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P-ROGCGEEDI-NGS
(10: 01 a.m)

MR. BUTLER  Good norning and wel cone.
The Ofice of the United States Trade
Representative, in conjunction with the
| nt eragency Section 201 Commttee, is holding
this public hearing in connection with the
Section 301 investigation of Gernmany’'s
per si stent under paynent for innovative
phar maceuti cal products.

The United States Trade Representative
initiated this investigation on June 18, 2026.
Under a Federal Register Notice published on
June 24t h, 2026, announcing this investigation,
USTR al so invited witten comments and announced
t hi s hearing.

The June 24 notice invited coment on a
nunber of i1ssues going to the question of
whet her the acts, policies, or practices at
I ssue are actionable under the statute.

Under Section 301 of the Trade Act of

1974, actionable matters include acts, policies,
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and practices of a foreign country that are
unr easonabl e and di scrim natory, and burden or
restrict U S. commerce.

The June 24 notice is avail able on the
USTR webpage under the Section 201
| nvestigations page, and is published in the
Federal Register at 91 Fed. Reg. 38072.

The purpose of this hearing is to
receive public testinony regarding the issues
raised in the June 24 notice. The Section 301
Commttee wll carefully consider today’s
testinony, as well as all witten coments in
response to the Federal Register Notice,

I ncl udi ng post-hearing rebuttal conments.

Because this hearing will |ast one day,
all witten comments, including post-hearing
comrents, are due Septenber 29, 2026.

Consi stent wth the rules and
procedures set forth in the June 24 Federal
Regi ster Notice, w tnesses have provi ded USTR
and the Section 301 Conmttee with a summary of

their testinony in advance of today’s hearing.
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As appropriate, w tnesses have been advised in
advance that this hearing will not address
potential renedi es under Section 301, which is a
separate inquiry.

After the Section 301 Conmttee has
conpleted its work, the commttee wll nake a
recommendation to the United States Trade
Represent ati ve on whet her the acts, policies,
and practices, and practices are actionable
under the statute.

| f the Trade Representative determ nes
actionable acts, policies, and practices exist,
the United States Trade Representative wll
determ ne whether action is appropriate and, if
so, what action to take, which would involve an
addi tional notice and coment peri od.

W are pleased to have international
trade and econom c experts froma range of U S.

Gover nnent departnents and agenci es here today.

W wll go, first start with introductions, and
we'll start with State, please.
MR HUFFMAN: |’'m Stu Huf f man, Seni or
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Trade Advisor, the Ofice of Multilateral Trade
Affairs, Departnent of State.

M5. CARSON. Good norning. M nane is
Tracey Carson. |’ma Senior Advisor for Health
with the Ofice of Gobal Affairs at the
Departnent of Health and Human Servi ces.

M5. OLSON: Christina Adson with the
Ofice of the United States Trade
Representati ve.

MR. REYNOLDS: Tobias Reynolds with the
O fice of Trade Negotiations and Analysis at the
Depart nent of Comrerce.

M5. ECHEVERRI A:  Good norning. Cynthia
Echeverria, Director for Trade Policy at the
Departnent of Honel and Security.

MR CHANG H . Good norning. Wn
Chang, Departnent of the Treasury, O fice of
| nternational Trade and | nvestnent Policy.
Thanks

MR BUTLER And I’m Philip Butler
with the Ofice of the United States Trade

Representative and Chair of the Section 301
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Comm ttee.

Bef ore we proceed with the panel, |
wi |l provide sonme procedural and adm nistrative
I nstructions. Please note that no caneras, or
video, or audio wll be allowed during the
heari ng.

The hearing is scheduled to concl ude
t oday, Tuesday, Septenber 22. A witten
transcript of this hearing will be posted on the
USTR website and on the Federal Regi ster docket
as soon as possible after the conclusion of this
heari ng.

We have one panel of witnesses with
ni ne individuals scheduled to testify. The
provi si onal schedul e has been posted on the USTR
websi te.

Each wi tness appearing at the hearing
islimted to five mnutes of oral testinony.
The light before you will be green when you
start your testinony, yell ow neans you have one
mnute left, and red neans your tinme has

expi red.
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After the testinony fromthe panel, the

Section 301 Committee wll have an opportunity
to ask questions. All questions will be from
agency representatives. There will be no

gquestions accepted fromthe floor. Conmttee
representatives will generally direct their
guestions to one or nore specific wtnesses.

Agai n, post-hearing coments, including
any written responses to questions fromthe
Section 301 Commttee are due Septenber 29,
2026. The rules and procedures for witten
subm ssions are set out in the June 24 Federal
Regi ster Noti ce.

We request that w tnesses, when
respondi ng to questions, be as concise as
possible. W, |ikew se, ask wtnesses to be
understanding if and when the chair asks that a
W t ness conclude a response. In this regard,

W t nesses should recall that they have the full
opportunity to provide nore extensive responses
in their post-hearing subm ssion.

Wt nesses should please turn on their
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m crophone and speak directly into the
m cr ophones with your testinony and to answer

any questi ons.

Wth that, we will begin. Can we seat

t he panel, please?

(Pause.)

MR, BUTLER  Ckay, thank you.

M. Israel, the floor is yours.

MR, | SRAEL: Good norning. | would
like to thank the nenbers of the Section 301
Commttee for the opportunity to testify today.
My nane is Chris Israel, and | amthe Executive
Director of The Alliance of U S Startups and
| nventors for Jobs, USIJ. W are coalition of
i nventors, startups, entrepreneurs, research
Institutions, and the venture investors who
support them USIJ is commtted to
strengthening Anerica’ s innovation ecosystem

| am here today to express our strong
support for the USTR s investigation into
Germany’ s underpaynent for medicines. USIJ’ s

nmenbers fundanentally believe that intellectual
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property protections are critical to any

i nnovation but hold little val ue when foreign
governnments can strip away the econom c rewards
they' re designed to deliver. That's why this

i nvestigation is so inportant.

The Adm nistration has accurately
observed that CGermany’'s pharnmaceutical pricing
policies unfairly shift the cost of
phar maceuti cal research and devel opnent onto the
United States.

Devel opi ng a successful therapy can
require years of research and billions of
dollars. Investors accept these risks only when
they believe that successful discoveries can
earn sufficient returns in gl obal markets.
Germany’s pricing policies weaken incentives to
I nvest in innovation.

When governnents systematically drive
pri ces bel ow market -based | evel s they reduce the
expected return on successful discoveries.

Lower expected returns nake pharnaceuti cal

i nvestnent | ess attractive.
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Germany’ s persi stent under paynent
doesn’t just affect Wall Street or Big Pharna.
The U. S. bi opharnmaceutical industry directly
enpl oyed nore than a mllion works in 2022, and
supported nore than 4.9 mllion jobs across the
econony. Wen Gernmany undern nes innovation
i ncentives, it’s hurting these workers,
researchers and venues.

Germany is hardly the only offender.
Most ot her wealthy nations simlarly underpay
for medicines. Anericans represent |less than 5
percent of the world s population, but the U S.
mar ket generates roughly 75 per cent of gl obal
phar maceutical profits.

Earlier this year, the United States
and the United Kingdom reached an agreenent that
showed we can work with these countries to
correct that inbalance. The agreenent
recogni zed that countries benefitting from
I nnovative nedi ci nes nmust take responsibility
for sustaining the research ecosystem and the

intellectual property that produces them
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It al so acknow edged that stronger
intellectual property protections and market -
based i ncentives encourage investnent,
strengt hen supply chains, and support high-
payi ng jobs. GCermany can and shoul d be next.

The effects of this investigation wl|
al so extend well beyond Germany. O her
of fenders, including trading partners |ike
Canada, Japan, and South Korea are watching
closely. The investigation will show them t hat
the United States is serious about naking
weal thy partners pay fairly for Anerican
di scoveri es.

And, if USTR secures neani ngful reforns
in Germany, it wll establish an inportant
precedent if the United States is prepared to
use its trade |laws to defend Anerican
intellectual property and protect the workers,

I nventors, conpanies, and investors that produce
I nnovati ve new nedi ci nes.
We strongly support this investigation

and urge USTR to pursue neani ngful reforns
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wi t hout delay. Germany should be the first of
many countries that we push to end harnf ul
phar maceuti cal pricing policies.

Thank you for your tinme and
consi derati on today.

MR. BUTLER  Thank you.

Anbassador Gerri sh.

MR, GERRI SH. Good norning, nenbers of
the Section 301 Commttee. M nane is Jeff
Gerrish, and I served as Deputy United States
Trade Representative in the first Trunp
adm nistration. |In that role, | saw firsthand
how unfair foreign trade practices harm Aneri can
conpani es and workers, our broader econony, and
our national security.

One particularly consequential problem
Is that nearly all devel oped countries inpose a
variety of direct and indirect price controls on
medi ci nes. These policies allow foreign
countries to obtain innovative nedicines, often
devel oped in the United States, at artificially

| ow prices. That forces Anerican patients,
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enpl oyers, and taxpayers to shoul der a
di sproportionate share of the cost of
phar maceuti cal research and devel opnent.

USTR s Section 301 investigation into
Germany’ s persi stent under paynent for innovative
medicines is an inportant step toward addressing
one of the worst offenders. By thoroughly
exam ning Gernmany’s practices and leveraging its
findings to secure fairer pricing commtnents,
USTR can establish a clear tenplate for
confronting simlar practices around the gl obe.

President Trunp has rightly recogni zed
foreign free-riding on U. S.-funded
phar maceutical innovation as a serious and
pervasive problem The United States represents
just over 4 percent of the world s popul ation
and about one-quarter of global GDP. Yet, it
accounts for roughly half of worldw de
phar maceuti cal R&D spending and three-quarters
of gl obal pharmaceutical profits.

According to a 2023 anal ysis by the

| nformati on Technol ogy and | nnovati on

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com


https://nealrgross.com/

o o B~ W DN

10
11
12
13
14
15
16
17
18
19
20
21

22

Foundation, if other devel oped countries had
paid U S. market prices for innovative nedicines
in 2018, biotechnol ogy conpani es worl dw de woul d
have earned an additional $254 billion that

year.

Much of that additional revenue woul d
have fl owed to Anmerican conpani es, supporting
greater investnent in research and devel opnent,
nore job creation, and the devel opnent of dozens
of additional nedicines.

Germany is an especially egregious
of fender when it cones to suppressing
phar maceuti cal spending. Over the years, it has
used unfair policies and practices to keep its
spendi ng on i nnovative pharmaceuticals at |ess
than half that of the United States on a per
capita GDP basi s.

| f Germany al one had paid U S. prices
for nedicines in 2018, biotechnol ogy conpani es
woul d have earned nearly $35 billion in
addi tional revenue. But rather than adopting

needed reforns to do its fair share, the CGernmany
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Gover nnment has doubl ed down on its | ongstandi ng
price controls.

Recently, CGerman | awrakers approved
even steeper nmandated rebates on nedicines. To
conmpound this problemas Europe’s | argest
econony and one of the world s | argest
phar maceutical markets, Germany’s pricing
deci sions set an exanple for countries
worl dwi de. This is precisely what nakes USTR s
I nvestigation into Germany such a crucial step.

A robust Section 301 investigation can
give the United States the |l everage it needs to
bring Germany to the negotiating table and
secure neani ngful reforns to its pharnmaceuti cal
pricing and rei nbursenent policies. The
agreenment USTR recently negotiated with the
United Kingdom which conmtted to roughly
doubling its spending on innovative nedicines as
a share of GDP, denonstrates how trade pressure
can conpel foreign governnents to adopt fairer
pol i ci es.

Securing a simlar agreenent with
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CGermany woul d send a powerful signal that
advanced econom es nust share the gl obal R&D
burden nore equitably.

Conversely, if the United States all ows
Germany to get away with continued freel oadi ng,
ot her governnents wll take notice and,
i kewi se, stonewall U.S. demands for reforns.

| urge USTR to conplete this Section
301 investigation expeditiously, and to use
every tool available under Section 301 to secure
meani ngful reforns from Germany.

But our efforts should not stop there.

Free-riding is a global problem and solving it

will require the rest of America’s trading
partners to nore fairly contribute to the cost
of devel opi ng new nedi cines. For the sake of
Ameri can workers, taxpayers, and patients,
Germany should be the first country brought to
the negotiating table, but it certainly should
not be the |ast.

Thank you for the opportunity to

testify today. And I | ook forward to your
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guesti ons.

MR. BUTLER  Thank you.

M. Siatis.

MR SIATIS. Good norning and thank you
for this opportunity to testify. | amPerry
Siatis, the Executive Vice President, GCeneral
Counsel, and Secretary of AbbVie, an Anerican
bi ophar maceuti cal conpany that researches,

di scovers, and devel ops nedi ci nes that, once
approved, reach 74 mllion patients gl obally.

We strongly support the
Adm nistration’s efforts to gain agreenent by
GCermany to address their unreasonabl e and
discrimnatory acts, policies, and practices
that burden U S. commerce by cutting prices for
those nedicines in Germany to unfair |evels that
do not reflect a proportionate share of AbbVie's
R&D i nvest nent.

Si nce becom ng an i ndependent conpany
in 2013, AbbVie has invested nore than $85
billion in R&D in pursuit of |ife-changing

nmedi ci nes addressi ng serious diseases |ike bl ood
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and solid tunor cancers, and Parkinson’s

Di sease, anong others. Qur investnents support
not only the nedicines that succeed, but also
the many unsuccessful research efforts that are
an essential cost of discovering new treatnents.

Unfortunately, many countries outside
the United States, including Germany, use their
| aws to deny conpanies |ike AbbVi e reasonabl e
prices that reflect our R& investnents and the
val ue these nedici nes deliver.

These countries fail to pay their fair
share for access to the world s best nedicines
when conpared to the United States.

Under Section 301 of the Trade Act of
1974, the U. S. Governnent may act against a
tradi ng partner whose acts, policies, and
practices are unreasonable or discrimnatory,
and burden or restrict U S. commerce. That
standard is certainly net here.

| wll highlight just a few exanples.

First, the German heal th technol ogy

assessnent policy known as AMNOG Process, does
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not correctly neasure value and is inconsistent
with global nornms. The result is chronic
under paynent for innovative nedi cines.

For instance, Gernmany regularly ignores
or rejects clinical evidence that regul atory
bodi es, including the EMA and FDA, accept or
even request during the approval process to
prove val ue and benefit to patients.

Second, Cermany’s nmandatory rebates are
used to force innovative manufacturers,
I ncl udi ng AbbVie, to fund budget shortfalls that
are instead the responsibility of the Gernmany
Governnent. This practice cuts prices even
further.

Third, Germany qui ckly passed a new | aw
this year that is even nore unreasonabl e and
di scrimnatory than historic laws. Despite
President Trunp's attenpts to get the rest of
the world to pay their fair share, Gernmany in
just 90 days proposed and passed a | aw that nore
t han doubl ed mandatory rebates, and added Focus

Li sts, a new nechani smtargeting nedicines sold
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primarily by Anmerican conpanies, including
AbbVi e.

This will force new price reductions
t hrough unfair tender procedures that wll
further distort fair market conpetition.

Lastly, these acts, practices, and
policies work in conbination to magnify their
negati ve inpact. For exanple, Germany rejected
i nportant clinical evidence when eval uating
AbbVi e’ s innovative m grai ne treatnent and
preventive mnedi ci ne Aqui pta.

Aqui pta will be subject to mandatory
rebates, including at higher |evels under the
new law. And it is a target of the newlaw s
initial Focus Lists. The conpounding effect of
these laws puts Aquipta in jeopardy of its
al ready low price being forced to new
unjustified | ows.

The facts we have outlined for the U S.
Governnent are clear. In Germany the government
dictates the terns of price, access, and

rei mbursenent. AbbVie is unable to negotiate
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price fairly and freely. Germany |aws ensure
this outcome, with limted or often no | egal
recourse for the manufacturing to chall enge
Cer many.

We support USTR s exercise of Section
301 and its statutory leverage to gain a swft
agreenent with Gernany.

To be clear, success is not sinply
repealing this year’s law. Germany’s underlying
system nust al so change. At a mninmm GCernmany
shoul d i ncrease funding for innovative
nmedi ci nes, not just early stage research, reform
its health technol ogy assessnent so that unfair
standards can no | onger be used to justify
underval uati ng i nnovative treatnents, and
el i m nate mandat ory rebates.

Your recent agreenent with the United
Ki ngdom of fers a strong franework that can be
tailored here. Your resolution with Germany can
signal to the rest of Europe and nmj or econom es
what the U S. Governnent expects fromits

tradi ng partners.
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Thank you very nuch.

MR. BUTLER  Thank you.

M. Hwang.

MR. HWANG Thank you to USTR, M.
Chair, and the Section 301 Cormittee for
organi zing this hearing.

My nanme is Professor Thomas Hwang. [|’'m
a physician researcher and Director of the
Cancer Innovation and Regulation Initiative at
Harvard Medi cal School and the Bri gham and
Wnen’'s Hospital in Boston. All views here are
ny own.

Qur systematic review of the evidence
does not support clains that the Gernman
phar maceutical systemis unreasonabl e or
di scrimnatory under the neaning of Section 301,
or that they burden or restrict U S. commerce.

My testinony today calls for USTR to
not nmake a positive determnation in this
Section 301 investigation of the Gernman
phar maceutical pricing system

Qur research indicates that Germany is
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anong the top three countries of origin for

i nnovative nedicine inports into the U S. by

val ue, underscoring the inportance for access to
medi ci nes by U S. patients.

The USTR s notice of initiation of
I nvestigation highlights two polices that
concerns the commttee:

First is the proposed dynam c or
vari abl e pharnmaceuti cal rebates, and;

Second is confidentiality of prices.

My comments are structured around five
key considerations on these two policies.

First, the variabl e pharmaceuti cal
rebates cited by USTR were excluded fromthe
final enacted |legislation. The final Gernan
| egi sl ative text instead includes an increased
statutory rebate of 15.5 percent, which applies
to all pharnmaceutical conpanies regardl ess of
domcile, and is not unreasonabl e or
di scrimnatory within the neaning of Section
301.

In fact, this statutory rebate in
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Germany is |ower than conparable m ni num
statutory rebates here in the United States.

For exanple, 23.1 percent is guaranteed
for Medicaid, 24 percent for the VA, and 25 to
60 percent for Medicare under the Inflation
Reducti on Act.

Second, the second policy of concern,
the price confidentiality mechanism is not
discrimnatory and is rarely applied, therefore,
not burdening U S. commerce. This voluntary
mechanismin the German systemis available to
bot h donestic and forei gn manufacturers and,
ultimately, rarely used.

Since its entry into force in 2025,

t hi s mechani sm has been i nvoked by nmanufacturers
for only two products. Gven howrarely this
provi si on has been invoked, there is no evidence
that this provision or this policy has burden to
U.S. commerce.

Third, simlar price confidentiality
policies are widely used here in the U S and in

ot her countries. In the U S system
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confidentiality of negotiated prices is a comon
condition of pricing across public and private
payers. The expectation is that confidenti al
final prices reflect additional discounts
provided to research payers, such as

suppl enental rebates in the Medicaid Program
that are available to the broader narket.

In the Medicare Program the Centers
for Medicare and Medicaid Services said that it
needed confidentiality to increase the chance of
effective and successful negotiation with
pharmaceutical conpanies. The President’s
nom nee for Deputy Secretary of Departnent of
Heal t h and Human Services said in his recent
U.S. Senate confirmation hearing that
confidential negotiations were needed for the
Governnent’s ability to negotiate with ot her
countries.

Fourth, conditions on price
confidentiality incentivize price transparency,
whi ch benefits U S. public prograns and

taxpayers. The required discount for price
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confidentiality in Germany nmay serve as a
deterrent agai nst confidential prices, which
benefits U S. public payers and taxpayers.

Fol l owi ng President Trunp’s May 2025
executive order, the Adm nistration has
I npl emented or proposed Most - Favored Nation
pricing nodels in Medicaid and Medicare, all of
whi ch include Gernmany as a reference country.

This provision of the German system
therefore, allows the U S. Federal Governnent
and taxpayers to benefit fromlower prices in
Cer many.

Fifth and finally, the evidence does
not support a positive determnation in this
Section 301 investigation. Qur research
suggests that nost German-origin pharnaceuti cal
inmports will be exenpted from Section 332
phar maceutical tariffs due to conpany-specific
agreenents with the Adm ni stration.

We recommend that if USTR does pursue a
positive determ nation that the Trade

Representative not stack any Section 301 tariffs
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on existing Section 332 duties.

In sunmary, we recommend that USTR not
make an affirmative determnation in the Section
301 investigation and, instead, allow the
Adm ni stration to continue bil ateral
negoti ations wth the German Governnent for
policies that reduce prices for new nedicines in
both countries.

Thank you very nuch again for the
opportunity to present. | welcone any
guesti ons.

MR. BUTLER  Thank you.

M. Marar.

MR, MARAR: Hi. Chairman and nenbers
of the commttee, thank you for the opportunity
to appear before you today for this inportant
i nquiry.

My nane is Satya Marar. | ama
research fellow at the Mercatus Center at George
Mason University specializing in conpetition,

i nnovati on, and gover nance.

Qur central point is straightforward:
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Germany’ s pharmaceutical pricing systemshifts
a disproportionate share of the cost of gl obal
pharma research and devel opnent onto Anerican
pati ents, taxpayers, enployers, and private
heal t h pl ans.

Germany’s policies are, therefore, not
sinply donestic health care choices, there are
significant consequences for U S. commerce,
Anerican | P, and the future supply of |ifesaving
nmedi ci nes.

The U.S. accounts for approximtely 5
percent of the world' s popul ati on and about 26
percent of global GDP. Yet, our market
generates roughly 75 percent of gl obal
phar maceutical profits.

Germany is the third | argest
phar maceutical market in the world, behind the
U.S. and China, but it produces only about 5
percent of gl obal pharmaceutical profits,
approximately a 15th of the U S. figure, even
t hough Germany’ s popul ati on and GDP are each

roughly one-fifth of the U S.

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com


https://nealrgross.com/

o o B~ W DN

10
11
12
13
14
15
16
17
18
19
20
21

22

31

Mor eover, Cermany’s purchasi ng power
adj ust GDP per capita is only about 16 percent
| ower than Anerica’s.

These figures are difficult to
reconcile with Germany’ s |ow contribution to
phar maceutical innovation. They suggest that
Cermany is not nerely paying | ess because it’s
substantially poorer or because its citizens
have dramatically | ower purchasi ng power,
rather, Germany is using governnent purchasing
power and regul atory nechani sns to suppress the
prices it pays for patented nedicines bel ow
conpetitive |evels.

The German systemillustrates this
clearly. Under AMNOG nmanufacturers may
initially set prices for new y-approved
nmedi ci nes. But those prices are subsequently
subj ect to therapeutic assessnents and
negotiations wwth Germany’s statutory heal th
I nsurance system which, in theory, are based on
an objective assessnent of the therapeutic

val ue.
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The outcone of these negotiations is
that these prices are typically about 25 percent
bel ow t he | aunch pri ce.

Germany al so conditions confidentiality
to negotiate prices on the acceptance of a 9
percent discount in relation to admnistration
cost s.

Because 12 of 19 relatively high incone
CECD countries using reference pricing systens
that include Germany, public disclosure of
prices can reduce the prices paid in other
countries as well. Meaning that this isn't
truly a voluntary nechanism this is closure.

Germany’s statutory health insurance
system covers approximately 90 percent of their
popul ation. That gives the German Gover nnent
strong nonopsony power. Manufacturers that
reject the these terns risk |losing access to
nost of the Gernman market.

In turn, Germany is insulated fromthe
effects of its nonopsony power because of the

hi gh anobunt of pharmaceutical profits com ng out
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of the United States, which subsidize the gl obal
public good of pharmaceutical innovation that
everyone benefits from

Proposed | egi sl ation could inpose
addi ti onal mandatory penalties and rebates
begi nning in 2027, with one estinate suggesting
that the dynam c rebate could read 20 percent by
2030. Wiat’'s nore, manufacturers can’t even
adj ust their prices based on inflation w thout
i ncurring financial penalties under German | aw.

This matters because pharnaceuti cal
I nnovation is not released fromthe nonent the
medi ci ne reaches the markets. |t depends on
expected future revenue to finance research,
field clinical trials, regulatory review, and
manuf acturi ng i nvest nents.

Under one estimate fromthe CBO a
phar ma conpany has to make 60 percent of profit
margin on its bl ockbuster drugs to secure a 4
percent return on its overall assets because of
the high cost of many failed and -- failed

trials.
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When Germany and ot her wealt hy
countries suppress prices, they reduce the
expected returns on Anerican pharnmaceuti cal
patents. The result of is a three-way problem

Aneri can consuners and taxpayers hel p finance
nmedi ci nes benefitting patients worldw de while
foreign governnments use their purchasi ng power
and nonopsony power to capture a
di sproportionate share of the savings.

The answer is not to inpose foreign
price control inthe US. or to force gl obal
price uniformty. Research sunmarized by
forthcom ng paper shows that when both branded
medi ci nes and generics are considered, Mdicare
and Medi caid pay approximately 18 percent |ess
on average than conparable systens in Cernmany,
U. K., Japan, France, and Canada. More than 90
percent of U S. prescriptions are generic, and
U.S. generic prices are approximately 43 percent
| ess on average than conparabl e devel oped
econoni es.

A constructive solution of the trade
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agreenent that increases Germany’ s contri butions
by creating reciprocal benefits for Gernan

consuners and busi nesses.

The recent U. S.-U. K  pharma pricing
agreenent denonstrates this approach is
achi evable. In exchange for inproved access to
the U S. market, the U K agreed to raise
paynments for U S. nedicines by 25 percent while
reduci ng other trade barriers. The agreenent is
expected to i nprove access to new nedi ci nes and
strengthen the U K 's donestic |ife sciences
sector.

A simlar framework could work with
Germany. The U.S. could also tab productions,
reduce long-termbarriers, initial regulatory
recognition, or expedite FDA s pat hways for
qual i fying Germany products. In return, Cernmany
could roll back its pharmaceutical price
suppressi on nechani sns, pay nore for U S
medi ci ne, and strengthen protection of the I.P.
t hat nakes those nedi ci nes possi bl e.

MR. BUTLER  Thank you, M. Marar, your
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time has expired.

MR. MARAR: Thank you.

MR. BUTLER  Thank you.

Ms. Witeman.

M5. VWH TEMAN.  Good nor ni ng.

Public Gtizen is a nonprofit consuner
advocacy organi zation with nore than one mllion
menbers and supporters across the United States.

The Access to Medici nes Program advocates for
access to prescription drugs in the U S. and
i nternationally.

Germany’s drug pricing policies are not
unreasonable. Germany’'s Statutory Health
| nsurance Contribution Rate Stabilization Act
passed earlier this year, and referenced in the
Section 301 investigation notice, includes
nmeasures to address public insurers’ projected
budget shortfall.

Anmong ot her suggestions, Germany’s
Heal t h Fi nance Conmm ssi on recommended adj usti ng
the statutory rebate applied on patented

products. The conmm ssion had identified
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phar maceuti cal spendi ng anong areas where costs

have i ncreased since 2024. Spending on patented
phar maceutical s increased 8 percent annually on

average over 5 years, driven by higher prices of
new drugs rather than prescription vol unes.

In other words, Germany’s policies are
justified by the need to manage health care
costs, sonething that governnents have a
responsibility to do in order to protect the
public and steward taxpayer resources.

Germany’s policies are al so not
discrimnatory as they are applied equally to
foreign and donestic industry.

Price differences between the U S. and
Germany are not evidence of price suppression.
These differences are better understood in the
context of the respective countries’ health care
systens and pharnmaceutical pricing policies.

In the U S., the patent-based
phar maceutical industry operate |largely w thout
systens providing a check on rising prices.

Wt hout such systens, conpanies seek to maxim ze

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com


https://nealrgross.com/

o o B~ W DN

10
11
12
13
14
15
16
17
18
19
20
21

22

38
profit, pricing drugs based on what the market
wi |l bear.

| nsul ated by patents and ot her
exclusivities, pharnmaceutical conpanies charge
pri ces beyond what woul d be seen in a nornal
conpetitive market, and this market power is
reflected in rising launch prices for new drugs
in both Germany and the United States.

I n Germany, |aunch prices increased by
an average of 6 percent per year between 2011
and 2022.

In the United States, |aunch prices
i ncreased by 20 percent per year between 2008
and 2021.

Phar maceuti cal conpani es do not have a
right to these pricing excesses. Patents grant
the right to exclude conpetitors, a consequence
of which is their significant market power to
set high prices. Patents do not confer the
right to a particular price or pricing
aut hority.

U.S. courts have rejected industry
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clains that the Medicare drug price negotiation
programinfringes property rights by limting
conpanies’ ability to sell products at nmarket
rates, concluding that there is no protected
property interest in selling to Medicare
beneficiaries at a price higher than what the
Governnent is willing to pay.

It’s only in recent years that Medicare
has gained this authority to negotiate prices
with drug nmakers at all. Notably, our
negotiation franmework policy represents a
simlar framework to that used in other
countries, including in Gernmany.

There is no evidence that costs are
shifted onto the U S. due to |lower prices in
ot her countries. Research finds no association
bet ween R&D costs and prices. The drug
conpani es receive 163 percent of their gl obal
R&D costs just fromthe excess revenue generated
in the United States, underscoring that these
conpani es earn well beyond their R&D spendi ng.

Revenues are al so not synonynous wth
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greater or better innovation. The majority of
conpany revenue is not spent on R&D.

For exanpl e, between 2022 and 2025, the
15 publicly traded conpani es whose drugs were
selected for the first and second rounds of
Medi care price negotiations collectively spent
$4.4 billion nore on stock buybacks and
di vi dends than on research and devel opnent.

Al'l om ng high prices and revenues al one
to gui de R&D di scussions can also distort
I nnovation incentives. According to one study,
fewer than half approved first indications for
new drugs in the U S. and Europe added
substanti al therapeutic value over existing
treatnents

Not ably, Germany’s drug price
negotiation franework is designed to reward
genui ne i nnovation over these small “ne too”
changes that extend profits w thout adding
val ue.

Treating high drug prices or private

sector revenues as directly synonynous with
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I nnovation also fails to account for the
substantial public sector contributions to

I nnovation. In the United States, the National
Institutes of Health plays a critical role in
basi c research and drug devel opnent. NH
research contributed to virtually every new drug
approved by the FDA between 2010 and 2019.

H gher prices raise costs and can nake
medi ci nes harder to access. Four in ten
Anmericans struggle to afford their nedicine.
Many sacrifice other needs in order to afford
the care they cannot do w thout.

The U. S. pharmaceutical pricing
agreenent with the U K underscores the risks
posed to patients, with the deal expected to
redirect billions in health spending toward
pat ented drugs over other health services,
| eading to an estinmated 229, 000 excess deat hs
over 10 years.

We urge USTR to take no action and to
drop its investigation. Thank you for the

opportunity to testify.
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MR BUTLER  Thank you.

M . Hani nger.

MR. HANI NGER: Good norning and t hank
you very nmuch for this opportunity. M nane is
Kevi n Hani nger, Senior Vice President for
| nt ernati onal Advocacy at the Pharnaceuti cal
Research and Manufacturers of Anerica.

PhRVA wor ks on behal f of the innovative
I ndustry to advance policies that encourage the
di scovery of new nedicines. W are one of the
nost research-intensive industries in the United
St at es.

PhRVA supports the Admi nistration’s
efforts to elimnate foreign policies that
underval ue i nnovative nedicines, shift the cost
of funding innovation onto the United States,
and restrict market access for U S. innovators.

This investigation can help to ensure
that Germany, one of the world s wealthiest
econom es, elimnates such policies and pays its
fair share for innovative nedicines.

| wll enphasize three nmain points
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today. First, Germany’ s | ongstandi ng pricing
pol i ci es unreasonably underval ue i nnovative
medi ci nes and burden U.S. conmmerce;

Second, new | egislation enacted by the
German parlianent will exacerbate this burden,
and;

Third, USTR should address this problem
by negotiating an agreenent through which
Germany conmts to increase its spending on
I nnovati ve nedi ci nes.

For nore than a decade, Gernmany has
operated a price-setting regine to control
nmedi ci ne costs for its statutory health
I nsurance system |In setting prices, Germany’s
Federal Joint Commttee, the G BA, routinely
rejects clinical trial evidence, asserting that
55 percent of new nedicines provide no
addi tional benefit over existing treatnents,
even though many of these new nedicines are
recogni zed as breakt hrough therapies.

As a result, older, inferior nedicines

and generics are often used as price benchmarks,
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subj ecti ng new nedi ci nes to unreasonably | ow
prices.

Germany al so suppresses spendi ng by
I nposi ng mandatory rebates on all innovative
nmedi ci nes, and nmaintaining a price freeze since
2010. These polices cause 10 to 15 percent of
new nedi ci nes to subsequently exit the German
mar ket after | aunch.

Overall, Germany’s public system
rei mburses just 55 percent of new nedici nes
conpared to 88 percent in the U S. Medicare
program

As a result of these policies, CGermany
spends only .64 percent of GDP on innovative
nmedi ci nes, conpared to 1.32 percent in the
United States. This underspend burdens the U. S.
econony by suppressi ng needed i nnovati ons and
causi ng Anericans to di sproportionately pay an
addi tional $39 billion annually for
phar maceuti cal innovation.

Legi sl ati on enacted by the Gernman

parlianment in July mandates additional rebates
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that will further reduce Germany’s spendi ng on

I nnovati ve medi ci nes and worsen the burden on
U.S. comerce. The |aw increases the nandatory
rebate on innovative nedicines from7 to 15.5
percent, and adds a 9 percent rebate on

I nnovati ve vaccines, on top of existing rebates.

The | aw adds further rebates to a new
statutory fornmula for price volune agreenents
whi ch unreasonably targets successful treatnents
that generate greater patient denmand.

The law al so allows insurers to use
tender-style rebate contracts to set prices,
directing physicians and patients away from
I nnovati ve nedi ci nes, even when G BA
acknow edges their clinical benefits. U S.
conpany products account for 70 percent of the
sales in the drug classes targeted by this new
mechani sm

The legislation will further reduce
Germany’ s spendi ng on innovative nedicines,
causi ng Anericans to pay, in total, an

addi ti onal $45 billion annually for
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phar maceuti cal innovation.

To elimnate the burden on U. S.
comrerce, USTR shoul d negotiate a bil ateral
agreenent that requires Gernmany to spend the
sane share of its GDP on innovative nedicines as
the United States, and corrects nmany of the
under |l ying policy problens.

When Anbassador Greer announced this
i nvestigation he rightly called on Germany to
follow the U K 's exanple by negotiating a
phar maceutical pricing agreenent with the United
States. W support the U S -U K arrangenent
and agree that Germany should follow suit.

Under the agreenent, Gernmany shoul d
I ncrease net prices for prospective new
nmedi ci nes while ensuring rapid access. Gernmany
shoul d achieve this through specific reforns
through its benefit assessnent and price-setting
policies, which are detailed in our witten
subm ssi on.

Germany shoul d al so ensure that the

I npact of these reforns are not offset by
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statutory rebates, price volune agreenents,
tender-styl e rebate agreenents, or other
nmeasures that | ower net prices or restrict
access. Abolishing these cost contai nment
nmeasures for all innovative nedicines, not only
prospective new nedicines, IS necessary to
ensure that Germany sufficiently increases
spendi ng.

I n conclusion, our industry greatly
appreciates USTR s efforts and | ooks forward to
wor ki ng constructively with both governnents to
resol ve these concerns. Thank you.

MR, BUTLER  Thank you.

M . Roeder.

MR. RCEDER:  Thank you for the
opportunity to be here. M nane is Frederik
Roeder and |I'’ma German health econom st and
Managi ng Director of the Consuner Choice Center,
whi ch, anong many countries in the world, has
offices in the United States and Ger nany.

Germany and the U S. are partners.

Sonetimes anong partners there are
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di sagreenents. | think in the |ast couple of
years we coul d observe that in the area of

def ense spending. And with the so-called site
investor in Germany there was actually an
under st andi ng that Germany and the Europeans in
general need to spend nore on defense and need
to stop the free-riding on U S. defense
spending. A simlar site investor is also
needed in spending on innovative nedi cines.

Germany’s pricing policies are not just
a Cerman budget neasure. They affect Anerican
comrerce, European patient access, and the
gl obal pipeline of future cures. The core
problemis sinple: governnents cannot suppress
the price of innovative indefinitely and expect
I nnovative to continue as before.

When rei nbursenent is pushed bel ow a
nmedi cine’s fair market val ue, soneone pays the
price. And, too often, that soneone in the
patient who waits |onger for a treatnent, the
resear cher whose project is never funded, or the

Anerican patient who is expected to carry a
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di sproportionate share of the world' s
phar maceuti cal research and devel opnment burden.

Germany is a particularly inportant
case. It is Europe’'s |largest econony and,
historically, one of the faster European markets
when it comes to access to nedicine. But its
recent policy direction sends the wong signal.

Mandat ory di scounts and proposed additi onal
rebates for patented nedicines do not reward
I nnovation, they punish innovati on.

USTR s notice correctly identifies the
concern: Germany’s pricing practices can
suppress prices below fair market val ue and
contribute to reduced incentives for
phar maceutical investnent and R&D. That is an
actual risk.

Price controls rarely produce their
full damage on day one. They accunul ate. They
make | aunches |l ess attractive, turn investnent
comm ttees cautious, and gradually nove
research, manufacturing, and first |aunches

el sewher e.
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The interaction wwth the Mdst Favored
Nation policies makes this entire issue nore
urgent. Low prices inposed by Europe are used
as benchmarks for the United States, then a
rei mbursenent decision nade in Berlin can affect
expected revenues in the world' s | argest
phar maceutical market: the U S. Conpanies
respond rationally. They delay |aunches in | ow
price markets or hold back until pricing
consequences becone nore clear. And that is bad
for everyone.

It’s bad for Anerican patients if they
remain the backstop for global R&D. [It’'s bad
for German patients if innovative nedicines
arrive late or not at all. It's bad for workers
If investnent in German |ife science capacity is
scal ed back.

Two exanpl es of these recent scal e-
backs in investnents in the Gernman
phar maceuti cal sector were decisions by the
American conpany Eli Lilly to postpone an

i nvestnent, large investnent, nmulti-billion
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I nvestnment in Germany, and even the Gernman
fam | y-owned pharnaceuti cal manufacturer
Boehri nger Ingel heimreported a withdrawal of
pl anned i nvestnents in Germany due to the nost
recent pricing decisions and policies in

Cer many.

The goal should not be a trade war
between Germany and the U S. that | eaves
consuners paying nore for nedicines than other
goods. The goal should be reform W need a
nore maj or style systemfor devel oped countries
to agree that there is joint burden sharing for
phar maceuti cal R&D and drug prices.

USTR shoul d use this investigation to
press Gernmany towards fair reinbursenent,
predi ctable rules, and agreenents that reward
nmedi ci nes for the value they deliver to
patients.

The recent U. S -U. K pharnaceuti cal
pricing arrangenent offers a useful nodel that
| inks fairer paynent for innovation with better

access, stronger supply chains, and protection
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from addi ti onal 301 neasures. Gernmany shoul d be
encouraged to pursue a simlar path.

Again, as a German health econom st, ny
nmessage i s European patients do not benefit when
governnents pretend innovation is costless.
Anmerican patients should not be forced to
subsidize that illusion. A fairer systemwould
protect patient access, reward nedi cal
br eakt hr oughs, and keep both side of the
Atlantic attractive for the next generation of
cures. Thank you very nuch.

MR. BUTLER  Thank you. Qur next
wtness is renote, so we'll just take a mnute
before we start with him

Thank you.

(Pause.)

M5. BELLAMY: M. Poole, are you able
to hear us?

MR POOLE: | can hear you.

M5. BELLAMY: Al right. Yes, sir, you
may begi n.

MR POOLE: | am Janes Pool e, CEO of
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(bel i sk Tech Systens, Inc., a small business in
Ceorgia and a regi stered governnent contractor.
Germany’s drug pricing practices are
actionabl e because they are unreasonabl e and
di scrimnatory and burden or restrict United
States commerce. Gernmany makes drug conpani es
accept a 9 percent discount and then pay extra
fees to keep their prices private. Gernmany’'s
health mnistry al so proposes a new rebate on
pat ented nedi cines in 2027, 3.5 percent, then a
formul a that makes new nedi ci nes pay for the
heal t h funds’ overspending on all nedicines.
Anmeri cans pay about 3.9 tines what Gernans pay
for brand-nane drugs.

These rules are discrimnatory in how
they work. They deny fair and equitable market
opportunities and push Germany’s health costs
onto the United States commerce. This is not
normal bargaining; it is governnent price-
setting backed by | aw

This is not just German health policy.

Section 301 | ooks at what a practice actually
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does. No treaty violation is needed under
Section 301. This case falls under Section
301(b).

Germany’ s discrimnatory practices
burden United States commerce through prograns
created by the Social Security Act. For seniors
and di sabl ed Anericans, the burden reaches
Medi care under Title 18: prescription drugs
under Part D, drugs given in the doctor’s office
under Part B, hospital and skilled nursing care
under Part A, and Medi care Advant age under Part
C.

For nursing hone residents, it reaches
Medi care and Medi caid nursing hone care and
federal nursing hone rules in Sections 1819 and
1919 of the Social Security Act.

For | owinconme Anericans, it reaches
Medi caid under Title 19 and the Medicaid Drug
Rebat e Program under Section 1927.

For children, it reaches Medicaid' s
EPSDT guar ant ee under Section 1905(r) and the

Children’s Health I nsurance Program under Title
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21. It also reaches children’s drug research
required by the Federal Drug, Food, and Cosnetic
Act and the Pediatric Research Equity Act.
These laws commt federal and state prograns to
pay for nedicines, needed treatnent, hospital
care, and nursing care, and they require drug
conpanies to test nedicines for children.

Cermany’ s discrimnatory pricing shifts
part of that cost onto Anerican patients,
t axpayers, federal prograns, state governnents,
hospital s, pharnacies, and drug makers. This
burden on United States commerce falls on
seniors and children, and it is an egregious,
persistent pattern of conduct.

These programs are not separate
vi ol ati ons by Gernmany; they show where Germany’s
di scrimnatory burden on United States comrerce
| ands, who bears it, and how USTR can nmanage it.
M ssing data is a reason to get the data, not to
deny t he burden.

Determ ne that Gernmany’ s practices are

unreasonabl e or discrimnatory, that they burden
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or restrict United States commerce, and that
they are actionabl e under Section 301. Mbnitor
Germany under Section 306. Measure the cost to
Medi care, Medicaid, CH P, and nursing hones,
along with shortages, |ost sales, and | ost
research and factory investnent. Wrk with HHS,
Cvs, FDA, Commerce, Custons and Border
Protection, the International Trade Comm ssion,
and the Departnent of Defense. Require Gernmany
to drop the proposed rebates. End the 9 percent
di scount. Require fair paynent by a firm
deadl i ne. Keep duties, fees, procurenent
limts, suspended trade benefits, and every
ot her appropriate and feasible action under
Section 301(c) ready to renove the burden.

That's al | .

MR. BUTLER  Thank you, M. Poole.
Thank you to all the wtnesses. W wll now
proceed wth questions. W have questions
directed to the individual panelists, as well as
a general question that we invite any paneli st

to respond to.
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Before the hearing ends, we will invite
a final round of comments fromall speakers. At
that time, we invite you to coment on ot her
W t nesses’ testinony and to el aborate on the
extent to which Germany’s unfair pricing
policies and practices related to pricing for
I nnovati ve pharmaceutical products result in
American patients paying a disproportionate
share of gl obal R&D costs for innovative
phar maceuti cal s.

So, for the first question, we wl|
start with State.

MR. HUFFMAN:. Thank you. My question
is for M. Israel. Your public coments note
that investnents by the U S. pharnmaceuti cal
conpani es i s based on adequate expected returns
in global markets, and that Germany’s pricing
pol i ci es weaken those incentives. Do you have
quantitative information on the inpact of
Cermany’ s policies on pharmaceuti cal
I nvest ment s?

MR | SRAEL: We can certainly try to
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follow up wth sonme quantitative information
that specifies that. | think our perspective is
| ooking at the early stage in the lifecycle of
this industry in particular. And one thing we
focus heavily on is the flow of entry capital
into that industry.

Ri ght now, there's about $30 billion
that’s spent on early stage biotech innovation
and startup activity in the United States. So,
It is in that context that we |ook at this
guesti on.

There’s two things that are very, very
true, particularly about this industry: it's
extrenely capital intensive, as | just noted,
and it’s very intellectual -property-reliant, and
It al ways seeks a gl obal market.

So, if there’s disruptions or if
there’s asymmetries in that gl obal nmarket, as
there are in Gernmany, it’s our contention that
you' Il ultimately have disruption in the flow of
primarily venture capital R&D and capital

formation into those types of conpanies, which
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will be to the detrinment of the U S. innovation
cycle and the ability to invent new drugs and
sustain those conpani es here.

M5. ECHEVERRI A: Good norning. My
guestion is for Anbassador Cerrish. In your
testi nony you focus on Germany’ s use of price
controls of nedicine. Can you el aborate on how
GCermany’s price controls inpact drug pricing in
the United States? |Is there any data or
quantitative evidence that you could provide?

MR. CGERRI SH. Thank you very nuch. And
the way in which Germany’ s practices result in
hi gher prices here in the United States is by
the German Governnent’s policies and practices
under val ui ng i nnovati on and not paying fair
prices through, you know, a series of
nmechani snms. You' ve heard many of themtal ked
about here in terns of the mandatory rebates and
benchmar ki ng prices to ol der, | ower-cost
treatnments. That results in | ess revenues going
to the pharnaceutical conpani es.

O course, you know, the research and
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devel opnent that has to go into devel opi ng these
new nedicines, it’'s very expensive, it takes a
long tine, there’s a lot of risk involved in it.

So, these conpani es have to recoup their

I nvestnents in sone way, so they have to charge
hi gher prices here in the United States, in many
cases, to recoup those investnents and to
justify the risks that they incur in going down
the road of trying to devel op new nedi ci nes,
whi ch often take many years and, in sone cases,
billions of dollars to devel op.

So, with Germany and ot her countries

not paying fair prices, suppressing prices for

I nnovati ve nedi ci nes, those conpani es have to
recoup their revenues and their investnents in
the United States. And that’'s resulted in the
United States funding roughly half of all

I nvestnents in R&D gl obally, and accounting for
75 percent of pharmaceutical conpanies’ profits
here, despite the fact the United States is just
alittle over 4 percent of the world’'s

popul ation and only a quarter of the world's
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So, the fact is we’'re payi ng higher
pri ces because conpani es around the world are
suppressing prices in their markets through
their policies and practices. And Gernmany is
one of the nost egregious offenders of that.

We can follow up with additional data
on that. There’'s been studies done on that to
show that, on a per capita basis or an overall
GDP basis, that Germany’s paying far |ess than
the United States; in fact, half on a per capita
GDP basis of what U. S. patients pay for
medi ci nes, for innovative nedicines.

Ernst & Young has done a study on this
and shown how, you know, Gernmany pays |ess than
half than the United States. Qher countries
are in simlar situations as well. So, we can
provide that data for you

M5. CARSON: Thank you. M next
question is for M. Siatis. So, your comments
touched on Gernmany’ s price vol une agreenent

rul es, which require an additional rebate on
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patented drugs that exceed a certain threshold
of sales. Could you quantify the effect of
these rules, including the new default statutory
cal cul ation that applies in the absence of a
negoti ated rebate?

For exanple, could you provide an
estimate of the nunber of drugs that will be
subject to the rebate, and, two, an estimate of
the savings that these price volune agreenents
are expected to generate?

MR. SIATIS: Thank you for the
question. | wll have to get back to you with
specific information. | can tell you, at a
macro | evel, the unfairness of a vol une di scount
like this. Wat it does, effectively, is it
basically says, if you have a successful product
that is treating a lot of patients that actually
Is taking on nore volune, you are actually going
to, essentially, have to pay a | arger rebate,
which is, once again, disproportionately going
to put nore of the burden on, effectively, the

Aneri can prices because of the big delta between
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now nore of our R&D investnent isn't getting
r ecouped.

In terns of specifics, we're going to
have to get back to you in our post-hearing
conment s.

MR. REYNOLDS: | have another question
for M. Siatis. In AbbVie's public comments
t hey say that new tender-style contracts for
i nnovative nedicines will only affect one drug
manuf actured by a Gernman conpany. How nany
drugs produced by non-Gernman conpani es are
expected to be affected?

MR. SIATIS: Again, I’'ll have to get
back to you with a specific answer on the
nunber. But | can tell you it is a
di sproportionately | arge nunber of Anmerican
conpanies. The reality is, essentially, the
tender systemthat is being set up was set up to
say we're going to take certain classes of
products, for exanple, CGRP antagonists, which
are mgraines -- so, AbbVie's drug is in that,

in that class -- and JAK inhibitors, which

Neal R. Gross and Co., Inc.

(202) 234-4433 Washington DC www.nealrgross.com


https://nealrgross.com/

o o B~ W DN

10
11
12
13
14
15
16
17
18
19
20
21

22

AbbVie' s other drug is in that class. They
selected only certain drugs in these cl asses.
And these are |argely Anerican conpany drugs.

And that is the discrimnatory aspect
of that focus list, which is a new, basically,
price control by Germany instituted after the
attenpts by the Trunp adm nistration to actually
curb these types of abuses.

M5. CARSON. Thank you. So, Dr. Hwang,
this question is for you. What do you estinmate
the difference to be between the prices that
manuf acturers set when a drug is launched in
Germany versus the final prices for those sane
drugs follow ng the AMNOG process and the
application of all rebates, discounts, et
cetera? And if an estimate is not readily
avai | abl e, we woul d wel cone a post-hearing
subm ssi on on the subject.

Thank you.

MR. HWANG  Thank you for the question.

| think, |like everyone else, |I'l|l be submtting

that after the hearing. But | can tell you, in
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general, the German system has different

formul as set based on the | evel of added

clinical benefit that’'s determ ned by the

Federal Joint Commttee. And that fornula

basically rewards therapeutically inportant

I nnovations by offering | ower discounts on those
products, and escal ating di scounts on products

with nore margi nal val ue.

And so | think this systemis actually
sonet hing that the Medicare programis al so
trying to inplenment in its Medicare drug price
negoti ation program It’s not unique to
Cermany. But what Germans do better than nost
I's making that process transparent and evi dence-
based.

MR, REYNOLDS: | have another question
for Dr. Hnang. Let’s see. Ch, in your
testinony you state that manufacturers have only
i nvoked Germany’s confidential pricing agreenent
for three drugs. Could you share how you
determ ned the nunber of drugs, which

manuf acturers i nvoked that confidential pricing
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arrangenent, and where we can find that
information, if it is publicly available?

MR. HWANG Yeah. G eat question.
Nanmes of those products have been disclosed in
various press reports. The nost recent was
Mounj aro, which is a weight |oss nedication.

MR, REYNOLDS: Thank you.

MR, HUFFMAN:. This question is for M.
Marar. Your public comrents state that
Germany’ s pricing and rei nbursenent policies
defl ate patented drug prices bel ow what exists
in a conpetitive market. Could you provide
evi dence that shows that Gernany’'s
phar maceutical prices are bel ow conpetitive
mar ket | evel s?

MR. MARAR: Thanks. Well, one piece of
evidence is that U S. drug prices, which are
pegged to the average or |owest private market
price insurers pay, significantly higher than
even the heal thcare technol ogy assessnent
submtted prices that the Gernman Gover nnment

conmes up with prior to the rebates, and so on.
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We can al so see that, given that the
U.S. currently finances so nuch of the share of
the profits that fund future research and
devel opnent, and recoupnent of its own costs,
given that Germany’s benefitting fromthis
directly and is -- we can clearly see that they
are underpaying relative to what they are
clearly benefitting from even given their
heal t hcare technol ogy assessnents.

Because that’s ultimately the problem
This is all funded by gl obal revenue, so it’s
very hard to then say, okay, you know, this
country is paying less for drugs, then that's
clearly just a free market negotiation, because
it isn"t. They are benefitting fromthe fact
that other countries are paying so nuch nore.

M5. ECHEVERRI A: | have a foll ow up
question for M. Marar. You explain how CGernman
drug prices affect prices in other countries
through reference pricing. |If Germany agreed to
pay nore for pharmaceutical woul d those ot her

countries generally recognize the increase or

Neal R. Gross and Co., Inc.

67

(202) 234-4433 Washington DC www.nealrgross.com



https://nealrgross.com/

o o B~ W DN

10
11
12
13
14
15
16
17
18
19
20
21

22

68

woul d separ ate changes be needed?

MR. MARAR: Thanks. So, on page 3 of
my witten testinony, of 19 OECD nenber
countries wiwth GDP per capita at |east 60
percent of the U S -- so that’s Austri a,
Bel gi um Denmark, Finland, Germany, Luxenbourg,
Net her| ands, and so on -- 12 apply an
i nternational referencing pricing nodel that
i ncl udes Gernmany. VWich neans that if Gernan
prices go up, in many of these cases, the price
that those countries pay wll automatically go
up.

So, the decision that Germany nmakes, as
the third | argest pharmaceutical market by sal es
in the world, does have a significant inpact on
gl obal revenues and al so the prices that other
countries pay.

M5. OLSON: Al right, this question is
for Ms. Whiteman. |f Gernany abandoned the
phar maceuti cal pricing policies described in the
Notice of Initiation of this investigation, what

woul d be the inpact on German drug prices? Do
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you believe that there would be an inpact on
drug prices for U S consuners? And is there
any data or quantitative evidence you can
provi de?

M5. VWHI TEMAN. Thank you for the
question. Cenerally, the result of renoving
policies that regul ate the cost of nedicines is
that they -- it will lead to greater spending on
nmedicines in Germany. But we -- there’ s no
reason to think that if Gernmany increased its
spending or increased its prices that the United
States woul d see our own prices go down. A
study fromthe Departnent of Commerce in 2004
canme to the sane concl usi on when assessing a
simlar issue.

| m ght have to get back to you on the
final question in a post-hearing conment, but
t hank you for the question.

MR, REYNOLDS: This questionis for M.
Hani nger. Your public comments note that
Germany’s drug pricing and rei nbursenent

policies reduce, quote, the expected return on
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I nvestment fromthe devel opnent of innovative
medi ci nes and contribute to an unfair and

I nequi table distribution of the gl obal costs of
bi ophar maceuti cal devel opnent.

Do you have any quantitative
I nformati on about how Germany’s policies affect
i nnovati ve pharmaceutical devel opnent? For
exanpl e, changes in investnent |evels, or R&D
spendi ng, enploynent, the nunber of |aboratories
operating, et cetera?

(O f-m crophone conments.)

M5. BELLAMY: Sir, is your mcrophone
on?

MR HANINGER: |'msorry. Thank you
very nuch.

W do. And |’ m happy to provide that
in a post-hearing subm ssion. But, in short,
Germany spends less than half, as a share of its
GDP after adjusting for purchasing power parity,
as the United States. |It’s new policies that
have been enacted we estimate will reduce that

spendi ng by an additional 15 percent. So, these
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are very substantial underpaynents for new
medi ci nes.

W’ ve heard stories today about
conpani es pulling back on their investnents in
Germany. And we can al so nodel sone of the
changes over tinme that provide evidence on
reduced econom c activity in our sector
foll owm ng sone of the changes that have happened
hi storically.

| need to underscore that the problens
in Germany are not just ones that existed in the
past year or so. These are |ongstanding
policies that have shaped markets. And so,
there is a lot of evidence that we could provide
to substantiate those clains.

MR, REYNOLDS: Thank you so rnuch.

M5. OLSON: All right. | have a
foll owup question for M. Haninger. W have a
guestion regardi ng spendi ng on innovative
nmedi ci nes that may be better addressed in a
post - heari ng comment, which is: do you have any

updat ed estimates on spendi ng on innovative
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medi cines in Germany and the United States as a
percent of GDP for both countries?

MR. HANINGER: We do. W’'re happy to
submt that. The estimates that we have
publ i shed were for 2023. W have estimates for
the nost recent year. W’re happy to provide
that as well.

M5. CARSON: Thank you. The next
question is for M. Roeder. In your witten
subm ssion you argue that USTR should prioritize
a negoti ated outcone that pushes Germany towards
fairer reinbursenent, |ower mandatory rebates,
faster patient access, and innovative-based
agreenents. Can you pl ease descri be what a
fairer reinbursenent systemin Germany woul d
| ook 1i ke and what types of policies would
address current unfair practices?

MR. RCEDER  Thank you for your
guestion. And ny answer is not just for
Germany, but, in general, other devel oped
countries. There needs to be sonme conversion of

drug prices in devel oped econom es that can be
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maybe i ndexed by purchase power, or GDP, PPP.
But Germany and ot her devel oped econom es need
to pay nore for drugs than they currently do,
especially if it’s the aimof United States
Governnment to bring drug prices down, and at the
sane tine safeguard nedical innovation so we can
still find cures for all the diseases we can’'t
cure yet.

There needs to be sufficient
I nvestnents into drug prices. The prices need
to have a certain level. So, at the end of the
day, | think there needs to be an agreenent to
pay nore for innovative nedicines in Gernany.
And probably the U K -U S. agreenent can be a
bl ueprint for that.

MR. BUTLER  Okay, thank you. W're
going to turn to general questions now. Again,
we invite all the panelists to respond. W'l
go in the order that you gave your testinony.
| f you want to respond, please do. I|f you
don’t, just let us know and we'll nove to the

next paneli st.
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So, the first question cones from
Treasury.

MR CHANG Hi. The general question
Is: what are the effects of Germany’s pricing
and rei nbursenent practices on drug pricing in
the United States? Can you provi de exanpl es
and/ or data that show the inpact of Germany’s
pricing and rei nbursenent practices on
I nnovati ve pharnmaceutical R&D, including at a
conpany | evel ? Thank you.

MR I SRAEL: | would start by just
maki ng an observation, as | did in the
testinmony, that, at a high level, it puts nore
pressure, certainly, on the United States. It
puts nore pressure to drive nore costs into the
system and nore revenue dedi cated by the
Anerican systeminto the R& pipeline, nore
gl obal -- which is already gl obally dependent on
the United States.

So | would say any increase in revenue
or resources being dedicated to the R& pipeline

globally is going to have the effect of reducing
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the burden that’s placed on the United States.

And | woul d nmake the additional
observation that -- and there was a question
earlier about the effect on pricing in the
United States just at a general |evel -- |
believe the statistic is that drug prices
overall in the United States decreased by about
3 percent | ast year.

So, | would say that at a high | evel,
sequenci ng of this approach, the idea of
addressi ng asymetries in global pricing that
are driven by policy anongst our |argest trading
partners -- we sawthis in the UK, we see this
now with the utilization of tools |like Section
301 -- is exactly the right first step, because
It will have positive effect on both the pricing
in the United States and driving nore resources
into the gl obal R&D pi peli ne.

MR GERRISH | would certainly echo
M. Israel’s comments on that. And, you know, |
think the data support the fact that the United

States is bearing a disproportionate burden of
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the R&D i nvestnents that have to take place to
devel op i nnovative nedicines. And ot her
countries not paying their fair share results in
Anmerican patients paying nore for innovative
medi ci nes because that R&D investnent needs to
be funded sonewhere. |It’s very expensive. And
so, a larger burden is being placed on Anerican
patients in paying nore for nedicines as a
resul t.

And, | nean, this is really just a --
It’s a basic matter of fairness. W need other
countries to start paying their fair share and
not pursuing these policies that suppress drug
prices artificially. And we see this in a
nunmber of countries. And, again, Germany is a
prime exanple. And, unfortunately, it's a
| ongstandi ng problemin Gernmany, and they're
nmoving in the wong direction with their nost
recent noves. And all that’s going to do is
result, again, in nore of the burden being
pl aced on the United States.

MR, SIATIS: | think it's inportant to
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under stand that pharmaceutical research is,
unfortunately, very expensive because, by
nature, we, as pharmaceutical conpanies, are
running, at a tinme, hundreds of products through
our scientific pipeline trying to find the drugs
that will actually treat disease. At tines, it
takes years, sonetines over a decade, to figure
out whet her these nedicines work. The
unfortunate reality is the scientific process
results in a lot of failure. That neans there's
a lot of expense that goes into R&D for
phar maceuti cal conpani es.

| mentioned AbbVie al one has spent,
since 2013, $85 billion on R&D. | could tell
you, | w sh every drug we were researching
turned into a product for patients, but it
doesn’t work that way. So, when products do get
to market, we need to be able to recoup
I nvest nent and have a sustainable rate of return
that effectively we can then put into our
pi peline for new products to conme. This is the

phar maceuti cal research nodel.
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So, when conpanies -- |'’msorry, when
countries like Germany effectively put a set of
laws in place that sinply drive the prices to
unfair low |l evels, what you have is the
di sproportionate burden then falling on the --
you need to make up for that R&D revenue in the
US And that is the reason we | ook here to the
USTR to find, basically, to find these | aws that
are unfair and, essentially, unreasonable and
burden di sproportionately U S. commerce.

MR. HWANG  Thank you for the question.

| want to provide a slightly different
per specti ve.

So, as you know, the adm nistration has
i npl emrented or proposed Most Favored Nation
pricing nodels in Medicaid and Medicare. Last
Friday, we heard at the Wite House that all 50
states have signaled an interest in
participating in the Medicaid Miyst Favored
Nation pricing nodel, and that 40 U S. states
have signed agreenents to effectuate that

comm t nent .
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So, to directly answer your question,
rai sing the benchmark price in Germany woul d
I ncrease federal and state spending in Medicaid
as a result. And those costs should be
consi dered on bal ance.

MR. MARAR: Thanks for the question.

So, as other w tnesses have noted,
there’ s increased pressure in the U S. to fund
nore pharnmaceutical innovation by paying higher
prices when other countries decide to pay |ess
and they end up free-riding off the benefits of
t hat fundi ng.

But, noreover, what gets lost often in
this conversation is the inpact of overall
heal th care spending. So, about 9 percent of
the federal health care budget right nowis
dedi cated towards drugs. Three tines that
figure is dedicated towards hospitalizations.
And since new drugs and new cures keep patients
out of the hospital and, therefore, help | ower
those costs, the inpact of |ess funding overall

for new drugs and new research is fewer new
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cures, leading to greater hospitalizations
likely in the future. And that is sonething we
all end up paying for, either through our taxes
or through our healthcare premuns. So, in that
sense, when ot her countries underpay for
nmedi ci ne and for nedical research we all suffer,
and including the federal budget.

M5. WHI TEMAN: | just want to say U S
prices are not rational. GCermany does pay |ess
than the U S., but that’s not why U S. prices
are so high. And R& costs are al so not why
U.S. prices are so high. Research has shown no
connecti on between R&D costs and drug prices.

So, | think to re-center the
conversation, it’s inportant to recogni ze that,
you know, if Germany raised prices there’ s no
reason to think that the U S. would spend | ess.

And that the conversation about R&D is nore
narrow than | think is suggested by, I|ike,
conpany revenues al one. Thank you.

MR HANINGER | think, in the

interests of tine, I'll just nmake sone bri ef
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remarks here. | agree wth sone of the previous
panelists that, if you | ook over tinme, Anericans
have increasingly shoul dered a greater burden of
what it takes to bring new nedicines to the
worl d. And that has happened as Germany has cut
its prices over tine. And this hasn’t happened
for just any old nedicines; these are happening
for sone of the nost inportant nedicines ever
to, you know, reach humanity.

So, yes, | think Germany’s choices do
I npact Anmericans. They put nore pressure on
busi nesses. And | do think that this industry
woul d | ook very, very different if suddenly the
United States was contributing at the I evel that
Germany was. W just sinply wouldn’t have the
nmedi ci nes that we need today.

MR. RCEDER: Yeah, price controls, no
matter in what sector of the econony, lead to
reduction of future supply. And in healthcare,
especially in biopharmaceutical innovation,
future supply -- a reduced future supply neans

| ess cures in the future.
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Ri ght now, the U S. basically funds
these future cures and Europeans free-ride on
It, or Canadians. And | second the other
statenents here that if the U S. would copy the
German approach then probably everyone who's
suffering froma di sease, or whose |oved one is
suffering froma di sease where there’s no cure
yet, can bury their hopes that there will be a
cure devel oped at Gernman pharnmaceutical pricing
| evel s.

M5. BELLAMY: M. Poole, would you Ilike
to make a comment ?

MR POOLE: Yes. M/ comment is, other
than the price parity, the GDP, those nunbers,
if we have all these confidentiality agreenents,
how do we have price discovery on every
particul ar prescription? Because there may be
sone that are distinguishable where they' re way
overpriced, and there may be sone that are fair.

So, to be precise, how are we going to
be able to neasure it? |If | take ny pen and

it’s confidential, is it a one-dollar pen, a
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one- hundr ed-dol | ar pen, one penny? W0 knows?
If it’s confidential, we can’'t neasure it. And
If it’s not publicly available, there’s no

di scl osure, how are we going to nake the choice
based upon whi ch nedi ci nes and what supplies we
need, especially such as insulin and sone of the
i fesaving variety of prescription nedication?
How wi || we ever actually know, if it’s not
publicly avail abl e?

MR. BUTLER  Thank you, M. Poole.

Ckay. For our final question we would
like to invite all of the wtnesses to nake any
final comments you may have, including coments
on other w tnesses’ testinony.

So, we’'ll open it up. Again, we'll go
in the sane order. Again, if you don’'t have
anything, that’s fine.

MR. | SRAEL: Yeah, 1'd just like to
cl ose by thanking the panel for the tinme and the
great conversation this norning. Hopefully, it
was hel pful to informand guide the

i nvestigation that will follow
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| would just close by stressing a
coupl e of a couple of fundanmental points, and it
was picked up in sone of the panel discussion as
wel |, just the trenendous capital resource,
intell ectual resource, and entrepreneuri al
energy and capability that it requires to build,
devel op, and sustain this incredible industry.
And that it is very Anerican in its gl obal
positioning, and it’s sonething we need to be
very cogni zant of protecting and stinul ating, |
t hi nk.

Havi ng had the opportunity to visit
I nnovati ve pharnmaceuti cal conpany startups and
| arge conpani es, the anount of capital and human
intelligence that's required to drive that
process i s absol utely staggering.

To me, the notion that there is no
correl ati on between revenues that are generated
by great Anerican innovative pharnmaceuti cal
conpani es and the R&D capabilities that they are
able to expend doesn’'t seemto correlate, |

woul d question that. | do think there is an
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absolute direct line between the ability to be
price conpetitive globally by Anmerican conpani es
and what they are able to dedicate in terns of
resources to R&D. It takes about a billion
dol l ars and perhaps a decade, usually, to bring
a new drug to market. And that is fundanentally
I npacted by the position and the policies taken
by foreign governnents and their willingness to
conpensate at a fair level for that Anerican

I nnovati on.

MR CERRISH 1'd just like to thank
the Section 301 Commttee for the opportunity to
be here and testify today. And | want to
appl aud USTR and Anbassador G eer for
undertaking this investigation and pursuing it.
And | would urge that USTR take very strong and
expedi tious action here.

These are issues with unfair pricing
policies and practices in the pharmaceuti cal
space that, unfortunately, have been goi ng on
for years and years and, in fact, decades. And,

you know, in nmy tine at USTR I was trying to
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address these problens with a nunber of
countries in ny portfolio.

And, finally, USTR has taken the
necessary action to pursue this. And | think
it’s incredibly inportant for strong action to
be taken as a result of this investigation. |
think doing so will send a nessage. It wll
address the problemwth Germany. It wll send
a nmessage to other countries to start taking
effective action to address the problens that
they have in countries |ike Japan, France,
Switzerland, and ot hers.

And, you know, | think it’s sonething
that’s long overdue. And I think you have a
tenplate. You have a framework with the deal
that was done with the United Kingdom That’s
sonet hing that can set, you know, the franmework
for a negotiation with Germany as well to try to
address these probl ens.

But if they’'re not willing to take the
necessary actions, | think strong action under

Section 301 is going to be necessary. O herw se,
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countries wll continue to stonewall the United
States, and we’' Il be dealing with this for years
and years to cone.

And we need these, you know, the
necessary investnents to be nade. And the way
to do that is to get every country to pay its
fair share in doing that. And Germany certainly
Is not doing that right now And | applaud USTR
for taking this action and urge you to take
strong action as a renedy here as a result of
the investigation. Thank you again.

MR. SIATIS. Yes, on behalf of AbbVie,
| would also like to thank the panel, the 301
Comm ttee, for considering these very inportant
I ssues in your questions today.

To close, | would just |like to nake a
few coments about the systens and the
di fferences between our U S. system and the
systemin Germany. And | think it’s inportant
to understand that the U S. systemis set up for
mar ket - based -- essentially market-based prices

i n the pharmaceutical industry.
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| do reject the notion that we could
just price our products for anything. W
actually negotiate with pretty significant and
very well -versed i nsurance conpanies in the U S,
that negotiate prices wwth us. W have
conpetition in the U S But, ultimtely, we end
up with a market-based price. And that market-
based price allows us to have -- we have the
time inthe United States to recover and,
ultimately, sustain a rate of return that hel ps
us invest in continued R&D at significant
| evel s, which is what we need in this industry.

In Germany, for a long tinme, there have
been not hing but |aws and practices and
policies, and even nore recently new ones, that
drive the price dowmn. The effect of these |aws
Is to do nothing but reduce the price of each of
these products. And it’s very inportant to
understand that systemisn't going to help the
R&D and the future of R&D in our industry.
VWhich is why it has a disproportionate inpact, a

negative inpact, on the U S.
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To ne, the exanples that have been
cited around, you know, the Medicare and
Medi caid, they are differentiated wth Gernmany.
For exanple, in Medicaid, it’s a specific
patient popul ati on where there is a percentage
rebate. That’'s a specific population, not the
entire population. W still have the commerci al
mar ket, Medi care markets.

In Medicare, there are certain products
that are negotiated, but after a certain period
of time, seven to 10 years, depending on the
type of nolecule. Wereas, in Gernany,
everything is negotiated six nonths after the
product’s been on the market at these very | ow
prices.

It’s a very different system And
there’s nmultiple of these discounts stacked on
each other in Germany, for all patients, for the
majority of the products, and especially,

di sproportionately, |larger Anerican products.
| agree with the U K is a framework.

It’s a floor, in our view. Increasing the
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budget for innovative nedicines is necessary.
It’s al so necessary to retool the AMNOG process
in Germany to nmake sure that the appropriate
clinical evidence is considered in eval uating
t hese innovative nedicines. |It’s inportant to
get rid of the mandatory rebates, the vol une
r ebat es.

But it doesn’'t -- U K doesn't go far
enough, because Gernmany has additi onal
restrictions, like these focus lists in the new
| aw, for exanple, that also create further
negative prices for the American conpanies that
have these innovative products in these focus
l'ist classes. That has to be elimnated as
well. So, there’'s a great starting point in the
U K. And we do conmmend the USTR for the great
wor k getting that agreenent done. But we need
to go further with Gernany.

So, I'l'l just finish by saying, again,
t hank you for the opportunity and we appreciate
the consideration. W do believe the evidence

supports a finding that Germany is, basically,
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in violation of the 301.

MR. HWANG  Thank you, M. Chair and
the Section 301 Commttee, for this opportunity
to present and di scuss these inportant issues.

| wanted to highlight that sone of the
very conpani es that are speaking before you on
this panel put out press releases as soon as
| ast week basically commendi ng the German system
as conprehensive, vigorous, and patient-
centered. |It’s hard to square sone of their
testinony wth those separate press rel eases as
anyt hi ng but conpany rent-seeking. An objective
review of the facts here does not support clains
that the German pharnmaceutical systemis unfair
or discrimnatory under the neaning of Section
301, or that they unfairly burden U S. comrerce.

The tenders that were nentioned in sone
of these hearing proceedings are al so being
subject to fornmulary controls by US. fromU.S.
formularies. And those very sane products and
very same manufacturers are subject to those

sane negotiations here in the U S
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| want to conclude by saying trade in
medi ci nes should be fair and should be free.
There’ s | ongstanding | egal and noral norns
agai nst inposition of trade duties on nedicines
and other |ifesaving goods. And | conmmend the
USTR for pursuing bilateral negotiations at the
governnent level to lower prices for drugs in
both countries and to increase spendi ng on
research and devel opnent for new nedi ci nes.

Thank you.

MR. MARAR: Thanks for the opportunity,
again, to give coments.

So, in a conpetitive market, fully
profit-interested businesses will allocate their
resources towards satisfying demand, neeting the
heal t hcare needs of society. And when we don’t
have conpetitive market conditions, that noney
and those resources will tend to go towards
other activities. So, this is one possible, at
| east partial, explanation for why firnms right
now may be deciding to spend nore noney on stock

buy- backs and things of that nature rather than
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R&D.

And given the fact that current
investnents in R&D are correl ated to expected
future revenues, it tracks quite well that, as
proposal s such as MFN pricing and negoti ati ons
under the I RA and foreign governnents' decisions
to expand their price controls even further, it
tracks quite well that these announcenents have
been followed by |l ess investnent in R&D.

For a big pharma conpany, that m ght
nmean spendi ng nore noney on things other than
R&D. For small, cash-strapped startups that are
research intensive, that neans difficulty
attracting external financing. So, many of
t hose conpani es may not even get off the ground.

So, Anerican entrepreneurs and researchers are
bei ng short-changed in the [ ong run.

Now, while Section 301 focuses
generally on the ability of the U S. Governnment
to have targeted tariffs against countries who
unfairly burden U S. commerce and penalize U. S.

conpanies, there is a wwn/win situation here.
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Beyond the possible stick of a targeted tariff,
whi ch, you know, if the end result of that is
that other countries raise the price that they
pay and the tariffs are done away wth, that

m ght be a worthwhile outcone. But, in the
short term while those are in effect, they are
nostly being paid for by American taxpayers and
American patients who rely on the foreign
medi ci ne.

Anot her way of doing this would be to
approach Germany and to offer carrots. So, for
exanpl e, we already have expanding international
cooperation on things like drug trials and
approval processes. Expanding those further
woul d | ower the costs of researching,
devel opi ng, and bringing a new drug to the
market. It would be a reward for Gernmany
manuf acturers because they woul d have easi er
access to the U S. market. Anerican patients
benefit from nore access to nedicine.

And the Anmerican industry will benefit,

t oo, because there would be reciprocity, so they
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woul d have an easier tinme getting into foreign
mar kets and | ower costs, which could be passed
on to consuners and patients through | owner
prices.

And the good part about doing it this
way is that, in the long run, as nore jobs and
factories and innovation clusters are created in
Europe and el sewhere, that creates a political
constituency. Because goi ng back on these
agreenents would result in harmto existing
j obs, existing manufacturing, and existing
wat er ways.

This is a nmuch stronger sell for German

politicians to make to their voting public than

to say sinply, well, if we pay nore noney, then,
in the future, we’'ll have nore drugs. Patients
don't immediately see that benefit. It takes

years to manifest.

So, you know, we think this is a pro-
consuner, pro-innovation approach to securing
hi gher foreign drug prices and reducing the

free-riding, while benefitting patients,
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t axpayers, and our healthcare system

M5. VWH TEMAN: Thank you to the panel
today. O course, conpanies want to nmake nore
noney in every market. They want to treat any
policy that reduces their revenue as unfair.
They make the sane clains in the U S. agai nst
our policies that seek to make nedi ci nes nore
af fordabl e for people here. But treating this
reduction in revenue as our standard for
unreasonabl e policies inevitably results in
hi gher costs that wll quickly becone
unmanageabl e and i s not sustai nabl e.

| al so wanted to coment that drug
prices are just one way to pay for innovation.
So, when we’'re tal king about what other conpany
-- other countries should do to contribute to
gl obal innovation, it’'s nore than just spending
going to the private sector. O course, the
private sector does do research and devel opnent
and invests in devel opi ng new cures. But that’s
not the only player that invests. Ignoring the

massi ve public sector contributions would be a
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m st ake considering, for exanple, that N H has
contributed to every new drug that has cone to
the market, or nearly every new drug.

Thank you.

MR. HANNFNGER So, 1'd |like to conclude
by thanking the conmttee for the opportunity
today, and al so commending the U S. Governnent
for | ooking at these | ongstandi ng and undeni ably
chal |l enging i ssues. W very nuch believe that
the evidence shows that Germany’s policies are
unfair, that they are inequitable, and that they
al so do not create reciprocal opportunities for
U.S. conpani es accessing the Gernman narket.

| al so wanted to just address sone
comrents that have been nade today and in
witten testinony that really speak to the
di fferences between the U S. and Gernman systens.

One claimthat has been made is that
rebates are nmuch higher in the U S. than they
are in Gernmany on a percentage basis. And while
that is true in certain sections of our

phar maceutical system | need to underscore the
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point that the rebates in Germany are off of

al ready governnent-set low prices. And so, it’s
exacerbating the situation. Even after we

adj ust for purchasing power parity, even after
we | ook at differences in our pharmaceuti cal
systens and adjust for net prices, Germany’s
just spending a lot less. And they’' re spending
alot less in a way that is burdening U S.
commer ce and Anericans.

So, we | ook forward to working on these
I ssues nore, providing whatever evidence the
commttee or others may need. And thank you,
again, for the opportunity today.

MR. RCEDER  And maybe just cl osing
this by teaching everyone a German term
Zwangsrabatt is what you nicely call a mandatory
rebate; but, actually, Zwangsrabatt literally
transl ates to coercive discount. And | think
t hat should answer the question if there is,

i ke, coercive behavior by the German heal th
pol i cynmakers.

M5. BELLAMY: M. Poole, did you have
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MR. POOLE: Yes. There has been a | ot
said about the U K agreenent with Anmerica and
how that’'s gone. And one of nmy concerns is that
the precedent could go in the other direction
where allow ng Germany to use this rebate
system they’ re passing nore | egislation.
Sonebody |i ke France, with another |arge
econony, could do the very sane thing. This
coul d becone an even bi gger problem

And so | think that the other way to
see this is that if the USTR did not take action
under Section 301, that it could set the
precedent for other EU countries, which the
United Kingdomis not a part of the EU, those EU
countries could do the very sanme thing and put
even nore burden on U.S. commerce in the future.

And | also wanted to thank you for
allowng ne to cone digitally to this hearing.
It’s a very professional, great staff, great
hel p. And pl ease take action under Section 301

agai nst Germany so we can have | ess burden on
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U.S. commerce.

MR. BUTLER  Thank you. Ckay. So, |
t hi nk that concludes us for the hearing for
today. |'d like to thank the w tnesses for
their testinony and for tine and participation
in this hearing.

As a rem nder, witten post-hearing
comments are due Septenber 29, 2026. Shoul d any
W tness wish to suppl enment answers provided to
t he panel today, please do so in your post-
hearing comrents. They will be submtted on the
USTR portal according to the instructions in the
Federal Register Noti ce.

So, this concludes today’'s heari ng.
Thank you again, and | hope you have a good day.

(Wher eupon, the above-entitled matter

went off the record at 11:35 a.m)
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CERTI FI CATE

This is to certify that the foregoing transcript
was duly recorded and accurately transcri bed
under ny direction; further, that said
transcript is a true and accurate record of the
proceedi ngs; and that | am neither counsel for,
related to, nor enployed by any of the parties
to this action in which this matter was taken;
and further that | amnot a relative nor an
enpl oyee of any of the parties nor counsel

enpl oyed by the parties, and | am not

financially or otherwise interested in the

out cone of the action.

Connor Banks
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