you know on this?

Mr. MILLER. I know very little. We have heard reports that Chi-
nese-made purely synthetic cannabinoids, so these are products
that were made completely out of a lab and not come from nature
at all. We hear that they may be coming through the country, but
again, because there is not a Federal regulatory structure, we just
do not have details and are unaware of the scope of their impact.

Mr. McGUIRE. All right. Dr. Williams?

Dr. WILLIAMS. Yes. I am not aware of exactly how these things
are coming in. One thing I am aware of, though, is fentanyl was
just the start. They are creating things that are much, much more
dangerous than fentanyl.

Mr. McGUIRE. That is right, and, well, I have got to tell you,
fentanyl is the one we know about, but you are right. I have heard
there are different color versions of these drugs that are even more
dangerous.

Mr. SAFDAR. Congressman, we have studied the routes by which
illegal ingredients for knockoff weight loss medications have come
into the country, and they come in both in freight, as I testified be-
fore. And my written testimony has some explanation of the report
that we did where we studied these ingredients that came in
through freight, and there are reforms that we could do to prevent
that. But you are right, they primarily came from China and then
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India is the second, and then these products also come in through
de minimis.

Mr. McGUIRE. With all due respect, because of time, Dr. Kessler,
do you have any knowledge of how they get here?

Dr. KESSLER. In December 2019, there was a decision, unfortu-
nately, by the Administration, if you talk about e-cigarettes, not to
regulate any disposables, and that opened the door.

Mr. McGUIRE. So, what I would say is many of these drugs do
come in from the cartels. Now, thank God we have got President
Trump wanting to return manufacturing of drugs back to the U.S.,
and the border has been shut down for the most part. I mean, we
have still got a lot of work to do. There is still certainly a threat.
That means less fentanyl, for example, is coming in. You think a
hundred thousand people a year being killed from fentanyl over-
dose, epidemic, we should be jumping up and down and making a
lot of noise. So not only are we stopping the fentanyl, we are stop-
ping the flow of a lot of these other chemicals that are poisoning
the American people.

Now, earlier you guys talked about high-fructose corn syrup
being a danger to the obesity issue in our country. Mr. Williams,
what about trans-fats? How big a deal is that?

Dr. WiLLiaMS. Well, it is interesting. Originally, trans-fatty acids
came on because there was a concern about animal fats. Nobody
said what is the replacement, if we do not use animal fats, what
are we going to use? Nobody thought about the replacement. As so
often happens in these decisions, they never think about the sub-
stitute. So, we got trans-fatty acids, which were much more dan-
gerous for heart disease than animal fats. Now it seems like we are
going back. The concern is seed oil, so let us get rid of——

Mr. McGUIRE. How do we have Crisco on the label that says zero
trans-fats per serving when it has trans-fats in it? How does that
make sense?

Dr. WiLLIAMS. I do not know about Crisco.

Mr. McGUIRE. Well, it is certainly an issue.

Dr. WiLLIAMS. But the issue is that before you make these deci-
sions to take something off the market, you have to know what is
going to replace it.

Mr. McGUIRE. Definitely. Well, I am glad we are bringing supply
chains and drug manufacturing in America to save our people.
Thank you. I yield back.

Ms. GREENE. The gentleman yields. I just want to clarify some-
thing that has been said. There is an enormous difference between
state-licensed compounding pharmacies, compounding drugs on
FDA shortage lists, and illegal drug manufacturers making coun-
terfeit drugs that they sell on TikTok. We must root out illegal
drug manufacturers while ensure pharmacies have the ability to
respond to drug shortages. I just wanted to clear that up.

I now recognize myself for 5 minutes for questioning, and I am
going to speak on behalf of a community of people here in America
that largely get ignored on an extremely important issue, and that
is the issue of vaccines. And while we are talking about the FDA
losing the trust of Americans, there is a very important reason why
for that, and I have to recognize autism rates.
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Now, anytime you mess with people’s children, this is getting to
the heart of a family, and, you know, in the 1980s, 1 to 4 out of
every 10,000 individuals had autism. Twenty years ago, it was 1
in 150. And just recently, the rate has been said to be 1 in 36, but
today, there was a study that just came out of 12 million children
ages 5 to 8, and it has been released by the Children’s Health De-
fense, that the autism rate is now 1 in 33.

I mean, we are talking about something that cannot be ignored
anymore. This is a crisis, and people are losing their children. They
are watching their children go from being happy, active, babbling,
growing, reaching milestones to completely disappearing. Com-
pletely disappearing, and parents, over and over and over again,
point to vaccines. And they are called conspiracy theorists, they are
dismissed, and they are completely ignored, and this cannot be ig-
nored anymore. This is a crisis, and we are losing our children, and
this cannot be allowed.

Let us talk about another reason why the FDA has lost all trust
from Americans, and we can talk about the COVID vaccines. Emer-
gency use authorization was given for these vaccines, and the FDA
took approximately 21 days to give it for the Pfizer-BioNTech
mRNA vaccine. Moderna, the emergency use authorization was
given in 18 days—18 days—and then for Johnson & Johnson, it
was given in 23 days. Now, this comes after typically vaccine devel-
opment approval takes 10 to 15 years, but for these vaccines for
COVID, the emergency use was given in a matter of days, and then
full approval was given in months. Now, what has been the result
of that? Another thing, and people that have been ignored. These
are the VAERS reports. Now there are 1,662,426 VAERS reports,
and it is listed here that there are 38,541 deaths, 220,494 hos-
pitalizations, 156,527,000 urgent care, 17,913 Bell’s palsy, 5,175
miscarriages, 22,247 heart attacks, 28,908 myocarditis, 77,311 per-
manently disabled, and these are people reporting themselves, and
no one seems to give a damn. And this is why the people do not
trust the FDA, along with the myriad of reasons that has been
given today, and it is unbelievable. And at the same time, medi-
cines that have been trusted for years, like ivermectin, one of the
safest drugs, was called horse paste, and has been one of the best
effective treatments against COVID.

Now, Mr. Kessler, did you object when Dr. Marks forced out the
two top vaccine scientists at the FDA, Dr. Gruber and Dr. Krause,
due to their opposition of mandating booster shots? Did you object
to that?

Dr. KessLER. I had enormous respect——

Ms. GREENE. Did you object, yes or no? Yes or no? I have a little
time left. Yes or no.

Dr. KESSLER. No, but, Madam Chair

Ms. GREENE. No, you did not object.

Dr. KESSLER [continuing]. May I respond?

Ms. GREENE. I reclaim my time. No, you may not.

Dr. KESSLER. May I please respond?

sz. GREENE. I reclaim my time. You did not object. You did not
object.

Dr. KESSLER. I had enormous respect for Dr. Marks, his judg-
ment.
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Ms. GREENE. Well, I am glad that you do, but you did not object
to him when he said the booster shots should not be mandated, and
people that have been vaccinated with COVID-19 are the people
that keep getting COVID-19, and the people with the booster shots
keep spreading and getting COVID-19—no, this is my time—where
people like me, with natural immunity, do not get it and do not
spread it around.

Dr. KESSLER. Madam Chair, may I please respond?

Ms. GREENE. No, and this is my time, Dr. Kessler, and my time
has expired. So, I now recognize—Mr. Min has made it. I now rec-
ognize Mr. Min from California for 5 minutes.

Mr. MIN. I would like to hear Dr. Kessler’s response to that last
question.

Dr. KESSLER. Thank you so much, Congressman. I am a pediatri-
cian here, and it just is very important to state, there is no sci-
entific link between vaccines and autism. Respectfully, on the issue
on VAERS, VAERS is an open reporting system, and you have to
look and ask the question. You have to apply scientific principles.

Mr. MIN. Selection bias, things like that.

Dr. KESSLER. Bradford Hill, you are there, Congressman.

Mr. MIN. Facts are facts, data is data, and a random website is
not necessarily the best way to get any kind of real data. And we
all understand, Dr. Kessler, the importance of peer review, don’t
we?

Dr. KESSLER. Exactly. The issue, just because you see a reaction
in a data base, you have to ask whether there is causation. There
are certain Bradford Hill principles that have to be applied, and
they were not being applied.

Mr. MiIN. And it is unfortunate right now that science is being
rejected by people going on Google, going on websites of dubious or-
igin to try to find their own information.

Dr. KESsLER. We should all be concerned about that.

Mr. MiIN. First, I want to thank the Chair and the Ranking Mem-
ber for holding this hearing on the FDA. It is, as we know, the gold
standard in the world for drug and medical product regulation. Its
critical work has included the regulation and approval of a wide
range of products, ranging from the drugs we consume to the infant
formulas that we feed our children, and, of course, plays a crucial
role in cracking down on counterfeit medical products and drugs.
That is why I believe the FDA should be fully funded and inde-
pendent. It is absolutely essential, particularly today, to ensure a
safe supply chain and that our products that we consume for our
health have been properly reviewed for market.

Now, under the leadership of current HHS Secretary Kennedy
and Donald Trump, the great public health apparatus is in the
process of firing thousands of workers at HHS, NIH, and the FDA.
The FDA has seen proposals to slash 20 percent of its workforce,
including 170 of those from the Office of Inspections and Investiga-
tions. And I just want to note that when we talk about efficiency—
that is a word that gets thrown around a lot—we have to actually
talk about what we mean when we talk about efficiency. What is
the timeframe we are looking at? What are the goals and param-
eters we want? If I want to lose weight, the fastest way to do that
is maybe just cutoff my leg. That is not an efficient way if you are
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thinking beyond the immediate term, and one can argue that the
cuts to FDA are having a similar effect.

In particular, I want to talk about the effects on the drug ap-
proval pipeline. And so, my understanding—Dr. Kessler, I think
you are in a position to answer this—that I have been told by a
lot of the life sciences companies that I represent in Orange Coun-
ty, California, that many of those drug approval people are actually
paid for by user fees. Is that your understanding?

Dr. KESSLER. The CDER has resources that are paid for by user
fees, ](OiUt that does not guarantee that the application will be ap-
proved.

Mr. MiN. Of course, no, and that is not the point.

Dr. KESSLER. It is just to make sure that there are people there
who can review them.

Mr. MIN. And so, I think the point I would like to make here is
that by cutting these people, by terminating staff, you are creating
potentially a much longer pipeline for drug approval, product ap-
proval. That is something that a lot of the companies I represent,
including companies like Edwards Lifesciences and Masimo, some
of the pharmaceutical companies I represent are very concerned
that they are going to see much longer approval processes. And
again, these are positions that are paid for out of the user fees.
They actually do not cost the taxpayer anything. So, when we look
at efficiency beyond anything, but the immediate term, these cuts
look very counterproductive. They look like they are going to have
massive negative economic impacts on our communities, on the
drug pipeline.

And so, I guess, Dr. Kessler, I just want to go back to you. How
do you think drug approval times may be affected by cutting a
blanket cut of 20 percent of the workforce?

Dr. KESSLER. I think that drug approval times will increase, but
most importantly, important medicines that we will depend on for
our families, that is what I care about.

Mr. MIN. That is right. Lifesaving medications are not going to
get approved now or will take longer to approve.

Dr. KESSLER. I hope not. There are still dedicated people, but I
fear that those delays are going to happen.

Mr. MiIN. And when we talk about efficiency, I just want to note
another thing that is happening right now. The attacks on immi-
grants, particularly in higher education, the cuts to NIH are hav-
ing massive impacts on universities around the country, including
UC Irvine, which I represent. They are very worried. I know that
many of the immigrants that are researching in potentially
groundbreaking efforts in new life sciences products and drugs,
that many of them are going back to their countries of origin. They
are going to other countries and other top research institutions.

I just want to ask—this is my last question, Dr. Kessler—if you
can speak about the Administration’s immigration actions and how
you anticipate they might affect our life sciences industry here in
the United States?

Dr. KESSLER. Our competitiveness was enhanced by those people
coming to universities in your district.

Mr. MIN. They made America great.

Dr. KESSLER. Exactly.
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Mr. MIN. And now we are driving them out.

Ms. GREENE. The gentleman’s time has expired.

Mr. MiN. Thank you. I yield back.

Ms. GREENE. In closing, I want to thank our witnesses once
again for their testimony today. I now yield to Ranking Member
Subramanyam for his closing remarks.

Mr. SUBRAMANYAM. Thank you, Madam Chair. First, I would like
to enter into the record some articles without objection.

Ms. GREENE. Without objection, so ordered.

Mr. SUBRAMANYAM. L.A. Times article February 13, “Trump’s As-
sault on Science Will Make Americans Dumber and Sicker; Wash-
ington Post article from April 2, “Veterinarians Working On Bird
Flu, Pet Food Safety Are Fired in HHS Purge;” article from April
3 in The New York Times, “FDA Layoffs Could Raise Drug Costs;”
an Axios article from April 3, “Drug Industry Worries About FDA
Delays;” a Washington Post article from April 6, “Worries Grow
Over Risks to Americans as Trump Cuts Health Safety Agency;” fi-
nally, an Axios article from yesterday titled, “FDA Cuts Threaten
Medical Product Review Programs.”

Ms. GREENE. Without objection, so ordered.

Mr. SUBRAMANYAM. Thank you, Madam Chair. We have heard
today about the need to make sure our infant formulas and drugs
are safe and affordable, about the need to prevent youth vaping,
the need to stop illicit products from getting to kids, and even the
desire to have the FDA approve things faster. But as our experts
here today said, we cannot accomplish any of this without the sci-
entists, researchers, and staff in place, and these are the people the
Administration has started firing, thousands of people at the FDA.
Someone said that running the FDA after these firings is like fly-
ing a plane with only a copilot. I think it is like flying a plane with
only a flight attendant. It is such a difficult task already, and now
you are firing many of the people who make it happen.

And the title of this hearing is, “Rooting Out Illicit Products,” but
the very offices in charge of keeping us safe and healthy have been
gutted, and the foremost experts on rooting out illicit products are
being fired. We are worried about products coming into our country
across the border, but 170 people were fired at the Office of Inspec-
tions and Investigations, and because of that, now the Agency will
have to “reprioritize their workload for the rest of the year, which
would mean less surveillance, less inspections, and more products
that are illicit or bad for our health coming across the border.”

We actually need more inspectors, 16 percent more, according to
the GAO, and all this is going to do is make it harder for the in-
spectors who are still here to do their job, but it does not end there.
The Administration is also stopping the work of Childhood Lead
Poisoning Prevention Branch. Those are the people who are mak-
ing sure that our children do not get lead poisoning, and just ear-
lier this year, lead paint was found in school buildings of a 68,000-
student school district in Milwaukee. The school district called this
Lead Poisoning Prevention Branch for advice, and they were get-
ting advice up until last Tuesday, but now the people who were
giving them advice have been fired. And as a dad of two girls, 5
and 3, I can only imagine what is going through the minds of the
parents in Milwaukee.
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And so, you know, this Administration is also cutting food testing
labs in California, one that tests for contaminants in baby food and
for avian flu and other products. And so, America has to lead the
world in science, innovation, scientific discovery, technological ad-
vancement. And the American people deserve to live in a country
where we can trust what is in our food, what is in our medications,
and what is in our products. But cutting science funding and gut-
ting the FDA, causing chaos throughout the Agency is going to
make every American man, woman, and child less safe, less
healthy. And the Administration, if they do not reverse course, peo-
ple will die. I yield back.

Ms. GREENE. The gentleman yields. I now recognize myself for
closing remarks.

The good news, ladies and gentlemen, the American people are
not going to die under President Trump and his great Administra-
tion because the goal is to make America great again. And as our
new Administration is getting in place, we have to talk about
things that previously happened under the Biden Administration,
things like the failures with infant formula, where mothers were
desperately seeking formula for their children and were blocked
from ordering safe formulas from overseas. That was a complete
failure. I cannot believe that any time in our country, mothers
could not find infant formula on the grocery store aisles and were
Elocked from getting formula that they much needed for their ba-

ies.

We can also talk about how the FDA bans raw milk, which is ri-
diculous. Raw milk is sold in countries all over the world, countries
like England, New Zealand, France, Italy, Germany, Norway, Swe-
den, Finland, and Denmark. Raw milk has been here since the be-
ginning of time, and many Americans not only produce raw milk,
they would also like to sell it, and many consumers would like to
be able to buy it, but the FDA has declared war on anything nat-
ural and good, and while it allows many chemicals to be brought
into America, put in our foods, and distributed all over the country.
No wonder obesity is at all-time highs. No wonder Americans are
sicker than most people around the world.

The FDA’s failure to approve new nicotine products, which are
safer than cigarettes, has spawned a massive and dangerous illegal
market of Chinese vapes. No one trusts many of the products, espe-
cially anything laden with chemicals coming from China, because
China, after all, has been murdering Americans for years now, and
Americans are dying every single day from fentanyl that comes in
our country. And if China wants to be serious about tariffs and its
treatment and unfair treatment against America, the first step
they should do is stop sending fentanyl in our country and poi-
soning our people.

The FDA has failed to effectively regulate hemp-derived prod-
ucts, which the industry themselves desperately wants to be regu-
lated, and we heard that in testimony today. The FDA has the au-
thority to crack down on counterfeit drugs, which come primarily
from China and infiltrate our legitimate drug supply chain, endan-
gering American lives, and we heard our witnesses today talk
about how we cannot trust China to give us lifesaving medications.
President Trump’s recent executive order ending the de minimis
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package exemption for low-value imports will bolster FDA’s ability
to restrict the flow of illicit products from China, and I think that
is a great thing for every single American, no matter how they vote
and how they feel about the current President of the United States.

The reality today is, it is very sad that Americans do not trust
the FDA, and I will reiterate again for the many millions and mil-
lions of Americans who are still angry and want accountability, and
they deserve it, for being forced to take a vaccine they should have
never been forced to take and all the Americans that suffer from
side effects and lost loved ones from a vaccine that should lose its
FDA approval. And I am saying that, that is my own opinion, I be-
lieve that the FDA approval of COVID vaccines should be revoked,
and they should be taken off the childhood vaccine schedule. Chil-
dren do not need a COVID vaccine. Children were one of the
healthiest and had the lowest hospitalization rates and deaths dur-
ing COVID. After all, our kids are resilient, and they should not
be forced and be injected with manufactured vaccines that their
parents disagree with.

I thank everyone for tuning into this hearing today. I thank our
witnesses for being here and thank you for your testimony.

With that, and without objection, all Members have 5 legislative
days within which to submit materials and additional written ques-
tions for the witnesses, which will be forwarded to the witnesses.

If there is no further business, without objection, the Committee
stands adjourned.

[Whereupon, at 1:19 p.m., the Committee was adjourned.]
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