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HEARI NG TO RECEI VE TESTI MONY ON THE DEPARTMENT OF DEFENSE' S
EFFORTS TO ENSURE SERVI CEMEMBERS' ACCESS TO SAFE,

H G+ QUALI TY PHARMACEUTI CALS

Tuesday, April 30, 2024

U S. Senate
Comm ttee on Arned Services
Subcomi ttee on Personnel

Washi ngton, D.C.

The subconmm ttee net, pursuant to notice, at 2:30 p.m
I n Room SR-232A, Russell Senate O fice Building, Hon.
El i zabeth Warren, chairman of the subcomm ttee, presiding.
Commttee Menbers Present: Warren [presiding], Kaine,

and Scott.
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OPENI NG STATEMENT OF HON. ELI ZABETH WARREN, U. S.
SENATOR FROM MASSACHUSETTS

Senator Warren: This hearing will cone to order.

We wel cone everyone to today's hearing to receive
testinony on the efforts of the Departnent of Defense to
ensure servi cenenbers' access to prescription drugs that are
safe, high quality, and effective.

W owe our servicenenbers and their famlies the best
possi ble health care. This is a norale issue, it is a
recruiting issue, and ultimately, it is a national security
| Ssue.

DoD spends about $5 billion every year on
pharmaceuticals. That is about 2 percent of the entire U. S.
commer ci al pharmaceutical market. Now to nake these
pur chases, DoD nust navi gate many of the same chal |l enges as
civilian health systens.

For exanple, according to the FDA, alnost half of the
drugs on DoD s operational nedicines list -- a |ist that
contai ns drugs necessary for warfighting that are essentia
for nmeeting the nedical needs of servicenenbers -- about
hal f those drugs are in shortage. This includes the bl ood
t hi nner heparin, a conmon anesthesia drug called m dazol am
and nor phi ne for pain managenent. The inpact of these drug
shortages can be devastating. A shortage could nean using a

drug wth worse side effects, or it could nean having to use
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the second- or third-line treatnent for an ill ness, rather
than the treatnent that is nost effective.

Wiile there are many factors that can cause shortages
fromspikes in demand to natural disasters to inspection
failures -- nost drugs in shortage share a conmon feature:
they are generics. That neans they are no | onger protected
by patents, and they can be nmade by any nmanufacturer with
approval fromthe FDA. Despite this, nost generic drugs
have very little conpetition. |In fact, 40 percent of the
generic drugs sold in the United States have just one
manuf act urer.

Why? Because the profit margin for sone generic drugs
Is so low that Anerican manufacturers just are not
Interested in making them As a result, nore of DoD s
generic drug supply is comng fromforeign manufacturers who
can produce the drugs at even | ower costs.

DoD s reliance on overseas manufacturers is not |limted
to finished drug products. The ingredients used to nake the
medi ci nes, called active pharmaceutical ingredients, or
APl's, and the ingredients used to make APlIs, known as key
starting materials, or KSMs, are al so increasingly sourced
from abr oad.

The COVI D-19 pandem ¢ exposed the risks we face by
i mporting nore and nore of our commercial drug supply

overall. DoD relies on those inported drugs and that gives
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potential adversaries the power to restrict DoD s access,
which can result in harmto our servicenenbers, to their
famlies, and to our national security. |In addition, the

U S. has less and less visibility into and oversi ght of
forei gn manufacturers and their manufacturing practices, and
that is particularly true with China.

These probl ens have concerned ne for a long tine, and
that is why | partnered with Senator Rubio to secure
| anguage in the fiscal year 2023 NDAA requiring DoD to
devel op gui dance for risk managenent of the Departnent's
phar maceuti cal supply chain, to report on supply chain
vul nerabilities, and to establish a working group to devel op
policies for allocating scarce pharmaceutical resources.

When a drug does not work properly it can have serious
consequences for servicenenbers. Bloonberg reported | ast
year that an outside |ab tested tacrolinus, an
I mmunosuppressant used to treat sol diers who have | ost |inbs
I n conbat. The results reveal ed that sone generic versions
of the drug m ght not work. W rse yet, they could cause
ki dney failure or seizures.

So | ast sumrer, in accordance with Senator Rubio's and
ny provision, DoD entered into a cooperative agreenent with
an i ndependent lab to conduct a pilot study to test the
quality of 12 finished drugs in the mlitary drug supply.

And in Novenber, DoD reveal ed that 27 percent of the drugs
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on the FDA's Essential Medicines List are at, quote, "Very
Hi gh Ri sk" because they are either dependent on Chi nese
manuf act urers using Chi nese ingredients or were derived from
unknown sources.

So we are holding this hearing today to |l earn nore
about these challenges and to discuss DoD s capacity to
address them

| want to thank Ranki ng Menber Scott for his commtnent
to inprove the quality of life for our servicenenbers and
for their famlies. And to our witnesses, | say wel conme and
t hank you for appearing today.

W will have two panels. The first panel consists of
officials fromthe Departnent of Defense who will explain
how DoD is currently addressing drug shortages and DoD s
exi sting capabilities for bionedical research and
devel opnent. | am pl eased to have the opportunity to
i ntroduce them which I will do in just a mnute, but | want
to see if Senator Scott has any remarks he would like to

make first.
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STATEMENT OF HON. RICK SCOTT, U.S. SENATOR FROM
FLORI DA

Senator Scott: Sure. First | want to thank Chair
Warren for doing this. | think this is a very inportant
I ssue. | think any of us that would have a health issue, we
woul d want to make that our kids and our grandkids, that
they had the best nedicine out there. And it sure does not
seem |l i ke we are doing that.

For several years | have raised concerns over the
pharmaceuti cal supply chain in this country. The COVID
pandem ¢ exposed the vulnerabilities in our supply chains
and the dangers of continuing to be reliant on Conmuni st
China for medicines and other critical products. | do not
know i f anybody, logically, would ever want to be dependent
on Communi st China for anything.

Wil e the pandemic is over, these problens continue.

Anerica is far too dependent on Comruni st China and ot her

forei gn producers, and our supply chains will be nassively
di srupted when Xi decides to invade Taiwan. | do not think
It is a question of if. | think it is a question of when.

If we do not take action to fix this now, the supply
chain disruption that will occur when Communi st China
strikes Taiwan wll be extrene and cause unbearable pain for
the United States and every Anerican family. No one will be

safe fromthe inpact of supply chain disruption if we
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continue down our current path. Prices will skyrocket even
hi gher; product shortages will be w despread and severe.
mean, | just cannot inmagine that we are buying essenti al
itens |ike nedicines, technol ogy, househol d goods, you nane
it. Everything is going to be affected, and I do not know
why we buy anyt hing from Communi st Chi na.

But today we want to focus on nedicine and the
phar maceuti cal supply chains that our mlitary depends on.
| am glad we have this opportunity to di scuss how
pharmaceuti cal safety, quality, and supply chain issues
affect our warfighters. | think we all agree that America's
dependence on Conmmuni st Chi na and ot her foreign producers
for medicines is a significant problem and it does not
appear to bei ng addressed.

| have been fighting for legislation to get this fixed.
My Anerican Drugs Act wll create a strong incentive for
conpanies to invest in donestic pharmaceutical production,
address the ongoi ng drug shortages, and work to prevent
future ones, and shift away fromreliance on Communi st
China. The Anmerican Drugs Act seeks to fix this problem by
| everagi ng the buying power of the Federal Governnent and
requiring Federal health prograns to purchase Anerican-
manuf actured generic drugs if there are two or nore
manuf acturers of a generic drug. | think this bill is

needed, given the issues we face today, and as the Chair
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said, it is not alittle bit of noney that our defense
industry is buying. It is billions of dollars every year.

The Departnent of Defense recently conducted a
pharmaceuti cal supply chain study, as required by 860 of the
fiscal year 2020 National Defense Authorization Act, and |
want to thank Chair Warren for leading that effort. This
study reveal ed the Departnent has a high dependence on
foreign material and foreign trade agreenents to maintain
current pharnaceutical capabilities. | do not know anybody
in their right mnd who trusts anything made in China. The
report shows that 54 percent of the pharnaceuti cal
I ngredi ents that enconpassed the products on the FDA's
Essential Medicines List, being the critical pharnmaceuticals
that the Departnent should have access to, are from sources
that are at a high risk of disruption. Wo would do that?
Only a quarter of the drugs on the list have donestic
manuf act urers.

As | nentioned earlier, during COVID we | earned the
hard way that relying on non-allied countries for our
medi cal supply chain poses a real danger. For that reason
it is inperative that we work to ensure DoD s supply chains
are independent fromnon-allied nations for necessary
phar maceutical treatnments. |In the future these supply
chains could easily cease to exist, and | assume they wl|l

when Chi na i nvades Tai wan.
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| am also working on |legislation that woul d have the
DoD work with manufacturers to build up our donestic
phar maceuti cal manufacturing base. If we have a drug
shortage of antibiotics, where about 90 percent of the key
I nputs to nmake those drugs cone from China, it becones a
readi ness i ssue because our strength cones froma ready and
heal th warfighter.

About 90 percent of the drugs dispensed at the pharnacy
are generic drugs, but a country like China-controlled
generi c drug manufacturing nakes us nore dependent as we
ranp up for possible conflict.

Today | ook forward to hearing fromboth the Defense
Logi stics Agency and the Departnent of Defense Health Agency
to discuss the findings of the Departnent's pharnmaceuti cal
supply chain study and their ongoing work to study and
secure these supply chains.

In addition to focusing on pharnmaceutical supply
chains' security we nust address the specific nedical
count er mreasure needs of the warfighter. The Walter Reed
Arny Institute of Research has a Pilot Bioproduction
Facility that can aid the transition phase fromresearch and
devel opnment to early-stage clinical trials for warfighter-
specific vaccines and biologics. Wiile this effort is snall
in scale, it is inportant that we discuss the success that

CGeneral Bailey and his team have found in keeping our
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war fi ghter heal thy and conbat ready.

Hi story shows us that infectious di seases have a high
norbidity rate in theaters of war. As we | ook towards the
pacing threat in the Pacific | would |like to understand the
medi cal chall enges that our troops wll face, what
i nnovative tools and inprove nedi cal counterneasures in
advance of a contingency.

Lastly, we will discuss the ongoing pilot program on
quality and safety of pharmaceuticals. The Departnent of
Def ense Uniformed Services University of the Health Sciences
Is leading a pilot programto assess pharnmaceutical product
quality in the mlitary health system pharmaceutical supply
chain. Wiile this pilot programis in the early stages, we
utilize the mlitary health systemas a representative
exanpl e to conduct a thorough review of the pharmaceuti cal
supply chain to include a risk assessnent anal ysis of our
donmestic manufacturing capacity and anal ytical testing of
drug products from various suppliers.

| am deeply concerned by our lack of resiliency and
transparency in this area. | |look forward to hearing the
results of this study over the comng years. And | want to
thank all of you for being here, and I sinply do not
under stand how we ever got oursel ves dependent on China and
why we are not doing nore to get it done.

Senat or Warren: Thank you very nuch. Thank you,
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Senat or Scott.

As | said, our first panel is going to be about drug
shortages and R&D for the Departnment of Defense. And from
ny left to nmy right we have Dr. Mark Dertzbaugh, Principal
Assi stant for Research and Technology for the U S. Arny
Medi cal Research and Devel opnent Command; we have with us
Dr. Martinez-LOpez -- it is good to see you -- the Honorable
Dr. Lester Martinez-Lopez, Assistant Secretary of Defense
for Health Affairs at the Departnent of Defense -- wel cong;
Dr. David Smth, Deputy Assistant Secretary of Defense for
Heal t h Readi ness, Policy and Oversight at the Departnent of
Defense; and M. Matthew R Beebe, who is Legislative
Affairs Director at the Defense Logistics Agency.

And | understand, Dr. Lester Martinez-LOpez, that you
are going to give a joint statenment to get us started?

Dr. Martinez-LOpez: And M. Beebe, as well.

Senator Warren: Al right. And then M. Beebe wll
speak. Thank you. You are recognized, Dr. Lester Martinez-

Lopez.
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JO NT STATEMENT OF HON. LESTER MARTI NEZ- LOPEZ,
ASSI STANT SECRETARY OF DEFENSE FOR HEALTH AFFAI RS,
DEPARTMENT OF DEFENSE; DAVID J. SM TH, M D., DEPUTY
ASSI STANT SECRETARY OF DEFENSE FOR HEALTH READI NESS POLI CY
AND OVERSI GHT, DEPARTMENT OF DEFENSE; AND MARK DERTZBAUGH,
M D., PRI NClI PAL ASSI STANT FOR RESEARCH AND TECHNCLOGY,
UNI TED STATES ARMY MEDI CAL RESEARCH AND DEVELOPMENT COMVAND

Dr. Martinez-Lopez: Chairwonan Warren, Ranking Menber
Scott, and distingui shed nenbers of the Senate Arned
Services Conmittee, | ampleased to represent the Ofice of
the Secretary of Defense to discuss the Departnent of
Defense's commtnent to ensure access to safe and effective
pharmaceuti cal products we procure and use in the Mlitary
Health System

In this testinony we will informthe Comm ttee about
the Departnent's initiative to maintain a secure
phar maceuti cal supply chain, assuring our MHS beneficiaries
recei ve the highest quality pharmaceutical products
avai |l abl e.

Over the past few decades, production of nost Anerican
generic drugs, and particularly the ingredients needed to
make them has noved overseas. Wth this novenent, national
security supply chain concerns arise. Simlar to civilian
health care groups and other parts of the U S. governnent,

the Departnent's core areas of concern are unstabl e sourcing
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of pharmaceutical and/or active pharmaceutical ingredients
and the availability of donmestic manufacturing for
conti ngency scenari os.

Consistent with the National Bi odefense Strategy,
Section 3.5, "CGuidance on Agile Therapeutic Devel opnent and
production,” and Executive Order 14017, "America's Supply

Chains," the Departnent is taking a range of actions to
address these vulnerabilities. Specifically reference to
the MHS policy efforts, the Departnent's pharnacy and
nmedi cal | ogistics teans established a Pharmacy Supply Chain
Ri sk Managenment Wbrking Goup. This group |everage existing
and new assessnents of all aspects of the supply chain, with
focal areas on the critical pharnmaceuticals for beneficiary
care that are on the Joint Deploynent Formulary. W have
begun the devel opnent of policies and procedures based on
this effort to enable allocation of resources in the case of
supply chai n di sruption.

Anot her effort to generate insights, led by the
Uni formed Services University of the Health Sciences, we are
eval uati ng aspects of the MHS pharmaceutical supply chain,
to include donestic manufacturing capability, docunentation
of the supply chain, and supply chain security and
resilience. Qur objective, through our research initiative,

is to generate neani ngful and actionable information on drug

and active pharmaceutical ingredient supply chain

Scheduling@TP.One 800.FOR.DEPO

T P O ne WwWw.TP.One (800.367.3376)



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

resiliency. Using the WHS as a representative exanple, this
study w Il conduct a thorough environnental scan of the

phar maceuti cal supply | andscape, including a risk
assessnent, analysis of the donestic manufacturing capacity,
and exam nation of the pharmaceutical supply chain,

anal ytical testing of drug products from various suppliers,
and study of proposed scoring systens and the associ at ed
policy considerations. Through this study the WHS will gain
I nsights into which manufacturers, and associ ated supply
chains neet reliability essential to the Departnent’s Joint
Depl oynment Fornmnul ary.

In addition to the USU-| ed work, the Defense Health
Agency Research and Devel opnent focuses on devel opi hg novel
solutions at Walter Reed Institute of Research. At WRAI R
structural and conputational biologists harness the | atest
generation in electron mcroscopy, the next generation in
sequenci ng, nonocl onal anti body generation, machine | earning
t echnol ogi es and novel adjuvants in design of the next-
generation vacci ne candies, which are then tested in
preclinical nodels.

Through a range of efforts evaluating the supply chain
vul nerability and resiliency we hope to drive nore effective
care while preparing for any potential shortfalls in supply
chai n.

In conclusion, | would like to sincerely thank you for

14

Scheduling@TP.One 800.FOR.DEPO

T P O ne WwWw.TP.One (800.367.3376)



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

15

your continued support of mlitary nedicine and for inviting
me here to discuss the inportant issues surrounding the
heal th of our warfighters and our DoD beneficiaries. | |oo0ok
forward to your questions.

[ The prepared joint statenment of Dr. Martinez-LoOpez,

Dr. Smith, and Dr. Dertzbaugh follows:]
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Senat or Warr en:

TP One

Thank you, M. Secretary.
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STATEMENT OF MATTHEW R. BEEBE, DI RECTOR OF ACQUI SI TI ON
(J7), DEFENSE LOJ STI CS AGENCY

M . Beebe: Good afternoon, Madam Chair, Ranking Menber
Scott, and distingui shed nenbers of the Senate Arned
Servi ces Personnel Subcommttee. Thank you for the
opportunity to testify today. M nane is Matt Beebe. | am
the Senior Procurenent Executive for the Defense Logistics
Agency, or DLA, a Departnent of Defense conmbat support
agency. | amgrateful to have the chance to speak to you
t oday about sone of the work DLA is doing to inprove
visibility and transparency within the DoD pharnmaceutica
supply chain and ensure that our mlitary servicenenbers
have access to safe, high quality pharmaceutical s.

DLA's mssion is to deliver readiness and lethality to
the warfighter always, and support or nation through
quality, proactive, global logistics. [In support of that
m ssi on, DLA manages the full spectrum of pharnaceuticals
for the mlitary and their dependents all over the world, to
i nclude supply to mlitary hospitals.

Al though our mlitary custoners set pharnaceutica
requi rements based upon the needs of today's warfighters, it
I s DLA who purchases those products and nmanages critical
end-to-end supply chain logistics to ensure that mlitary
servi cenenbers get the pharmaceuticals they need, when they

need them W acconplish this by |everaging conmerci al

17
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capabilities and contracting with commercial distribution
conpani es who use their global networks of sources to
del i ver FDA-approved nedicines to servicenenbers at mlitary
treatnment centers or wherever they are | ocated throughout

t he worl d.

In line with our logistics mssion and to better serve
our custoners and the warfighter, DLA is always seeking to
i nprove our ability to identify, nmanage, and mitigate
| ogi stical and supply chain risks, including those inpacting
phar maceuti cal supply chai ns.

One area of focus in this issue is foreign dependency
of pharmaceuticals. A 2021 report by the DoD i nspector
general identified that due to the dependency of the U S
commer ci al pharmaceutical market on ingredients fromforeign
suppliers, a disruption of the supply chain of those
I ngredients to donestic manufacturers had the potential to
cause drug shortages, which could ultimtely conprom se the
standards of care for mlitary servicenenbers.

Simlarly, in Novenber 2023, DoD submtted a report in
response to Section 860 of the National Defense
Aut hori zation Act for fiscal year 2023, regarding risks in
DoD pharmaceutical supply chains. |In that report, DoD
I dentified the defense supply chain for pharnmaceuticals is
hi ghl y dependent upon foreign or unknown sources, in |arge

part due to the global nature of the pharmaceutical supply
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chain for both finished products and active pharmaceuti cal
I ngredi ents, or APIs.

DoD identified several pervasive information gaps that
hinder its ability to obtain visibility and transparency in
t hese supply chains, particularly the lack of readily
avail abl e and authoritative data on the sources of finished
generic drugs, their APls, and other key ingredients.
Having this informati on would significantly inprove our
ability to illumnate the conpl ex pharnaceutical supply
chain and hel p DoD ensure that our mlitary servi cenmenbers
continue to have access to safe, high-quality
phar maceuti cal s.

As the provider of critical pharmaceutical products to
our nation's warfighters, we are steadfastly commtted to
wor ki ng with the Departnent, other Federal agencies, and
Congress to strengthen our collective ability to identify,
mtigate, and prevent risks in the pharmaceutical supply
chai n.

DoD and the Departnent sincerely appreciate your
interest in these issues. | |look forward to addressing your
guesti ons.

[ The prepared statenent of M. Beebe follows:]

19
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Senator Warren: Thank you, M. Beebe.

| amgoing to start with the first round of questions.
The Defense Health Agency provides care for about 9 mllion
people in the mlitary health system and that includes by
di spensi ng prescription drugs to servicenenbers and to their
famlies.

Earlier this nonth, the Anerican Society of Health
Syst em Phar maci sts announced that there were a record 323
active drug shortages during the first quarter of 2024.

That is an all-tinme high in the United States.

Dr. Martinez, you are in charge of ensuring the health
and safety of our servicenenbers. Wen DHA cannot get a
critical drug because it is in shortage, can you just
explain to everyone what options you have to ensure that
servi cenmenbers and their famlies are receiving the care
t hey need?

Dr. Martinez-Lopez: Chairwonan, thank you for the
question. You know, the health of our beneficiaries is of
nost inportance to all of us, and when you face the issue of
not having the drug, the right drug for that patient then
your choices are to go and | ook at alternate drugs that nay

not be exactly the sane one for that condition or for that

patient. It may have a different side effect profile.
So let ne give you an exanple. Anoxicillin may be a
drug. It is an antibiotic, nmade overseas, and used
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everywhere for basic infections. But let's say | do not
have it. Now | have to take other antibiotic, and at the
sane tine | amtrying to conbat resistance of antibiotic. |
amusing an antibiotic that is not indicated for that
condition. So there | |ose twi ce, once because | am not
giving the right antibiotic to nmy patients but on top of
that | amlosing ground on ny fight against antibiotic
resi st ance.

In other events, like in an epinephrine injection, that
can be life or death. W do not have hours to deci de what
the alternate is. So that may translate into a life, right
on the spot.

So this creates a conundrum for all health care
professionals, and it is not just us. It is across the
nation we are facing this.

Senat or Warren: (Ckay. So worse health outcones for
the patient and worse health outconmes for the system
overall, is what | am hearing you say.

According to the FDA, one of the |eading factors
contributing to drug shortages is quality issues. For
exanpl e, an FDA inspection of a manufacturing plant in India
reveal ed a, quote, "cascade of failure" at the plant's
quality control unit. Investigators found problens with
systens to prevent mcrobial contam nation, to keep

processing areas sterile, and to protect critical production
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docunents, including they found a trash bag full of records
t hat had been torn and doused in acid. The plant
tenporarily closed, resulting in w despread shortages of
common chenot herapy drugs across the United States,
affecting both civilian and servi cenenbers.

As nore of our drug supply chain noves overseas, these
ki nds of quality concerns are going to becone even nore
common. So |ast sunmer, DoD | aunched a pilot with an
| ndependent | ab to test drug products for safety and
effectiveness. For exanple, it will test whether the drug
contai ns any contam nants, whether it contains the correct
dosage, and whether it has the expected potency.

The pilot study is going to |look at 12 drugs on DoD
Qper ati onal Medicines List, which includes drugs that are
necessary for warfighting, and its Predepl oynent Medi cines
List, which includes drugs that help servicenenbers contro
chronic conditions to neet standards for depl oynent.
Together the pilot wll test nedicines needed to stabilize
wounds, alleviate pain, and treat infections.

Dr. Smith, can you share why DoD thought it was

necessary to conduct this pilot study?

Dr. Smith: Thank you for the question, Senator \Warren.

As we have noted, we are nobst concerned about ensuring the
access to safe and effective drugs, and as you noted we are

doi ng a nunber of studies, the 860 study that we have

22
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referred to and then also the study for the Unifornmed
Services University, that is evaluating, in particular, a
quality scoring tool by DeBastiani, that was published in
the Journal of the Anerican Pharnacy Association just |ast
year as an additional factor for us to consider as we

pur chase nedi cations on the nmarket. And you pointed out the
various FDA recalls and the issues that have been com ng up.

Additionally, we have heard that within the generics,
where there are multiple manufacturers using the sane API,
that there may be a variance in those generics. So we
t hought with all of those factors it would be useful to
conduct this pilot study that you referred to, that
ultimately will ook at 42 drugs from our Joint Depl oynent
Formul ary, to see if we can differentiate between the
generics and nmake us actually a better buyer and actually
reward manufacturers that produce the product that is spot
on. Over.

Senat or Warren: (Good. So you are tal king about a
study that you are doing because you hear a | ot of problens
out there, and also this may help you figure out how to
respond to those going forward. 1Is that a fair summary?

Dr. Smith: | think that is fair.

Senator Warren: (Good. Good. So when DoD is making
deci si ons about purchasing drugs, price is often the nost

| nportant consideration, but it should not be the only
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consideration. Wether a drug is nade by a reliable
manuf acturer or whether its active ingredients are nade, and
where they are made shoul d al so i nform purchasi ng deci si ons.

The Defense Logistics Agency is responsible for
procuring pharmaceuticals on behalf of the Mlitary Health
System but DHA can put requirenents on the purchases. Dr.
Martinez, if DoDidentifies significant risks to the safety
of its drug supply chain will DHA add requi renents on drug
quality to ensure that we are buying effective, safe, the
best drugs for our servicenenbers?

Dr. Martinez-Lopez: Senator, based on the information
the pilots give us, | think we will be in a position to, if
that is indicated, to nmake it so.

Senator Warren: Ckay. So you can put that into your
requi rements, and you are telling ne that if you are
concerned about quality you will put it into your
requiremnents.

Dr. Martinez-LoOpez: Yes.

Senator Warren: For the drug. Good. That is what |
want to hear. You know, | amglad that DoD has taken steps
to evaluate drug quality, and the Departnent should be
prepared to use this information to inprove quality and
accessibility of the prescription drugs that our
servi cenenbers need. Thank you.

Senat or Scott?
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Senator Scott: Thank you. M. Beebe, how many
different drugs do you buy in a year? How many different
ones?

M. Beebe: Well, our catalog probably is in the tens
of thousands of itens. O course, that is not all different
drugs. In sonme cases it is dosage differences, application
di fferences.

Senator Scott: Okay. Tens of thousands. All right.
And do you personally believe that we should not buy things
from Conmruni st Chi na?

M. Beebe: | agree basically, or inreality we follow
exi sting regul ati on on how and where to buy material s,
whether it be pharmaceuticals or other itens.

Senator Scott: Sure. But do you believe that we
shoul d not buy from Comruni st Chi na?

M. Beebe: | agree, sir.

Senator Scott: Gkay. So in the last 12 nonths, how
many drugs have we stopped buying from Communi st Chi na?

M . Beebe: Wen we buy pharnaceuticals we buy with a
preference towards donestic or safe, assured sources,
al t hough in many cases we do not know where the sources are.
Normal |y we buy from donestic or our trading partners, but
we do not always have visibility of where the ingredients of
t hose pharmaceuticals conme from which is why it was so

I nportant for us initiate the study and identify where we
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bel i eve the sources of the ingredients are.

Senator Scott: But today you could just say, "I am not
goi ng to buy anything that has an ingredient that cones from
Communi st China. You could say, "I amnot going to buy
anyt hing that has an ingredient from Communi st China. | am
not going to buy anything that is packaged in Conmuni st
China. | amnot going to buy anything that is in any way in
the supply chain inpacted in Communi st China." You could do
t hat today, right?

M. Beebe: Actually, | do not believe the regulation
actually supports that, in that very often the final product
I s manuf actured donestically or froman ally, and if it is
substantially transfornmed in those countries it is in
accordance with trade agreenents in the Buy Anerican Act.

Senator Scott: So what is the [imtation? Wy can you
not make that decision today?

M . Beebe: Because often the final product is
manuf act ured either donestically or wwth an ally --

Senator Scott: But you could set that as a standard
and then it is a requirenent -- you could set the standard
t hat whatever you buy can have not hi ng, anywhere in the
supply chain, cones from Conmmuni st China. You could decide
t hat today.

M. Beebe: If that standard exists, yes, but that is

not for DLA to decide. W have to follow existing
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regul ati ons and policy and --

Senator Scott: W set regulations that said you could
not -- the Secretary of Defense testified the other day that
we shoul d not buy anything from Comruni st China. So what
regul ation would it be?

M. Beebe: That would establish that?

Senator Scott: Yeah. Wat regulation would stop you
frombeing able to do it today?

M. Beebe: | cannot say what that regulation would be,
but | certainly support being part of the discussion with
t he Departnent of Defense.

Senator Scott: Wiy don't you just do it. Just do it

and see what happens. Wy don't you just say tonorrow, you

just do it. Like |I ama business guy. | negotiated
contracts with people. | ran the |argest hospital conpany
in the country. | was the biggest buyer of pretty nuch

everything in health care on the provider side. And once |
signed a contract | said our hospitals could not buy
anything that day. They said, like that, and we are not
going to buy those gloves, that drug, that device. Wy
don't you just do it?

M. Beebe: W do not buy end products from China
unless it is the only source available and we can justify
t he wai ver

Senator Scott: So you believe that if there is a
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product that there is a supplier in the United States today,
you do not buy anything made in China if there is supplier
of that product today?

M. Beebe: If the end product is avail able
donestically, that is where we wll buy it, yes.

Senator Scott: Do all of you believe that? So if cone

back and tell you that there are suppliers here that conpete

wi th China, that cannot get contracts with you, you will be
shocked.

M. Beebe: If we are tal king about the end product,
yes.

Senator Scott: Wat is the difference?

M. Beebe: Well, nuch of what we are talking about is
the active pharmaceutical ingredients that originate from
China that get nolded into a final product. Wen we buy the
final product we are buying it fromthe United States or a
donmestic trading partner, and we cannot, until recently, see
whet her or not there were sone ingredients from China or
ot her country of concern. It was not visible, and we are
wor king to make it visible.

Senator Scott: But why don't you just say, starting
today you will not contract, just put it out there, you are
not going to contract with anybody if anything -- not just
the active ingredients -- there is no part of the process

where Communist China is involved init. There is none. O
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Russia, Iran, but primarily Communi st China. Wy don't you
just do it right now?

M. Beebe: If we nmade that absolute then we woul d be
creating a sufficient amount of non-availability for our
heal t h prof essional s.

Senator Scott: But if you do not do it today, when are
you going to do it? | nean, if you do not start today, |
nmean, when are you going to do it? |If you do 10,000, why
don't you start off with 1,000 and see how bad it is? |
mean, | amjust a business guy, and | did not buy fromny
conpetition. This is not conpetition. These people are
trying to kill us. Oh, they are killing us. | nean,

Chi nese precursors are killing 70,000 people with fentanyl a
year. So why don't you just do it?

What | amtrying to understand is, | think all of you
agree Communi st China wants to destroy our way of life. |
think we all would, right? Does anybody di sagree?

[ No response. ]

Senator Scott: Nobody disagrees. So let's do it
today. What | do not understand is why don't we do it
today? | just do not get it. Can sonebody explain to me why
we do not?

Dr. Smth: Sir, there are sone of the APIs that only
originate from China, that are critical to nedications that

we use on a daily basis. And so that would be one of the

Scheduling@TP.One 800.FOR.DEPO

T P O ne WwWw.TP.One (800.367.3376)



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

30

i npedi ments that needs to be resolved to be able to go that
direction, sir.

Senator Scott: So, Dr. Smth, how many is that?

Dr. Smith: | amaware on the Joint Depl oynent
Formulary, and this is specifically China, and as M. Beebe
poi nted out we have an issue with provenance on a fair
percentage of our Joint Deploynent, but |I am aware, |
believe -- and | can take it for the record -- 27 drugs that
the APIs are specifically only sourced from China.

Senator Scott: And have we put out a bid for Anericans
to say, wll sonebody do it, on those, those 27?

Dr. Smth: As part of our work on 860, it is part of
what we are going through to confirmand work solutions to
this issue. But we are well aware that there is a
substantial amount of the APlIs, the active pharnaceutica
i ngredients, that are com ng from Mai nl and China. Over.

Senator Scott: So that is not 27 out of 10,000, right?

Dr. Smith: | should probably take it for the record,
sir, and we can give you the information. But | think it is
27 out of 920, or so.

Senator Scott: GCkay. | amsorry.

Senator Warren: No, no. That is fine.

Senator Scott: | just want to understand why we do not
do it today. | nean, in business we would just say, guys,

we had a nice neeting. W found out that these people are
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trying to destroy it. And we just say, okay, guys. W all

decide, as of today, we will not do business with them W
do that in business all the tinme. | do not know why we just
do not do that. | do not know what the limtation is. |If
thereis alimtation, | want to all -- the Secretary of

Def ense has told nme he does not want to buy anything from
Chi na.

Dr. Martinez-Lopez: Sir, if | may, the main limtation
we have right now, like Dr. Smth said, is that sone of
t hese drugs, the APl is only made in China, and that is in
the global market. So if we decide not to buy Chinese, |
man, | think the nunber is around 5 percent of it, that we
know of, of all the drugs in the fornulary, that the API
cones from China. And we do not know about 20-sonethi ng
percent of themwhere the API conmes from So that creates a
conundrum So if we could source it sone other place, that
woul d be great.

Senator Scott: Ckay. So why would we not do this.
There are all these different options. Nunber one, what |
would do is just say | amnot going to do it, and everybody
has to sign a contract that they will not do it, and let's
see what happens. | guess they will conme back and tell us,
right. O we could say you have got 90 days to tell us
where all your ingredients come from and then we could nmake

a decision. But, | nmean, in ny business life | would not
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say, "Let's do a study."” | would say, "No, | am not going
todoit."

| amjust trying to figure out, if there is an
I mpedi nent, just tell ne what it is. Are you in the sane
position | anf

Senator Warren: Yes, and | want to follow up on your
point. GCkay, | just want to follow up on this about the
ri sks we run from having overseas manufacturing that is
either in China or sone other nation that is not an allied
nati on, because they all pose this risk and we need to worry
about it.

I nmentioned in ny opening renmarks that Senator Rubio
and | got a provision in the fiscal year 2023 NDAA for DoD
to put together a report, and it cane out |ast Novenber,
about drug supply chain risks in mlitary, and evaluated 211
drugs. And it found that half of those were either at high
or very high risk because the active pharmaceutica
I ngredients, the APls, for those drugs are sourced from
Chi na or non-Trade Agreenent Act countries, or are just
si npl y unknown, nobody knows where they are com ng from

So you identified, M. Beebe, that 27 APIs are sourced
exclusively from China, but I would just point out that is
only a little over 10 percent of the drugs. It is not half
the drug we are tal king about here. W have got a |ot nore

drugs that if you right that it is only 27, then we have got
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a lot of other drugs that are being sourced overseas, that
we think there is a substantial risk.

And so the question becones whether or not we shoul d
bring that manufacturing back to the United States. |s that
I n our national defense?

So et nme put that question to you, M. Beebe. Should
we be manufacturing these drugs donestically, and what is
the risk if we keep running these manufacturing facilities
overseas for China or non-Trade Agreenent Act countries?

M. Beebe: So yes, ma'am First of all, Dr. Smith is
t he one that nade reference to the 27 --

Senator Warren: Sorry. Sorry.

M. Beebe: -- but | will go ahead and address the
question first. So yes, we studied the FDA Essenti al
Medi ci ne List, and that is what was the basis for the report
that identified a high anount of APIs sourced in China or
ot her non-TA countries. Since then we have doubl ed t hat
popul ati on, addi ng sone of the highest vol une
phar maceuti cal s that are purchased by our nedical treatnent
facilities, as well as the overlap with the Joint Depl oynent
Formul ary, to expand the anount that we have revi ewed, and
the results are essentially the sanme, by percentage, as in
sane percentage of those comng fromcountries of high risk
as well as the sane percentage of unknown, which is, to ne,

equally troubling that | do not even know how to
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characterize the risk.

Do | support bringing nore donmestic capacity?
Absolutely. | nmean, not only does donestic capacity nean
t hat we have better access, but it also neans that the
governnent can better influence prioritization when there
needs to be decisions of priority.

Senator Warren: Ckay.

M. Beebe: That is very inportant too. Yes, na'am

Senator Warren: So let's talk a little bit about what
is involved in increasing donestic manufacturing of these
pharmaceuticals. Last summer, DoD released its inaugura
DoD Bi odef ense Posture Review. This outlined the
Departnent's capabilities to counter biothreats and identify
donestic manufacturing as a priority reforminitiative.
According to the Posture Review, we have reduced drug
manufacturing here in the United States so nuch that we
sinply do not have the comrercial capacity to manufacture
what our troops need. And because the Departnent's, quote,
"uni que bi odefense demands” are small and not conmerci al
conpetitive, reliable domestic manufacturing partners are
actually hard to find.

But that is not the end of the story. DoD has its own
manuf acturing capabilities, capabilities with a proven track
record of success. In 2017, DoD s Advanced Devel opnent and

Manuf act uri ng Bi opharmaceutical Facility to hel p manufacture
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medi cal count erneasures becane fully operational. DoD has a
second bi omanufacturing facility at the Walter Reed Arny
Institute for Research, WRAIR. The Walter Reed facility has
devel oped many vaccines that DoD relies on today to protect
our troops froma nunber of diseases, including Zi ka, Ebola,
and adenovi ruses.

So Dr. Dertzbaugh, you help oversee WRAIR, and WRAIR
has devel oped many essential products that both
servi cenenbers and civilian popul ations use today. Can you
explain why WRAIR was the best place to devel op these
di scoveries rather than just leaving it to private industry?

M. Dertzbaugh: Thank you, Chairwoman, for the
guestion. | appreciate the opportunity to talk about DHA
R&D s infectious di sease research capabilities. Qur two
| aboratories, the Walter Reed Arny Institute of Research and
then the U S. Arny Medical Research Institute of Infectious
Di seases, have the capabilities and the subject matter
experts to get after these infectious disease threats that
our servicenenbers m ght encounter when they are depl oyed
overseas or fighting an adversary or even in training. So
t hose capabilities help us find counterneasures for
solutions to nedical infectious disease threats that are not
commercially viable in the U S. because there is no market
for this. There is no threat to the U S population, in

gener al .
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Senator Warren: Al right. That is very hel pful.
Thank you. Because WRAIR s Pil ot Bi opharmaceutical Facility
has been crucial in addressing these potential threats and
keepi ng our servicenenbers safe, especially when private
sector is not in a position to fulfill that role.

As DoD considers how to inplenment the recommendati ons
It has identified on donestic manufacturing, the Departnent
shoul d al so think about how to replicate the capabilities at
facilities like WRAIR to strengthen supply chain resilience
and to keep our nenbers safe and bring that manufacturing
home. Thank you.

Senat or Kai ne?

Senat or Kai ne: Thank you, Madam Chair and Ranki ng
Menber Scott, and | appreciate the witnesses being here. |
have two questions that | would like to ask. Wile reliance
on APIs fromforeign countries that are adversaries presents
significant threats, the good news in this challenge is that
we are not alone. Not every other country is an adversary.
W have networks of alliances, unlike any of our
adversari es.

And so | wonder whether, and maybe I will start with
you M. Secretary, have we discussed this challenge with
nati ons with whom we have cl ose economc, mlitary,

di plomatic ties, and explored ways we can deal with those

chall enges in a joint way?
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Dr. Martinez-Lopez: Thank you for the question,
Senator. The answer is yes. Actually, we talked with a
couple of allies, trying to figure out their ability to
produce all the drugs that could use. And to their
amazenment and ny amazenent --

[Audi o interruption.]

Dr. Martinez-LOpez: -- we have to have a secure chain
of supply. | owe it to ny servicenenbers --

[Audi o interruption.]

Senator Kaine: -- within the DoD, from anti depressants
to --

Dr. Smth: It is a wde range. Yes, sir.

Senat or Kai ne: \Wat are we expecting to learn from
this, and |I suspect that if we do |l earn sonething fromthis
data, the application is not just the mlitary application.
This woul d be good information in the civilian space,
whether it is Medicare or civilian. It would be really good
to have that.

Dr. Smith: Yes sir, and | think as |I had nentioned, we
are looking at this quality tool that was actually proffered
by a group of academ c pharmaci sts | ast year to see whet her
or not, indeed, we can differentiate by manufacturer. So we
are looking at all the in a particular drug and then doi ng
this additional -- | nean, clearly |ooking at all of the

good work that FDA and the regul atory piece does, but then
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adding onto it testing, |ooking at potency, |ooking at the
dose, and al so | ooking at contam nants that nmay be used as
fillers, et cetera, in the product.

And then if we find anything we have al so contracted
Wi th three other academc institutions to do validation of
that work. And if it pans out, we think it will help us
direct our buying towards those manufacturers that produce
what we woul d define as the highest quality products. But
it is apilot, and that is why we have characterized it that
way, because we do not know, and | do not think this has
ever been tested, if you wll.

Senator Kaine: | amtalking about the timng of the
pil ot and when do you expect it to start, you know, getting
good i nformati on back?

Dr. Smith: It is to run 2 years. W started the
actual work in Novenber. They have just finished
contracting with the -- or | believe it is finished, but
they are in the process with these third-party or additional
partners. So we should start seeing begi nning informtion.
As Senator Warren said and you have, we are doing the first
12 right now. But our intention is to do about 42 different
drugs. So | would anticipate that clearly by early next
year we will start flowng in, but the whole project is
schedul ed over a 2-year period.

Senator Warren: Thank you. Senator Scott?
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Senator Scott: Secretary, let's think about -- because
| think you are right, what you were tal king about how we
can use this whol e buying power idea. So let's think about
it. | have checked with the Chair to see if she would be
okay wth this. But could you prepare a letter that we
woul d send out to basically all of the health care community
-- you know, we could do it through like the hospital
associ ati on, pharmaceutical, everybody -- and say this is
the problem you guys have the buying power, we believe we
ought to create a donmestic market. And so everybody starts
doing their part.

So, the way | would think about doing it is, nunber
one, if the Chair is okay with this, we would do it with
you, and send a letter out to the entire health care
community. | think they would probably read it if it cane
fromyou and fromus, and tal k about what you are doing, the
concern that you have addressed today. And then nmaybe wait
30 or 60 days, and then invite all the associations together
on a conference call to answer their questions, and get
| deas fromthem about what we could do to help build a
domesti c market.

Dr. Martinez-Lopez: Senator, that is a very intriguing
proposition. | have not thought about it. But really I
would like to be part of it, but it has to be really the

whol e governnent. So ask for help from HHS and ot her
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agencies. HHS has the lead for the country in this
particul ar issue. And obviously |I would have to clear it
wth the Secretary to nake sure that it is appropriate. And
if it is, we wll pursue it.

Senator Scott: So let's do this. If it is okay with

the Chair, let's start with us. |[If we can get other people
to sign on, HHS, all these people, that is great. |If they
do not, let's go forward if we can. |If not, we can do it,

if the Chair is okay with it. And then after that let's do
a call and tell themwhy this does not work.

Dr. Martinez-Lépez: Senator, you may well know, we
need to ask, but if |I get that fromny Secretary then | wll
be nore than glad to |lead the effort.

Senator Scott: Let ne know, because he said in
testinmony that he did not want to buy anything from
Conmuni st Chi na.

And then, M. Beebe, I think we all would Iike to have
sonet hi ng happen. So could you cone back, maybe -- | do not
know what is appropriate, whatever you think is appropriate
-- and maybe neet wth the Chair and ne and our staff and
just say, okay, what is the |imtation and what can we do

today. And if you tell us thereis a limtation, then I

think at | east the three of us that are here, | think we are
all on the sane page -- and it is just crazy that we are
doing this to ourselves, and bei ng dependent on China -- we
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are all on Armed Services, and we will work hard to get it
affixed to the NDAA. | do not know if that makes sense to
you. |Is that doable? Thirty or 60 days, is that realistic?

M. Beebe: Yes, sir. | nean, absolutely, we want to
be part of the solution. The illumnation we are doing to
try to identify the sources is the begi nning of having sone
i nformation to use towards that dial ogue, to figure out how
we can nove the market or adjust the market. And I wll be
glad to respond.

Senator Scott: Let's try to do it in 30 days. The
NDAA is comng up this year pretty quick now, because it is
May 1 tonorrow, right. But the faster you can do it, the
three of us will work with you.

M. Beebe: | would offer that because that is very
much a policy discussion that we would want to include the
ot her stakehol ders fromthe Departnent.

Senator Scott: Sure. But, | nmean, we have Paul on our
team and | know you have great people on your team W
will work with you. But the faster we do it, there is a
greater chance the three of us can get it in the NDAA this
year.

Senator Warren: Let's nmake sure we have got M.

Dert zbaugh on this, as well, since | see WRAIR is the node
for when the market has a conpl ete breakdown and cannot

produce what it is that our mlitary needs.
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M. Dertzbaugh: M am if | may speak, that is true to
a point, I would say. W certainly have the ability in our
production facility to make small quantities of vaccines.

It does not have the ability to make any drug products,

t hough. And we are still reliant on commercia

manuf acturers to produce | arge quantities of those naterials
if we are going to use them

Senator Warren: | understand that you are snall, but
successful. But | also understand, and | hope you are
hearing here, all of you are hearing, how conmtted we are
to redonesticating our pharmaceutical supply chain and
production. And | think you are going to be part of that,
as well. Good. W good? Senator Kaine, you good?

Senat or Kaine: | am good.

Senator Warren: Al right. Thank you all. |
appreciate you being here today. And I ask for Panel 2 to
come in. Thank you.

[ Pause. ]

Senator Warren: Thank you. Thank you for being with
us. The second panel will feature testinony that clarifies
DHA' s existing authorities to insulate servicenenbers from
drug shortages and offers additional solutions.

W have with us today, again fromny left, Dr. Melissa
Bar ber, a postdoctoral fellow at the Yale Collaboration for

Regul atory Rigor, Integrity, and Transparency; Dr. Bryce
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H P. Mendez, a Specialist in Defense Health Care Policy at
t he Congressional Research Service; and M. Victor A
Suarez, aretired U S. Arny col onel, and Founder and
Principal Gowh Partner of Blu Zone Bioscience & Supply
Chain Sol utions, LLC

So |l will start the first round of questioning here.

Most of the tinme, DoD will continue to purchase drugs
fromthe commercial drug market.

Ch, | amso sorry. | amso eager to get to them |
apol ogi ze. If we could we still start with our testinony.

Dr. Barber, would you like to start us, please?
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STATEMENT OF MELI SSA BARBER, Ph.D., POSTDOCTORAL
FELLOW

Dr. Barber: Chair Warren, Ranking Menber Scott, and
menbers of the Subcomm ttee, thank you for the invitation to
testify today. | am a postdoctoral fellow at Yale
Uni versity, researching pharmaceutical markets.

Both here and in nmy witten testinony I will endeavor
to report, as precisely and honestly as | can, evidence from
the academ c and policy literature on drug market failures
and other renedies. M remarks today reflect nmy own views,
not the view of ny enpl oyer or any other organization.

No one here today disputes that the mlitary faces
chal l enges in ensuring a reliable supply of safe, high-
qual ity pharnmaceuticals. No one here today disputes the
unacceptable risks this creates for the health and wel |l -
bei ng of servicenenbers and their famlies, as well as
operational readiness. So the task before us then is to
unravel the root causes of challenges in the supply chain
and to devel op sol utions.

First, mlitary procurement of medicines is exposed to
many of the problens seen in broader comrercial markets for
medi ci nes, including increasing costs and supply and
stability. Supply chains for many drugs are vulnerable to
interruption. W do not even know the scale of the problem

A recent report by DoD noted that they could not determ ne
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the APl source of 22 percent of drugs. But within the
academc literature we find that approximately one-third of
generi c active pharmaceutical ingredients produced for use
in US mrkets were manufactured by a single facility, and
an additional third were manufactured by only two or three
facilities.

This Commttee may not have jurisdiction over
i ndustrial policy, but it still nust reckon with the
downstreamresults of decades of policy decisions that have
resulted in the concentrati on and of fshoring of nost
phar maceuti cal producti on.

Second, econom sts w dely agree that nmarkets for
medi ci nes do not al ways behave |i ke typical markets and are
far frombeing few or conpetitive. W should |eave our
| deal i zed, orderly supply and demand curves in the
cl oakroom They will not be of nuch use to us this
afternoon as theoretical |enses. W have to instead
understand these markets on their own terns and through
ri gorous analysis of enpirical data.

Mar kets for nmedicines for mlitary use are even nore
unusual. One factor is many are national nonopolies and
nonopsoni es because they involve hyper-specialized goods,
of ten produced in quantities too snmall to be manufactured
cost-effectively by nore than one conpany. A review of DoD

contracts shows nmany such hyper-specialized products, al
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the way from anthrax vacci nes, battlefield-suitable
anal gesic auto-injector kits and nerve agent antidotes, to
the specialized nedicines used by California sea |lions that
the U S. Navy trains for defense purposes. Wen there is
only one buyer and seller, the DoDis not bidding in a
conpetitive market. The DoD is the market, and that denmands
that we think about narket problens and market solutions in
a nuanced, context-specific way.

Third, for sonme drugs there is an irreconcil able
m smat ch bet ween conmmerci al incentives and def ense needs,
whi ch cannot be solved with purely nmarket-based sol utions.
Phar maceuti cal conpanies are incentivized to manufacture a
drug if it gives thema good return on investnent. A supply
| i ne that manuf actures an expensive cancer drug that serves
a wde market is just nore profitable than manufacturing
drugs with small markets, |ike anthrax vaccines or drugs
with low margins, |ike off-patent antibiotics.

In contrast, the mlitary is conscious of costs but is
ultimately incentivized to purchase drugs that neet
oper ational needs and protect the health of servicenenbers.
Soneti nes, but not al ways, these incentives overlap, and
when they do not, one often-tried solution to bridge that
gap is to pay pharmaceutical conpanies enough that it
becones worth their while to manufacture the drugs the

mlitary needs. For products used nostly or only by the
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mlitary, we have seen tine and tine again that the expected
demand has not been sufficient to generate a heal thy nunber
of bi dders.

We therefore have to be realistic about when the DoD
wll be able to buy itself out of market failures. The DoD
j ust does not have the spending power to fundanentally
change the incentives that govern the comercial market to
serve defense needs. DoD spending, as nmany have spoken
t oday, accounts for less than 2 percent of overall spend in
the United States.

These Iimtations of using commercial markets to ensure
aresilient supply chain for mlitary needs bring nme to ny
final point. Wen it conmes to nedicines for mlitary use,
we |ive, and have always lived, in a m xed econony. By this
| nmean that the public and private sectors have both played
an inportant role in devel opi ng, manufacturing, and
supplying nedicines in the United States for over 160 years.
The private sector has efficiently supplied DoD with nany
needed nedi ci nes.

However, for many ot her nedicines where the mlitary is
the sole narket, or the commercial market has struggled to
nmeet mlitary needs, the mlitary has brought nmanufacturing
I n house. The history of the mlitary producing nedicine
stretches back to at |least the Gvil War, when

phar maceuti cal manufacturing facilities were established in
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Phi | adel phia and Astoria to stabilize supply chains for the
Union arny, with many other exanples outlined in ny witten
testi nony.

The public sector, nore generally, has solved puzzles
that the private sector was not incentivized to explore,
| i ke how to manufacture penicillin, and the public sector in
the United States continues to successfully manage products
as conpl ex as vacci nes and nonocl onal anti bodi es today.

We cannot afford to hold onto the hope that markets
will always sort thenselves out. At present, governmnent
creation of manufacturing capacity is usually done
reactively, with initiatives created in response to
particular crises. As one exanple, it took over 10 years
and $100 mllion for DoD to bring adenovirus vaccine
manuf act uri ng back online after Weth, the sole supplier,
held DoD to ransom to renovate the facility at excessive
cost.

| bring up this history to dispel any m sconcepti ons
about mlitary drug production as a new idea, rather than as
an idea ol der than the Departnent of Defense itself. In ny
witten testinony | detail independent review after
| ndependent review, recomending that the mlitary build on
past successes and existing capacity and bring the
manuf acturing of priority products back in house. | also

detail decades of bipartisan support for this fromthe
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Congr essi onal Record.

Today | echo their conclusions in recomendi ng that
Congress introduce | egislation establishing clear options
for creating a governnent-owned facility to manufacture
priority health products to neet unnmet DoD needs. Thank
you.

[ The prepared statenent of Dr. Barber follows:]
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STATEMENT OF BRYCE H. P. MENDEZ, SPECI ALI ST | N DEFENSE
HEALTH CARE POLI CY, CONGRESSI ONAL RESEARCH SERVI CE

M. Mendez: Good afternoon, Chairwonman Warren, Ranking
Menber Scott, and nenbers of the Subcomm ttee. Thank you
for inviting the Congressional Research Service to testify
t oday.

This afternoon | will sunmarize ny witten statenent by
starting with a brief overview of the nedical research and
devel opnent capabilities of the Departnent of Defense, or
DoD, followed by a summary of why and how t he Depart nent
aims to use those capabilities to develop drugs. | wll
concl ude by identifying considerations that Congress nay
face with regard to DoD nedical research, devel opnent, and
manuf act uri ng of these products.

The U.S. mlitary has a long history of contributing to
t he di scovery of novel drugs and ot her nedi cal
counterneasures. Early and well-known contributions took
pl ace during and shortly after the Spanish Anerican War when
Arny nedical research efforts supported the discoveries of
typhoid, yellow fever, and nmal aria vaccines. The |essons
| earned fromthe Spani sh Anerican War, and other conflicts
t hroughout our nation's history, have laid the groundwork
for Congress and DoD to invest in, build, and sustain
mlitary nmedi cal research and devel opnent capabiliti es.

Today, DoD uses these capabilities to protect servicenenbers
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fromhealth threats, respond to nedical capability
requi rements of the joint force, neet the needs of the
Nati onal Defense Strategy, and to al so respond to
congressionally directed research topics.

DoD nedi cal research and devel opnent enterprise
i ncl udes a nunber of entities |ike the Defense Health
Agency, the mlitary departnents, Defense Advanced Research
Proj ects Agency, and the Chem cal and Bi ol ogi cal Defense
Program anong others. Congress appropriates research
funding to these entities, who are then responsible for
resourcing, performng, or sponsoring mnmedical research
proj ects.

Two of these entities, in particular, provide DoD wth
capabilities to devel op drugs using different approaches.
One capability is the Pilot Bioproduction Facility at the
Walter Reed Arny Institute of Research in Maryland. This
governnent-owned facility provides a test ground for Federal
agenci es, academ a, and private conpanies to pursue early
devel opment and snmal | -scal e production of drugs so that they
can be transitioned into advanced clinical trials.

Anot her capability is the Advanced Devel opnent and
Manuf act uri ng Bi opharmaceutical Facility in Florida,
adm ni stered by the Chem cal and Bi ol ogi cal Defense Program
The contractor-owned, contractor-operated facility, which

becane operational in 2017, provides DoD with priority
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access and surge capacity to produce nedi cal
count er neasures.

When DoD di scovers a potential drug candi date, the
Departnment is generally subject to Food and Drug
Adm ni stration, or FDA, requirenents and procedures for
revi ew, approval, and clearance. Since at |east 1997,
Congress has provided DoD with an ability to request a
presidential waiver of certain FDA requirenents, including
those for adm nistering investigational new drugs, or off-
| abel uses of a drug, and inforned consent for certain
products authorized for enmergency use.

In 2017, Congress provided the Secretary of Defense
with the ability to nake requests to the FDA Conmm ssi oner
for expedited review, approval, and clearance of certain
medi cal products when there is an existing or potential
mlitary enmergency. These authorities provide frameworks
for DoD and FDA to share information and to col | aborate and
coordi nate on the devel opnent of safe and effective nedica
products that serve the mlitary's needs.

Turning now to the role of Congress, | wanted to
hi ghli ght two issues that this Subconmttee nmay face.
First, Congress could consider defining or clarifying the
role that DoD should have in conducting in-house drug
manufacturing. A question that Congress could consider is

whet her or not DoD should be in the busi ness of
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manuf act uri ng drugs or other nedical products, and if so,
for what purpose and to what extent?

Second, Congress coul d consi der assessing DoD s nedi cal
research devel opnment and nmanuf acturing approach to better
understand its effect on industry participation or
engagenent with the Departnment. Congress has given DoD
certain authorities and tools that it nay use to generate
interest and incentivize industry to work with the mlitary.
These authorities and tool s include unique contracting
mechani sns, technol ogy transfer opportunities, and a process
for expedited FDA reviews and approvals. Congress could
eval uat e whet her DoD has used these authorities and tools as
Congress intended and expl ore how they m ght attract,

I nfl uence, or deter conpanies from doing business with the
military.

This concludes ny remarks. Thank you for the
opportunity to testify, and | |ook forward to your
questi ons.

[ The prepared statenment of M. Mendez foll ows: ]
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STATEMENT OF COLONEL VI CTOR A. SUAREZ, USA (RET.),
FOUNDER AND PRI NCl PAL GROMH PARTNER, BLU ZONE BI OSCl ENCE &
SUPPLYY CHAI N SOLUTI ONS, LLC

Col onel Suarez: Good afternoon, Chairwoman Warren,
Ranki ng Menber Scott, and distingui shed nenbers of this
Commttee. Thank you for the opportunity to speak with you
t oday.

My nane is Vic Suarez, and | have recently retired from
the U S. Arny after 27 1/2 years of active service, as a
nmedi cal service and acquisition corps officer, specializing
I n the advanced devel opnent of biologics, managing the
medi cal supply chain, and neeting Anerica' s finest sons and
daughters as a commander four tines, twice in the conbat
zone.

During the past 10 years | have been heavily invol ved
I n advanced devel opnent of bi odefense nedi cal
counterneasures, served as the Chief of Staff at the Walter
Reed Arny Institute of Research, and was sel ected by Ceneral
GQus Perna to serve at Operation Warp Speed, from 2020 to
2021 as the Lead Vacci ne Program Manager. | am speaking
today primarily in nmy role as a Founder of Blu Zone
Bi oscience, a life science consulting firm

When | left active duty 6 nonths ago, ny principal goal
was to affiliate with organi zations that were m ssion-

aligned with nmy responsibilities in the DoD, including
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enhanci ng national security and protecting human health, and
to that end supporting donestic conpanies that could support
those two missions. To this end, | partnered with two
organi zations, the Council on Strategic R sks and the
Securing America's Medicines and Supply coalition. Both
organi zati ons are focused on ensuring access to essenti al
medi ci nes for patients and the warfighter.

On Novenber 27, 2023, the Departnent of Defense, in
response to the fiscal year 2023 Nati onal Defense
Aut hori zation Act, Section 860, provided the Senate and
House Arned Services Commttee an interimrisk report on the
Departnent's reliance on overseas-derived pharnaceutical s.

A significant finding was that 54 percent of the nationa
drug codes sourced fromthe DoD had active pharnaceutica

i ngredients, or APIs, and excipients non-APl, that came from
non- Trade Agreenment Act conpliant countries, including

Chi na.

This recent finding presents a clear and present danger
to national security. It should conpel us to explore better
| egi sl ative and trade policies that strengthen our Federal
acqui sitions, economc, and health security to reduce our
reliance on overseas essential nedicines, their key starting
materials, and API. W nust manufacture nore of these
materials donestically to ensure high-quality manufacturing

processes and products, including a reliable and resilient
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mat eri al nedi cal supply chain supporting this essentia
I ndustry.

A major contributing factor to this national security
and health security risk is a little-known but controversi al
court case titled Acetris Health, LLC v. United States. In
this case, the United States Court of Appeals for the
Federal Circuit overruled a | ong-standi ng precedent
regarding the origin of a drug by ruling that a drug could
be considered to be manufactured or substantially
transfornmed in the U S. and sold to the Federal Governnent,
even if its APl and all of its conponents, to include
exci pients, were manufactured in TAA-banned countri es.

Today, a Chinese firmcould nake all the APl and
precursor materials for a nedicine, shipit to a US.
subsi di ary that does packagi ng and final |abeling, and still
be able to label it as American made. This would be
consi dered an Anerican-made drug and principally illustrates
thi s | oophol e.

In ny testinony today I wish to highlight a
dysfunctional market where generic drug conpani es conpete in
a race to the bottomin generic drug pricing and
manuf acturing, a principal driver of drug shortages, which
just 2 weeks ago, as you nentioned earlier, Senator, was
reported by the Anmerican Society of Health System

Phar maci sts, that our nation is at an all-tinme high, since
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2001, of 323 known drug short ages.

Overwhel m ng downward pressure in generic drug costs
with no consideration for supply reliability or quality
| eads donestic manufacturers to operate at approxi mately 50
percent utilization capacity. Many of these donestic
conpani es are closing plants and essential nedicine
production |lines, or being acquired by foreign entities,
which will only downgrade our nation's ability to
I ndependently provide health care for its citizens during a
gl obal pandem c or during a national security event.

Finally, I want to appl aud the Departnent of Defense
efforts to assess these strategic risks through both the
assessnent of the origin supply chain at the Defense
Logi stics Agency as well as the Unifornmed Services
Uni versity Pharnmaceutical Assessnment of Quality Pilot Study,
or PhaQ@s, as both these efforts will provide nore
transparency and potentially enable mllions of our service
men and wonen, their famlies, and other TRICARE retiree,
| i ke nme, confidence that when they go to a mlitary
treatnent facility in the U S. or serve in conbat that they
wi || always have access to the highest quality nedicines, at
the nost affordable prices, sonething that is possible if we
are wlling to disrupt the status quo.

Thank you for your attention as | raise these

signi ficant considerations concerning our nation's
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overreliance on non-Trade Agreenent Act nations for our
pharmaceuti cals, and | encourage Congress, and this
Commttee, in particular, to closely nonitor and support the
DoD s efforts to care for our warfighters, their famlies,
and retired mlitary.

| ook forward to your questions.

[ The prepared statenent of Col onel Suarez foll ows:]
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Senator Warren: Thank you, Col onel Suarez. |
appreciate it.

| amgoing to start the questions here. Mst of the
time DoD will continue to purchase drugs fromthe commerci al
drug market, but there are sone instances when it nakes
sense for DoD to produce the nedication itself, for exanple,
when DoD is the only custoner. An exanple is the adenovirus
vaccine. \Wile adenovirus typically causes mld cold or
flu-like synptons, it is a nmajor cause of serious
respiratory illness anong servi cenenbers, particularly
during basic training. And that is why WRAIR devel oped an
adenovirus vaccine which it then licensed to private
I ndustry.

But because there is not a broad market for the
adenovi rus vaccine, it has sonetines been difficult to find
a manufacturer that was willing to produce it. |In fact, for
over a decade, DoD was unable to vaccinate new recruits for
adenovi rus because the nmanufacturer decided to stop
produci ng the vaccine, and there was no ot her manufacturer
who was interested in doing this.

M. Mendez, you have studied the defense health care
systemclosely. First, let's start with, howdid this
di sruption affect the health of servicenenbers?

M. Mendez: Thank you for the question, Senator. And

that is correct. DoD exhausted their |ast supply of the

Scheduling@TP.One 800.FOR.DEPO

T P O ne WwWw.TP.One (800.367.3376)



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

adenovi rus vaccine in about 1998, 1999. At that tinme, DoD
estimted that the absence of that supply of vaccine would
| ead to about over 10,000 preventable infections fromthe
adenovi rus, over 4,200 nedical visits of recruits in the
recruit training pipeline, who are at risk for adenovirus,
and over 850 hospitalizations, within a year, to an extent
DoD did observe that in the absence of the vacci ne.

Senator Warren: Ckay. So in other words peopl e got
sick, they had to go to the doctor. There were deaths
associated with this adenovirus. And all of that
potentially affects warfighter readi ness. You have got all
t hese young people who are together, and the disease is
novi ng anong them right? The virus is noving anong them

So Dr. Barber, you are an expert on pharnaceutica
manufacturing. Wat did it take to finally get a new
manuf acturer to produce the adenovirus vaccine for DoD?

Dr. Barber: After stocks were depleted in 1999, DoD
does what it usually does. It put out a tender, and the
previ ous manufacturer that had pulled out of the narket,
Weth, they agreed to do a tech transfer, but only if DoD

woul d reimburse themfor it, which is quite the demand

given, as we heard today, DoD devel oped that vacci ne and had

done tech transfer to themfree of charge in the first
pl ace.

Only one manufacturer even considered bidding at the
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time, Geer, but they wthdraw because they asked DoD for

$10 million up front, and DoD could not agree to it at the

tinme.

All inall, it is estimated that it took about $100
mllion and 10 years for new vaccines to becone avail abl e
agai n.

Senator Warren: You know, this is just stunning. DoD,
as you say, does the research, devel ops the vaccine, gives
it away to try to be able to get a manufacturer going, and
they end up paying a private manufacturer, | think you said
$100 million. |Is that about right?

Dr. Barber: |In the end, yes.

Senator Warren: In the end, in order to build a
facility to manufacturer this vaccine that we need, on top
of the noney they paid to purchase the vaccine fromthe
manuf acturer, all because DoD is at the nmercy of private
actors who just are not interested in marketing these
products for a relatively small market.

M. Mendez, is the adenovirus vaccine the only exanple
of a product that the private market has been unwilling to
manuf acture for DoDY

M. Mendez: No. The adenovirus is not a unique case.
DoD has many challenges in finding a | ot of nedical
count er neasures, over many decades. Current chall enges that

t hey experience and are working through include products to
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address anthrax, botulism cholera, henorrhagic fevers,
tularema, and other health threats.

Senator Warren: Al right. You know, this is a real
probl em when the nmarket just does not neet what it is that
DoD needs, and this is going to continue. W are going to
continue to have nedications that DoD requires in order to
keep servicenenbers healthy, and that sinply are not
profitable for private industry to cone in and produce.

Dr. Barber, what would be the advantages if DoD deci ded
to manufacture these drugs itself?

Dr. Barber: A public manufacturer is |ikely, depending
on the drug, to be enornously cost saving. To bring back
t he adenovirus exanple, the current contract with Teva is
worth about $38 mllion per year. That is actually a |ot of
noney to pay for a single vaccine. As a point of
conparison, it is about 80 percent annually of how nuch
California has budgeted to build an entire insulin factory.

A report by the Arny estimated adenovirus factory
startup cost at $100 million, with annual costs to $10
mllion per year. So that works out to DoD breaking even
from building and running a manufacturing facility in just 3
years.

Besi des costs, by manufacturing their own drugs, DoD
could ensure reliable supply and support w der strategic

aims and restoring donmestic production capacity.
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Senator Warren: Ckay. So you pencil this out and
di scover at |east for sone of these drugs it would be
cheaper for DoD to manufacture it thenselves, and it woul d
have the added benefit of you know what your supply chain
I's, there would not be any secrets in the supply chain, and
we woul d have a reliable source for these drugs.

This is why | amintroducing a new bill, the Keep DoD s
Drug Supply Secure Act, to direct DoD to nmanufacture the
drugs, devices, vaccines, and ot her nedical products when
there is a risk of shortage or quality concerns. This bil
gi ves us an opportunity to resolve drug shortages, to secure
t he pharmaceutical supply chain, and to ensure safe and
effective drugs for our servicenenbers. Thank you

Senat or Scott.

Senator Scott: Thank you, Chair. Colonel Suarez, So
you heard the testinony before, and M. Beebe said there are
about 10,000 drugs that they buy. Does that sound about
right?

Col onel Suarez: \When we are tal king about nati onal
drug codes, we are talking in the thousands. So between
5,000 to 10,000 that they can source fromwthin the
i ndustry for pharnmaceuti cal s.

Senator Scott: Al right. So today, is there just
even one of those that they could just say, "Today |'m not

goi ng to buy anything el se from China?" Do you know of any
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one of themthat they could do that?

Col onel Suarez: No, but | think the fundanmental issue
that they could probably do that is with help fromthe
Congress to address the | oophole | nentioned in ny opening
statenent. The Departnent tried to do this -- and I am
tal king the VA -- back in 2019, and they were challenged in
court when they wanted to execute an executive order to buy
American products. And they were challenged by this
conpany, Acetris Health, to say, well, we nake this product
overseas, and then we do the final packaging and | abeling in
the United States, and we are going to call it United
States. Well, that is not how precedent was defined for a
Made in Anerica drug. That was al ways defined by where the
APl was made.

Senator Scott: So you think we have to have a | aw t hat
says that Made in Anerica neans sonething different than
what that court case said?

Col onel Suarez: Yes. | think this is an
opportunity --

Senator Scott: Can you get that to us?

Col onel Suarez: Yes.

Senator Scott: And | will work on that. Oay. So
let's say we get that fixed. |s there anything el se that
woul d prevent us from sonebody in M. Beebe's position from

just saying, "Today we are not buying any nore"? \Wat el se
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woul d there be? Any other limtation?

Col onel Suarez: | think sone of the chall enges that
could be there is especially in those areas where we are
solely reliant on a supply chain that is only made i n China,
for exanple. So right nowif you | ook at the APl |nnovation
Center, they have really done sone studi es where they have
| ooked at the supply chain. They call out 60 vital
medicines in the United States. They estimte of the 60
vital nmedicines in the United States, about 20 percent of
them are solely sourced with APIs from China, and then for
key starting materials, it is about 45 percent of those
vital nedicines are solely sourced -- that neans there is no
ot her supplier.

Senator Scott: Just go back, on solving the problem
Is the only imtation is if we get a | aw passed that says
that Made in Anerica neans X, that it is all produced here,
we do not use any of their ingredients, blah-blah-blah, and
no packagi ng, nothing, so is that going to give the
Department of Defense the ability to fix it today?

Col onel Suarez: | think when that |oophole is closed |
think it gives a clear pathway to do what you are
suggest i ng.

Senator Scott: Ckay. And that is the only [imtation.

Col onel Suarez: | do not think that is the only
limtation.
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Senator Scott: Wat else would it be?

Col onel Suarez: | think an understandi ng that having
quality differentiation in the marketpl ace other than cost
i's another big hurdle for us to try to grapple with. And
this is dealing wwth the status quo --

Senator Scott: Oh, are you saying that they decide
based on price and nothing el se?

Col onel Suarez: \What | am suggesting is that the
mar ket pl ace for generic small-nol ecul e pharmaceuticals is
primarily based on a cost basis, and no real neasure of
gquality in that decision matrix.

Senator Scott: So | am a business guy. In business, |
woul d not buy just based on price.

Col onel Suarez: Correct.

Senator Scott: Do you think we do that?

Col onel Suarez: Unfortunately, that is where the
market is going for that commodity.

Senator Scott: \Wy?

Col onel Suarez: Because what has happened over the
| ast coupl e of decades -- and this really happened around
| ate 2021, when we voted for China to be a Mdst Favored
Nation, and they all of a sudden grew their econony and we
started to transition our manufacturing overseas -- what
they found was they used their nost conpetitive advant ages,

and that is access to cheap |labor and their inability to
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really focus on environnental concerns in manufacturing.

So they could |l ower the price of goods very low, to the
poi nt where they could target specific industries, |ike the
pharmaceuti cal industry, and even specific drugs, and
actual ly push sonme of our conpanies either out of business
or from stopping making critical nedicines.

Senator Scott: So is there anything else we need to do
to stop it?

Col onel Suarez: | think part of it also is you could
| ever age Defense Production Act to incentivize and pass
| egi sl ation for funding to actually bol ster our donestic
supply chains and manufacturing in the United States. You
created incentives for the marketplace to say, hey, there is
an initial incentive, just |like the CH PS and Sci ence Act,
to manufacture in the United States.

Senator Scott: So why do they not do it now. W have
got the Defense Production Act right now. Wy don't they
just do it?

What | do not get is everybody -- | think we have al
come to the conclusion China is bad. They want to destroy
our way of life. Wy are we buying their crap?

Col onel Suarez: Part of it is because in the past 20-
pl us years they have done a very nmasterful job of
i ntegrating into our biotech and bi opharma and many

phar maceuti cal manufacturing industries. They started with
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early innovative conpani es, when they are small biotechs and
they are desperate because they are cash strapped. So they
basically hire themas contract research organizations. And
t hey devel op those drugs and products throughout the |ife of
that drug application. So as that conpany matures and it
gets licensure, their entire supply chain m ght be dependent
on materials from China.

Senator Scott: So do we need to prevent China from
being able to invest in our pharmaceutical industry?

Col onel Suarez: \What | would suggest to the Congress
is that they place limts on those known conpani es that have
either stolen intellectual property or have a bad intent to
t ake American technol ogy --

Senator Scott: Do we need |egislation, or can they do
that on their own right now?

Col onel Suarez: Wll, so conpani es can nmake those
deci sions --

Senator Scott: No. Can the Departnment of Defense
prevent a Chi nese conpany frominvesting?

Col onel Suarez: | do not know if the Departnent could
do that directly without getting challenged in court.

Senator Scott: | do not get this. | nmean, we do not
buy stealth bonbers from China, so why do we buy drugs from
Chi na?

Col onel Suarez: So what | would offer is that when you

70

Scheduling@TP.One 800.FOR.DEPO

T P O ne WwWw.TP.One (800.367.3376)



10

11

12

13

14

15

16

17

18

19

20

21

22

23

24

25

71

| ook at things |ike the Berry Anendnent, those were
originally designed, like in 1941, and they focused on

I nportant things like textiles and food and all those to
support defense purchasing of those critical conmmodities.

What | woul d suggest is either you anend that to
I ncl ude pharmaceuti cal s and nedi ci nes, or you address the
| oophol e that | nentioned, and once you can do that -- and
this is not an original idea fromme. The API Innovation
Center pointed this out about 18 nonths ago. So what |
woul d say is once we fix that through |legislation, a |ot of
the other things that you are suggesting can nore easily
occur without challenges in court.

Senator Scott: GCkay. So if we want to solve this,
name the list. W have got to change that court case, and
that is one.

Col onel Suarez: Yeah, so that is one. The second one
is | would encourage the DoD to continue nonitoring this
quality assessnment pilot so that we can better understand
that health care systens actually can buy | ow cost drugs
that are of high quality, because sone initial data shows
that that is very possible. And then the third thing --

Senator Scott: W do it in the private sector every
day, so it is all possible.

Col onel Suarez: Yes. Yes, sir.

Senator Scott: We would not have to have a study. |
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nmean, that is pretty basic stuff.

Col onel Suarez: The study actually generates the data
that is irrefutable that you could use to justify the
deci sions. So yes, sir.

Senator Scott: W do it every day, because we |ike our
products to work. Every manufacturing conpany buys based on
quality, because it likes their end product to work.

Col onel Suarez: Yes, in normal markets you are
absolutely correct, sir. That is how nornmal narkets worKk.
Unfortunately, in the pharmaceutical industry that has not
been the standard.

Senator Scott: Because we did not do any testing.

Col onel Suarez: No. It is not that we did not do any
testing. It is that the regulatory agency had a very
difficult time, as we transitioned our manufacturing over to
Asia, nostly India and China, we lost an ability to actually
regul ate and i nspect those manufacturing plants.

Senat or Scott: Yeah, but we can inspect it afterwards.

Col onel Suarez: Right. But the problemis we have
such a big backlog right now, and now when they are checking
these facilities they are finding egregi ous problens. And
that is why sone of those plants are shutting down as they
remedi at e those problens, and thus that increases nore drug
shortages. And that is part of what we are seeing right

NOow.
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Senator Scott: Gkay. So we have got the court case,
assess, what el se?

Col onel Suarez: And then | think really provide
i ncentives to industry to donestically manufacture nore
essential nedicines here, not only the finished product, the
APl , and the key starting materials.

Senator Scott: Well, I think it wll happen, except
for what Dr. Barber is talking about. | nean, sone things
are going to be so small you cannot do it. But there is
enough noney, if it is big enough, right.

Col onel Suarez: Correct.

Senator Scott: If we say we are going to have a
domestic product, we can do it. | do not disagree w th what
you are saying. There are going to be sone markets that are
not going to be big enough, and this is going to be cheaper.
And there are two options. One, pay sonebody to do it, like
what you said, or do it ourselves.

Col onel Suarez: My | add one other thing, too? There
are sone really good initiatives that are happening in the
United States right now, for exanple, in Senator Kaine's
state, for exanple, with Gvica RX, a public benefit
corporation, working with Phlow and AMPAC, where they are
actually going after these nost essential nedicines. That
is a nodel that actually could be expanded across the

country to address those critical, essential, |ow cost
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generi c medi ci nes.

So | think we are starting to see nore and nore
exanples |ike what we see in the comopnwealth of Virginia
that could actually help correct the nmarket over tine, so
that we can actually address these critical risks.

Senator Scott: Thank you.

Senator Warren: Good. Thank you. Dr. Barber?

Dr. Barber: It was just to say that in terns of market
share, DoD's fund really is quite, quite low. | nean, $7
billion is not very much in nultinational corporation terns,

in terms of global markets. So it really is a drop in the

bucket, and the market power just is not there for nost

products.
Senator Scott: | nean, | agree. That nmakes sense.
But you would think if everybody worked together, like if

all of our allies were part of this, which we should be able
to do, there are still going to be things that nmake sense,
that you cannot get. Sonebody is not going to have an
i ncentive because there is not enough profit margin. But if
we coul d get everybody to buy together, we could, in theory.
Dr. Barber: A nmgjor limtation is the data still is
not there in terns of where provenance is, and thank you for
bringing up the Acetris case. It is incredibly inportant,
and | woul d encourage the Commttee to reach out to the DLA

for legal counsel in ternms of kind of what their powers are.
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| have been doing APl research for a long tine in terns
of capacity building and distribution, and I am heartened
that in the last 3 years people have started to take it
really seriously in terns of initiatives to not supply. But
they are still very ad hoc. There is no systematic mappi ng.
FDA is not doing it. EMA is not doing it. The WHO is not
doing it. W have to show data with everyone, wth our
allies, with all countries. So it has to be an
i nternational effort to map how many factors are making a
gi ven drug, where are they, what is the capacity. W need
to do this systematically. W cannot rely on ad hoc
nmeasur es.

Senator Warren: You know, | very nmuch appreciate that.
What | think we are hearing over and over is we need to
bri ng pharnmaceutical manufacturing back to the United
States, and that it is a critical national defense issue.

It is also critically inportant for the health of our
peopl e.

And | hear this break into two parts. One is
comrer ci al manufacturing, which as you rightly point out, we
do not have the right incentives in place. W do not even
have the right information in place to require nmeani ngful
donestic manufacturing and neani ngful insight into the
supply chain, to know that we are safe in the drugs that we

are getting and into the APIs that we are getting. And that
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is one part of the problem

And then the other part of the problemis the
manuf act uring chal |l enges for what are nuch nore nodestly
scal ed projects that we are going to have to nove to
mlitary manufacturing. Oherwise, we are just not going to
get this stuff, or we will pay prices that are so outrageous
t hat we woul d have been a |lot better off -- it would have
been cheaper to have built it internally.

And so | think those are the two chal |l enges we face,
and | know that we both want to work on here.

I want to thank all of our wi tnesses for their
testinony today. | also want to thank Jon Cark, Gary
Leeling, Noah Sisk, and Katie Magnus, for their work in
hel pi ng put today's hearing together.

We have a letter fromthe National Association of
Manuf acturers. They have asked that it be included in the
record. Any objection?

Wt hout objection on that.

[ The information follows:]

[ SUBCOMM TTEE | NSERT]
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Senator Warren: Wth that, do we have a period of tine
for questions? MNope. Alright. W have got 7 days for
questions for anybody who wants them You will have 30 days
toreply to those if there are answers that are needed.

And with that, this hearing is adjourned. Thank you
all.

[ Wher eupon, at 4:10 p.m, the hearing was adjourned.]
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