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CORPORATE DISCLOSURE STATEMENT

Teva Pharmaceuticals USA, Inc. is an indirect wholly owned subsidiary of
Teva Pharmaceutical Industries Ltd. No ofbolicly held company owns 10% or

more of the stock of Teva Pharmaceutical Industries Ltd.
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INTEREST OF THE AMICUS CURIAE '

Amicus curiae Tevdharmaceuticals USA, Inc. (Teva) isleader inthe
supply of generic drug producte®e American patients The Tevafamily of
companiesalso invests hundreds of millions of dollars every year to research and
developinnovativespecialty and biopharmaceutical treatments to increase access
and improve patients health. Given Teva s waskboth a brandame and generic
and biosimilardrug manufacturefTevais well positioredto address the market
distorting effectof the Inflation Reduction Act §iRA s) Drug Price Negotiation
Program particularly as they relate to the biosimilar drug industry.

Teva submits this brief to assist the Court in understaridentRA s market
distorting effect®n the generic and biosimilar industries. Teva respectfully submits
that this background is relevant to assessing the Government s assertions that
participation in its pricenandating program is voluntary or that CM8n be
compared to an ordinary market participant bargaining with drug manufacturers at

arm s length.

! Counsel for all parties have consented to the filing of this brief. No party or party s
counsel authored this brief in whole or in part. No party, party s counsel, or person
other than amicus curiae and its counsel made a monetary contribution to fund the
preparation or submission of this brief.
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INTRODUCTION AND SUMMARY OF ARGUMENT

The federal government dominates the healthcare market and uses that
market power to get drug makers to subsidize healthcare. Sanofi Aventis U.S. LLC
v. U.S. Dep t of Health & Hun®ervs, 58 F.4th 696, 699 (3d Cir. 2023). With the
IRA s Drug Price Negotiation Prografthe Program), th&overnment has gone
much further tharmerely wielding its market powerchoosing tomandate that
selectednanufacturers supply drugs at significantly reduced paoesnot lifting
these mandated prices even when leaast generic and biosimilar medications are
certain to launch before the mandated price will take effétgrversely, these
Government mandates that are ostensibly intended to benefit patients and bring
down healthcare spending will practice undercut competition from generic and
biosimilarmanufacturers, leading to a narrower and more fragile matkeimore
risk of singlesource markets and drug shortages

Innovator drug and biological products require significant investments and
great commercial risk. That is alsoe for generic and biosimilar manufacturers.
Indeed, the average biosimilara followon of a biologic drug costs
approximately $100 to $300 million and six to nine years to develop. Miriam
Fontanillo, et al., McKinsey & Colhree Imperatives for R&D in Biosimilatdug.

19, 2022), https://www.mckinsey.com/industries/éi@encesiurinsights/three

imperativesfor-r-and-din-biosimilars. Patients and the healthcare system as a
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whole benefit enormously from generic and biosimilar competition, which works
bring down prices while diversifying the sources for critical medicines, helping to
avoid shortages. But companies will only undertake the substantial investments
needed to develop and secure approval for generic and biosimilar products if there
arerobust market opportunities to reward their efforts.

The IRAupendghe healthcare market and its incentive structure, as it directs
CMS to select certain branthme drug and biological products that must be sold at
a governmendtictated maximum fair price unless the manufacturers abandon
Medicareand Medicaidpatients. The markatdistorting impact of this program
extends far beyond the selected manufacturers themdgjvaso undercutting
generics and biosimilars. As implemented by CMS, the agencyehagt drugs or
biological products and impose aga&icap even if generic or biosimilar competition
is forthcoming. The governmentictated price then sethe market, subjecting
follow-on manufacturers to effective price caps even though they had no opportunity
to participate in the putative negotiationn fact, the IRA s discount program
disadvantages generics and biosimilars in comparison to the selected indoygtor
compelling discounts that are lifted for Program participants. Nor do generic and
biosimilar manufacturers have any practical ability to enter the market before the

price caps are imposed, as the IRA is structured to subject brandtsriojoatential
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selectionbeforethe expiration of applicable exclusivity periods thidck generic
and biosimilar competition.

Although the IRApurports to offer relief from the maximum fair price upon
generic entry, that relief is illusory. Selected brand pradechain subject to the
government price even after they face generic or biosimilar competition, unless and
until CMS deemshat there is generic or biosimilacompetitor on the market and
subject to bona fide marketinga new CMS-created requirement not found
anywhere in the statuteEven then, the price control is only lifted for the next
selection cycle, not immeately. By that point the damage is domgth the
artificially low governmenimposed prices permanently altering the market and
preventing generic and biosimilar manufacturers from realizing their investments.
A narrow statutory pattheoretically available for biosimilar manufacturers to ask
CMS to delay the selection of biological produftr the Program is too limited,
opaque, and unreliable to mitigate the negative impact on biosimilar development

The sweeping impact of the IRA on the market gives lie to the Government s
attempt to rationalize therégram s constitutional defects by equating CMS with an
ordinary market participant and relying on the fiction that participation in the price
control program is voluntary. The district cosrtlecision upholding the IRA
against the Appellant gonstitutional challenges relies that fiction. ltgudgment

should be reversed.
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ARGUMENT

|.  The generic andbiosimilar industries offer important benefits to the
United States healthcare system

The generic and biosimilar industries haaved the U.S. healthcare system
trillions of dollars, while diversifying the supply sources providing critical
medicines to patients. But even with abbreviated approval pathways, the
development of generic and biosimilar products regusignificant investments.
Government mandates that distort the market and upend existing economic
incentives thus threaten to undermine competition.

A.  Generics and biosimilars bring down costs while diversifying
supply.

Four decadesago, Congress passed the Drug Price Competition and Patent
Term Restoration Act (commonly known as the Hatdaxman Act), creating
today s generics industry. The Hatch-Waxman Act shortens the pathway for FDA
approval of generic drugs by permitting generic manufacturers to file an application
specifying that the generic has the same active ingredient as, and is biologically
equivalent to, the alreadypproved brandtame drug. FTC v. Actavis, In&G70
U.S. 136, 142 (2013) (citation omitted). By allowing the generic to piggy-back on
the pioneer s approval efforts, the Haté¥eaxman Act speed|s] the introduction

of low-cost generic drugs to market. laitation omitted).
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This abbreviated pathway to approval quickly transformed the healthcare
market. By making generic entry easier and less costly, the Mdtotman Act
helped increase the number of generic manufacturers producing the same drug,
which in turn led the average prescription price of a generic drug [to] fall[]. Cong.
Budget Off, How Increased Competition From Generic Drugs Has Affected Prices
and Returns in the Pharmaceutical Industry xiii (July 1998), https://vebaugovs
ites/default/files/cbofiles/ftpdocs/6xx/doc655/pharm.pdf. Over the past decade,
generic drugs have saved patients and the healthcare system almost $3 trillion. Ass
for Accessible Medsklatch-Waxman Turns 40 at 3 (Feb. 2024}ps:/accessible
meds.org/sites/defaultigs/202402/AAM-Hatch-WaxmanWhite-Paper.pdf. In
2022 alone, generics led to savings of almost $400 billionASeefor Accessible
Meds., The U.S. Generic & Biosimilar Medicines Savings Report 8 (Sept. 2023),
https://accessiblemeds.org/sites/default/files/202BAM- 2023-GenericBiosimi
lar-MedicinesSavingsReportweb.pdf ( Savings Repoit

After the HatchWaxman Act revolutioniedhealthcaravith respect temall
molecule drugs, Congress sought to replicate that success for biologics. Unlike
traditional [smallmolecule] drugs, which are typically synthesized from
chemicals, a biologic is a type of drug derived from natural, biological sources
such as animals or microorganisms. Sandoz Inc. v. Amgen5B#.U.S. 1, 6

(2017). These biologics often represent the cutédge of biomedical research














































































