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Drug Prices: The Role of Patents and Ravere

Regulatory Exclusivities
Erin H. Ward, Coordinator

Intellectual property (IP) rights play an important role in the development and pricing of Legislative Attorney
prescription drugs and biologicBo encourage innovation, IP law grairtgentorsexclusive
rights ina particular invention or product, potentially enablihgmto charge highethan
competitive prices. IP rights are typically justified as necessary to allow pharmaceutical
manufacturershe ability to recoup substantial costs in research and development, including
clinical trials and other tests necessary to obtain regulatory approval frasnSheood and

Drug Administration (FDA). HowevetP rights have been criticized as contributiadigh Kevin T. Richards
prices for pharmaceutical products in the United Stayesperating to detesr delaycompetition ~ Legislative Attorney
from generic drug and biosimilar manufacturers.

February 10, 2021

Kevin J. Hickey
Legislative Attorney

Two main types of IRightsmay protect pharmaceutical products: patents and regulatory

exclusivities. Patents, which are availalite a wide range of technologiesymad

pharmaceuticals, are granted by the U.S. Patent and Trademark Béfieatsnay claim chemical compounds in the
pharmaceutical product, a method of using the product, a method ofgaaladministeringhe product, or a variety of

other patentable inventions relating to a drug or biologic. The holder of a valid patent generally has the exclusive right to
make, use, sell, and import the invention for a term lasting approximatelyalBBarmaceutical patent disputes are

subject to certain specialized procedures under the H&tolman Act and the Biologics Price Competition and Innovation
Act, which can affect when generic and biosimilar manufacturers can market theiréwllproducts.

In addition to patent protectionetain pharmaceuticals, such as innovative products or those that serve particulanageds,
qualify for periods of regulatory exclusivityhenthey are approved or licensed by FIFharmaceutical products may only
be sold in the United States affédDA has determined they are safe and effective, based on submitted ddtasamaoved

or licensed thenFDA generally may not accept and/or appravgeneric drug or biosimilair the pharmaceuticgbroduct

being usd as a reference ghow the followon product is safe and effectiigcovered by an unexpired regulatory
exclusivity. Regulatory exclusivities vary in length frosix months to 12 yeayslepending on thbasis for the exclusivity

Because the exclusivitpatIP law providesnay enabléhe rights holder (e.g., a bramame drug manufacturer) to charge
higherthancompetitive price$or a period of timerights holders magave an incentive to lengthémat timeperiod as much

as possibleSome commentators allege tltatrtainbrandname drugnanufacturergbrands)ave engaged in patenting

practices that unduly extend the period of exclusittics argue that these patenting practices are used to keep drug prices

high, without any bendffor consumers or innovatioBuchpatenting practices include-salled (1)p at ent “ever gr e
(2) “product hopping,”’” ((Bidelpuptenetthem&rts, "Pandn{ 4)evVe
practice of filing for new patentsn secondary features of a pharmaceutical as earlier patents expire, thereby extending

effective patent exclusivity past the origizity e ar t er m. “Product hopping” is the a
attempting to switch the market to a nesimilar product covered by latexpiring patents before IP rights on an existing
product expire. “Patent thickets” refer to portfolios of
allegedly deter competition due to the risk of infrie me nt and t he high ecefa-del ayyt esaeent |
payment” settlements resolve patent | itigation through p

delay generic market entry; in some cases, they mayti@mpetitive because they allow the brand to continue to charge
high prices without risking invalidation of its patent

Drug manufacturersounterthat their patenting practicgsotect new, innovative inventions as Congress intended when it
created the pate system. In their view, the terms for these practices are unfairly pejorative, or, at most, describe outlier
behavior by a few companies. Defenders of these patenting practices reject their characterization as anticompetitive and
emphasize that strongteat rights encourage innovation and-&@ving research and development efforts.

In recent yearssomeMembers of @ngress have introducéills to address these and othiesrelatedissues thasome
perceiveascontribuing to high pharmaceutical joes.

Congressional Research Service



Drug Prices: The Role of Patents and Regulatory Exclusivities

© 601 60U

FDApproval and Licensur e..o.f...Rhar.ma.c.e.ut.i.Zc al Prodi
New and Generi.c..Dr.ug....,Ap.pr.ov.ala..................... 7
New Dr ug AP.PL.ON.A e 7
Gener i AP DIMAUMIA. L e 9
Bi ol ogi cal Product ..and..Bi.os..mi.l.a.r..Li.cleOhsur e
Bi ol ogi ca.l... Pl 0.0 L Lot S 10
Biosimilar or | nt.er.changeabl.e..Rradudts
Regul atory  EX.Cl.Uus. .M. . eS8 e, 12
New Drugs or Bi.ol.ag.i.cal..Rr.oducit.s.....13
Generi c Dr ulgara nEx cBlLLUSSLLVMLL. 0. B.S e 14
Ot her Regul at.ar.y..Ex.cl.us.i.v.i.t.i.esS. ... 15
e N < o U0 O - TN T PSPPI 18
Requirements four..Obt.ai.ni.ng..a..Pat.ent...18
Patentabl e .Su.bj.ect.. . Mat. .t el .. 19
Novey and NONODV.I.OLSDES.S e, 19
O O AV RSOSSN 20
Di sclosure .Regui..ement. S 20
Pat ent . Gl a NS e 21
Patent EnNf.0h.Coeme il e 21
Rights of PRat.ent. .. . Hol.der. s .. 21
Defenses to Cltanmgemse.ht.Rat.ent..l.nf........ 23
Remedies for Pat.ent..l.nf.ri.ngement......23
The Patent Tri al...and..App.e.al...Baar.d..... 24
Types of Phar mac.e.ut..cal...RPat.ent.s............. 24
Compul SO YLl Lol LS el 26
Patent Dispute Procedures..f.or..Gen.eur.i.c...BBugs and
Rationale for Specialized..Rhar.ma.c.e.u.t.i.zx%l Pat en

The HMatxcmhan Act: Patents a.nd..Gener.i.c..Blug Appra
The BPCIPAat eflnhteaDdnBeosi mi.l.ar..Li.c.ens.u.r.83

N o T S T SO O = A - 1 VP 37
Section 1 of..t.he...Sherman. .. ACl e 38
Section 2 of..t.he..Sherman. AClo 40
[ O o T A o =Y ¢ 1 =Y 0 40

Phar maceutical ...Rat.ent.i.ng..Pr.acit..c.esS. ... 41
“EVETr gr el .l e eeennnnnrnnnnnnnnne e A L

[T T o O N P O o O o 41
[ ST o = T A = Y 4 2
Curr ent... = T 45
“Product ” HoO P PG 46
[ ST TR o O P O o O o 46
[T o = T A = Y 4 7
Curr ent... = T 49
B - T S I T S DR o T T o = SR T 50
[ ST TR o O P O o O o 50
D 8 D A B —————— 50
Curr ent... = T 53

Congressional Research Service



Drug Prices: The Role of Patents and Regulatory Exclusivities

‘PafyeDe "SR t t | B.ME. 0L .S e 54
[T TR o A P R o O o 54

DI o = T S = N 55
Curr ent... = T TR 56
Combi nati on.s...a.f.... [0 - T o T A o0 = K 57
(O T o I o T T o T o T 58

%Dl UUI U
Figure 1. Patent Disput.e..Pr.ocedur.es..f.aB83Generic
Fige 2. Patent Dispute..Rr.ocedur.es..f.or..Bi6osi mil ar

3EEOI U

TablReglul atory Exclusiviti.es..f.or..Rhar.mak&utical

Table 2. Summary Comparison of ..Rat.e.nt.s.2¥er sus Re
Tabl e 3. Summar y -Waoxmmpaanr iasnodn...BoRfC.l.Ha t..c.h......... 37

" OOUEEDU

Aut hor [ TR o T (O 0 1= O O T T o (T 58

Congressional Research Service



Drug Prices: The Role of Patents and Regulatory Exclusivities

hericemssupmpd s prescription drugs have been o
i nt elrnestth.e 116dwe rColnghHesse mmhnti¢e Besheari ngs on
drug pri'ainddg mbese s 8 e sdnotzreohdsubcieldl s t o address th
high costs of prescription dh@egS. and other p
Department of Heal HHSaAanladHumamndetrivatcesat i on

phar maceutical products hast bteleens g iesx mgndint ureecse r
continue to rise cfaspteatMamya nf aoovtearad | c daretarlitbthut e t
consumer sespcaryi pftoronprdrugs and biologics, includi

research anB&Peoetl o,pmeme terms of private health
invol vement of a governmentoinMedioaeeprogram s

Phar maceutscaf ¢pprodckwcdted by i nt el 1aencdt usaolmep rsa puedri tey
havueggsesthatd | P rights are among the mce§fbri mporta

1See e.g, Unsustainable Drug Prices: Testimony from the CEOs (Parts | antéi#aring Before the H. Comm. on
Oversight& Reform 116th Cong. (2020)ntellectual Property and the Price of Prescription Drugs: Balancing
Innovation and Competition: Hearing Before the S. Comm. on the Juditiséyh Cong. (2019Prug Pricing in
America: A Prescription for Change (Partdll): Hearing Before the S. Comm. &iin., 116th Cong. (2019)fhe Cost
of Rising Prescription Drug Prices, Hearing Before the H. Ways & Means Cdtith Cong. (2019)Examining the
Actions of Drug Companies in Raising Prescription Drug Prices: Hearing Before the H. Comm. on O\&rsight
Reorm, 116th Cong. (2019).

The Trump Administration also issued reports and executive orders addressing rising drug prices during the 116th
CongressSeeMost Favored Nation (MFN) Model, 85 Fed. Reg. 76,180 (Nov. 27, 2020) (interim final rule); Exec.
OrderNo. 13,948, Lowering Drug Prices by Putting America First, 85 Fed. Reg. 59,649 (Sept. 13, 2020); Exec. Order
No. 13,947, Lowering Drug Prices by Putting America First, 85 Fed. Reg. 59,171 (July 24, 2020); Exec. Order No.
13,939,Lowering Prices for Pati¢s by Eliminating Kickbacks to MiddlemeB5 Fed. Reg. 45,759 (July 24, 2020);

Exec. Order No. 13,938, Increasing Drug Importation to Lower Prices for American Patients, 85 Fed. Reg. 45,757 (July
24, 2020)See alsd).S.DeP T oF HEALTH & HUMAN SERVS., AMERICAN PATIENTS FIRST: THE TRUMP ADMINISTRATION

BLUEPRINT TOLOWERDRUG PRICES ANDREDUCE OUT-OFPOCKET CosTS(2018) [hereinafteAMERICAN PATIENTS

FIrRsT].

2 DEP T OFHEALTH & HUMAN SERVS., OBSERVATIONS ONTRENDS INPRESCRIPTIONDRUG SPENDING 1 (Mar. 8, 208),
https://aspe.hhs.gmitesfiefaultfiles/pdf/187586Drugspending.pdfsee alscCRS Report R4483Erequently Aked
Questions About Prescription Drug Pricing and Poliby Suzanne M. Kirchhoff, Judith A. Johnson, and Susan Thaul
at 3-6.

3 See generallKirchhoff et al.,supranote2, at 3-13; Joseph Antos & James C. Caprea®ascription Drug Pricing:
An Overview of the Legal, Regulatory and Market Environp#ent ENTER. INST. 4-12 (2018) https://www.aei.org/
wp-contentliploads201807/PrescriptiorDrug-Pricing.pdf Aaron S. Kesselheim et al he High Cost of Prescription
Drugs in the United States: Origins and ProspectsReform 316JAMA: J.AM. MED. AsS N 858,860-63(2016).

4 See, e.gWILLIAM M. LANDES & RICHARD A. POSNER THE ECONOMIC STRUCTURE OFINTELLECTUAL PROPERTYLAW

313(2003)( ci ti ng data that new drug manuf acdtuircen”s) ;arEmiulny sMiacd H iy
Morris, The Myth of Gen& Pharmaceutical Competitionnder the HatcHVaxman AGt22 FORDHAM INTELL. PROP.

MepiA& ENT.LJ. 245, 252 (2012) (“[P]harmaceuticals are also widel)
dependent on patent protection to recoup its enormous research, development, regulatorynaadrpkset i ng cost s. ") ;
Adi Gillat, Compulsory Licensing to Reguldteicensing: Effects on the Conflict Between Innovation and Access in the
Pharmaceutical Industpy68Foop& DrRuGL.J.7 11, 722 (reviewing data “supporting re
the pharmaceutical industry on patent rights”).

5 See, e.gKesselhen et al.,supranote3, at861( “h& most important factor that allows manufacturers to set high

drug prices for brandane drugs is market exclusivitwhich arises from 2 forms of legptotection against

competition [i.e., regul atGenencCanpatitionand DrugPriceBsop&&DRE: pat ent ri g
AbMIN. (Nov. 28, 2017)https://www.fda.gowdboutfdadentersofficesfficeofmedicalproductsandtobaccdér/

ucm129385.htnffinding association between generic competition and lower drug prieesgls;A mer i ca b s

OverspendHow the Pharmaceutical Patent Problem is Fueling High Drug Prit&4AK 1 (Oct. 2017),
https://www.imak.org/wpcontent/uploads/2020/10/Exce€®stsBriefing-PapefrFINAL-201710-24-with-cover
rev.compressed.pdliereinafterA me r i ¢ a 0 s] (fidding that paentiny strategies caused $55 billion in excess

costs for the American health care system with respectttthjes drugs).
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examphUe . Bood and DrugFBpghmisnifsoturnadt itohnat( i ncr eased
from generic drug manufacturers i s°®Gisvseorc itahaetd wi
| P ragmtdset er or delay the market entry of gener
may al | ow ltdheer rtiog hethbaer gmp enti igthsearme s @ g ,r i ght s

aa potweanytlivamler prices for ‘Al artifgpahctesu tpilcaayl apmr oidnupcatr
rolfeadcinld etvaetli onpgnegprhta ronfa c e ut Phcoaw e aperkoedyu cfd dsc,t hi s
debate is whether existing I P |l aw properly balar
ri gnmatys i mpose °tYmdehstpmbliing. the interplay betwee
regi mes itso nuencdeesrssarayhalb at e .

I n egreanl , I'P |l aw comprises a set of exclusive rig
using certain intangi HFederaat il aws cofmttah@shsmare
varieties of | P, dependi ngs otheatchhe ftoyrpne ooff |iPn tceolvl
di fferent type of creation, has a different proc
|l egal rights that »ary in scope and duration.

New pharmaceuti cal product $f ge me rralt leycPb @me f iptatfer
rights and reg¥dlThd e yt vex cd eutss vaft iexscl usi ve right
conf usedwnhiPRaht eanrtesma ntgei cl hanisol | doeg @en d p h'marrnrraceut i cal s

6 See Generic Competition and Drug Pricgspranote5.

7 See, e.g.Robin Feldman & Evan Frondorug Wars: A New Generation Generic Pharmaceutical Dela$3

HARV.J.ONLEGIS. 499,5566 1 (2016) (urging “comprehensive overhaul” of |
strategies used by pharmaceutical companies to avoid competition and maintain monopoly pricing); Kess#lheim et

supranote3, at 864 (proposing limits on secondary patents and increased policingfofrgiefay patent settlements

as possible means to cultaigh drug prices).

8 SeeHenry G. Grabowsket al, The Roles of Patents and Research and Development IncentBiepharmaceutical
Innovation 34 HeALTH AFFs 302,302( 2 0 1 5 gnts @rid Bthet forms of intellectual property protection are generally
thought to play essential roles in encouraging innovation in biopharmaceuticals.

9 See infranotes22-30 (discussing economic rationale for IP and the costs and benefits that it may imphse o

public).

10 Cf. Intellectual PropertyBLAck’sLAWDICTIONARY ( 1 0t h ed. 2014) (“A category of inta
commercially valuable products of the human intellect.”).

11 See generallZRS In Focus IF10986ntellectual Property Law: A Brief Introductioiy Kevin J. Hickey
12 SeeHickey, supranotell.

13 Although patents and regulatory exclusivities are the most important forms of IP rights for pharmaceuticals, drugs
and biologics may be subject to other varieties of IP. For example, the brand name of a new drug is typically
trademarked, which prevents ettmanufacturers from using the same (or similar) name in a way that would confuse
consumersSeel5 U.S.C. § 1114(1).

14 Although not a traditional form of IP such as a copyright or patent, regulatory exclusivities share many of the
features of traditiondP rights and thus are often characterized as a form &d®.e.gJohn R. Thomag§he End of

fiPatent Medicines? Thoughts on the Rise of Regulatory Exclusivii@$-oop & DrRucL.J. 39, 43 (2015) (describing
regul atory excadmimse v e di enst ak| & & DRebdccaS.rEceneeiieRolenfithght s ” ) ;
FDA in Innovation Policy 13MIcH. TELECOMM. & TECH. L. Rev. 345, 359 (2007) (describing FDA regulatory
exclusivitpasenss"pseRdogul atory exclusivities are anal ogou
monopoly on the exclusivity holder to provide an incentive for drug manufacturers taakedie investments

necessary to complete the FDA regulatory proceeseMaxwell R. MorganRegulation of Innovationnder Follov-on
Biologics Legislation: FDAEXclusivity As an Efficient Incentive Mechanjsri CoLum. Sci. & TecH. L. Rev. 93, 98

(2010)( “Li ke pat e-administered exclasinity pefiod can effectively confer a monopoly on a market

entrant, and thereby act as an incentive mechanism for firms to invest in the generation and clinical development of
new medicines, and alsoincommiera | i zi ng t hem. ") .

151n general, a patent may be granted on“argw and useful process, machine, manufacture, or composition of matter,
or any new and useful improvement there86 U.S.C. § 101. Howeveéflaws of nature, natural phenomena, and
abstractdeas are not patentalile. Al i cveCLE Bankpintl, 573 U.S. 208, 216 (2014) (quoting Asdor

Congressional Research Service 2
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granted by the U.S. Pajfearbvandi dnadémat kaOef new,
nonobvidiusectae@d at pati®Tnhtea bhloel dseurb joefc ta nvaatltiedr .p a't
the exclusive right to maktei,onuswi,t hsien |It,h eorUniinipeod
period lbgrneniPnfgO i s saneds ethldee apat dif ttdieamt get lod t h e
patent dpplication.

Regul atory exclusivities are granted to qualifyi
or licensed fo¥OmaekphangatbtegufFBaaxlh nmmroovdaut ci tvse
products (e.g., a newtihohifer i agrexi sstetrnvger dane @) |
specific need (e.,gpecesueaat udReigard et dirye @axed)usi v
genepanéeVvVgnt FDA from acceptifiog foodnaopwoduvuichg (aneas
generic or biosimilar versi ont)heatf ome Ipiadeswt Yuash g
efficacy data submitted by tme’Depi gdam atgh enatnyude ct
of pharmaceuti cal product and other f ascitxors, r ec
mont iy etadd 1. over |l apping ways, both patent rights
operate to detemtoy dkelaygemer martétetigeor bi osi mi
Al t hough each of these forms of I P is legally di
encour agi n%Patnennotveart ieox@a mipy misc¢ a H i wtdi dbayt iao m @alne

t hat excl es nseseaerryi gtha spraovi den eiour cemtdirivkee sand produ
technol ogi &ahi snvantoonalke Ineagiant asrnost cetepta toinabs ent
could freely copy such creations, diernying the or
invest ments i,h hteir adiyhghe desfafcemt i ve t o®IcRhR eate i n t

Molecular Pathology v. Myriad Genetics, Inc., 569 U.S. 576, 589 (20d68))general RS Report R4591&atent
Eligible Subject Matter Reform in the 116th CongrégsKevin J. Hickey

16 See35 U.S.C. 88 104103, 131. Patent applications must also conform to a number of requirements related to the
sufficiency of the technical disclosure in the patentfitée. § 112;see generallCRS Report R4652%atent Law: A
Handbook for Congresdy Kevin T. Richardsat 8-17 (reviewing patentability requirements).

1735 U.S.C. 88 154(a)(2), 271(a).
18 See infra' FDA Approval and Licensure of Pharmaceutical Products

19 See infra' Regulatory Exclusiviti€’s see generall€RS In Focus IF1121Qrug Pricing and the Law: Regulatory
Exclusivities by Erin H. Ward

20Ward,supranote19.
21d.

22 An excepton is trademark law, which is usually justified by a different rationmigtectng consumergrom

confusion and lowering product search ctstpreventing businesses from misrepreserttiegsource of goods or
servicesSeeQualitex Co. v. Jacobson P®€o., 514 US. 159, 16364 (1995). Many alternative rationales for IP

rights exist in addition to the incentivésr-creation theorySee, e.g.Justin HughesThe Philosophy of Intellectual

Property, 77 Geo. L.J. 287, 296314 (1988) (articulating justification for intellectual property as natural right deriving
from t he aidtah386-39 (articulatitgqustijication for intellectual property as rooted in notions of
personhood); Colleen V. Chie@pntextualizing Patent Disclosyr@9VAnD. L. Rev. 1849, 185051 (2016)

(overviewing justification for patent system as an incentive to encourage innovators to disclose technical information to
public).

23 SeeSony Corp. of Am. v. Universal City Studiog, t . , 464 U.S. 417, 429 (1984) (“[Copy
intended to motivate the creative activity of authors and inventors by the provision of a special reward, and to allow the

public access to the products of their genius after the limited period®@x c | usi ve contr ol has expirecd
Century Music Corp. v. Aiken, 422 U.S. 151, 156 (1975) (T
return for an ‘“author’s’' <creative ImaldeaartisticcBativityforthe ul ti mat e
general public good. ").

%SeeKewanee Oil Co. v. Bicron Corp., 416 U.S. 470, 480 (1974
useful arts] by offering a right of exclusion for a limited period as an incentimeéators to risk the often enormous

costs in terms of time, research, and devel opment.”).
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esign, I P rights m#®y oltegaod dtdo oirlnRshetsangeac e spr i C e
ngsaind taot e mp 6moanroyptoadnyd hlei m#Tgkhd se xhiod tdeerce of

expPtassome circumstances, this | egal exclusi vi
|l icensees) -tbhaompegethivgherices for goods made
a monopol i sutsewd thled pabena effectively shields th

As a apeastuelntt, Balcdhhermas a dalgqamarn nftapantod reearg, t he
period of e&wclhusisvibtyy filing for 3ddudhieti onal pat e
phar maceuti cal contextname idriwg aprddmeicadlhagi csalme
manufactureuse(pheehbt d'‘gdenslheapay kted rsaxsitmeine e
proamdsforestall competition daotour eresn efftihce dgeunge ro

25 SeeGrabowski et al.gupranote8, at 302 ( of deVeloping a mew drug @rsd dringing it to market is long,

costly, and risky, and the costs of imitation are low. After a new drug has been approved and is being marketed, its

patents protect it from competition from chemically identical entrants (cargstinfringing on other patents) for a

peri od &ANDEE& Ro®ERSYpranoted,at24 ( “ |1 f t he f i xed c-eteetcatsirmdrred nt el | ect u
before a single sale is madare very high and... the costs of duplication are slight, then in the absence of intellectual

property rights either the intellectual property will not be created or the government will have to financk jid; at.

317 (“In the case of new drugs . . . the fixed costs of re
stringent regulatory requirements, but the marginal costs

26 Mazer v. Stein, 347 U.S. 201, 219 (%95

27SeeSony 464 U. S efiniagtithe 4cRp@ dpatents Brid copyrightaivolves a difficult balance between the

interests of authors and inventors in the control and exploitation of their writings and diss@vethe one hand, and

s 0 ¢ is@mpeting interest in the free flow of ideas, information, and commerce on the other hand . ."); Mar k A.
Lemley, Property, Intellectual Property, and Free Ridir88 TEX. L. Rev. 1031, 1031 (2005) (“[Tradi't
proper goal of intellectugdroperty law is to give as little protection as possible consistent with encouraging

innovation. " ).

28 See, e.gFesto Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S. 722, 730 (2002) (characterizing patents

as a “tempor aanii Boats/ncovpTadnder Oraft BaRts, Inc., 489 UBAL, 147 (1989) (characterizing

patents as a *“%onhy#ed4tus.d anto ndodp2o | (yc"h)a;r act eri zing copyright as a
this usage of “monopol y” Exslusisexightswrbvadéd by Ifnlpw do noit reeessarilye cause t h
confer monopolistic market power in the economic sense; for example, there may be noninfringing substitutes for a

patented good in the relevant mark&tel ANDES& POSNER supranote4, at22(* [ | P] protection creates
in the literal sense in which a person has a monopoly in the house he owns but [only] occasionally in a meaningful

ecoomi ¢ sense as well because there may be no good substituf
2935 U.S.C. 88 154(b), 271(a).
30 Seel ANDES & POSNER supranote4, at 2993 0 O ; FTC v. Actavi s, Il nc. , 570 U. S. 136

may permit the patent owner to charge a highanc o mpet i ti ve price for the patented pr
31 See infra' Pharmaceutical Patenting Practice's

32 press Release, Office of Sen. Dick Durbin, Durbin, Cassidy Introduce REMEDY Act To Lower Drug Prices By

Curbing Patent Manipulation, Promoting Generic Competition (Apr. 11, 2B&p%;//www.durbin.senate.gov/
newsroompressreleaseslurbin-cassidyintroduceremedyactto-lower-drug-pricesby-curbingpatentmanipulation

promotinggeneriecc 0 mp e t Anteiicana arg fdcing skyrocketing preéption drug costs in part because brand

name pharma manufacturers have gamed the patent system to extend their monopolies and avoid competition from

lower-cost genericdrugs.) (quoting Sen. Dur bin); P r @wmngn, Bumétleah s e, Of fi ce
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covered-exypia ilnedt eprattéhret patent covering a current
expi %3 thi owwnmemt at ors argue that pharamwagcwiurted al ¢
many over | appsiinngg lpeau cetm & tad fibgal e nt "*tChrii a ki ectss al | ege
t hese“tphattakety sdet er pot,ewvtinal fcomepe piat @ems s are w
due to the time, expensmanyah&Rusakdwédiadng of che
generic pharmaceutical companies wilsleedgdkdst en set't
competapawiemh eempdreodd®Cetr t ai n settl ement agreements

Introduce Bill to Prevent Drug Companies from Abusing Patent Sy@itay 9, 2019) https://www.cornyn.senate.gov/
contenthewstornynblumenthalintroducebill -preventdrugcompaniesabusingpatentsysem( Drug companies

have taken advantage of the patent system to maintain their monopoly on certain drugs and prevent generics from
comingtomarket” ) (quoting Sen. Cornyn).

33 See, e.ginfra notes394-409and accompanying text.

34 See, e.gFeldman & Frondorfsupranote7,at5566 1 (ur gi ng comprehensive overhaul?”
laws to curtail strategies pharmaceutical companies allegedly use to avoid competition and maintain monopoly

pricing); Kesselheim et alsupranote3, at864 (proposing limits on secondary patents and increased policing of pay

for-delay patent settlements as possible means to curtail higipdceg).

35 Eisenbergsupranote 15, at 35 Julian W. MarrsForever GreenAn Examination oPharmaceutical Patent

Extensions18 OR. Rev. INT'L L. 81, 8389 (2016)Michael Enzo FurrowPharmaceutical Patent Lif€ycle

Management AftekKSR v. Teleflex, 63F0op & DRUGL.J. 275, 276 (2008). Althagh the literature is not entirely

consistentegarding he definition of "“evergreening,” ssened.i mes equat:.
Michael A. Carrier & Steve D. Shadowed?roduct Hopping: A New Framewqr@2 NoTREDAME L. Rev. 167,171

(201§ (equating evergreening with “product -filedpgentatg” ), this r
extend the |l ength of a product’'s effective protection

36 See, e.g.Carrier & Shadowersupranote35, at 17172.

37CynthiaKoonsThi s Shield of Pat e nSeling PrugBtoeMBERGBusiNBsewERMGepl. § 6 s Be st
2017),https://mww.bloomberg.com/news/articles/260F07/thisshieldof-patentsprotectsthe-world-s-bestselling

dug(using the term “ pat en tportfdiio amissetl 6n omegrodua by @ single biologics| ar ge pat
manufacturer)see alscAmericas Overspendsupranote5( usi ng “t hi c k e to lagd patpnapordfalic s” t o r ef
claiming aspects of a single drug); Robin Feldnia@Q raadDone o f or New Drugs Could Cut Pat
Boost Generic CompetitigTAT (Feb. 11, 2019https://www.statnews.com/2019/02/11/dipatentprotectionone

done/( “ [ruD gompanies build massive patent walls around their products, extending the protection over and o
again."”).

BFailure to Launch: Patent Abuse Bl gBdssiLARSCaurcg 8 Jun® Bi osi mi |
2019),https://www.biosimilarscouncil.org/wpontent/uploads/2019/06/Biosimila@ouncit White-PapefFailureto-
LaunchJune2019.pdflhereinafterFailure to Launch (estimating it would cost $3 million per patent to challenge the

patent thiget surrounding the biologidumira).

39 Michael A. CarrierA ReatWorld Analysis of Pharmaceutical Settlements: The Missing Dimension of Product
Hopping 62FLA. L. Rev. 1009, 1014 (2010) (statingthe 180ay excl usi vity period “has resul!t
settlements between brand frmsandfirst | i ng generic companies”) .
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brand to the genericiing i ¢6ufffiornkee tc heahreaccyteenreirziec sc
“‘pafyedre I'@afr ever se’sedyt heaeihit sompetitive because t he
cheaper génemi etnlde urgargkhetrleddighe brand t o maintain
excl usi vwirg ymepted hatt ot her wi se mewniefiitghtee stkeeaan iinmv al
companies at the*expense of consumers

The scope and enforcement of I P rights in phar me
underl ying | egal and regubatatyl awgi mad, centhudi
patent di sphDA rpepuleadtuea s sphar maciefunteiyc adle rpirvoed uf crtost
bi ol ogical, as soppaceesd ,tl ou mqdeeerd ietecdadl aFood, Drug, ¢
Cosmet FD&EBO)KEKDAuUumMt approve‘dndhbbfolregthaly can be

mar ket ettwher'smé Id®muss be | icensed by FDA under t

Service A¥Tthi (sPH®Aul atory distinctiopabhast patent
on phar macseuotri chaloldorgudg § fepenisabized patent di sp
procedumritdasnh af f ect 'sa anbainluiftgye htaor ebcr idnrgutgm or bi osi m
mar Peovi si obrsugo fPrtihcee Competition an®@®Bathent Ter |
Hat-Wehx man Act) govern FDA approval and patent di
Bi ol ogics Price Compet i*(iBoPnClaAn)d glonvneorvnast i FoDnA Acitc ec
patent disputes for biosimilars.

Gi vtemese compl exi tlieegs@lc kagrf @aumd aimouméd c edrstag y t o u
manufacturers loPtraiignhtasn di na npllowRimeghe st magyg!l $ mpact
priTlkissepprravi des this badlogrmodaddgwemwicewsli ROA i n
requirements for obtaining approval to mar ket a
t hways for generic MNamgaappcdbvahdubtdesi mhkeaHat
e BPCI A, and diffterrent hrae g FIDaAt gr wmneé sclt wsicweir t ai
armaceut Satopepdiewtss patent | aw, including t he
taining a patent, the rights granted®to patent
htride depomnhbesompares the different specialize
neric drugs atnhidkea bWehxsmatiainar $ hen 8®ICI*A, respect i\
nal denti f pasesevaeagapractices usednbgrmrbhar mace.!
rdigbetesi bes how the pracandeevepeiraws uUhdedeba
e

p
t
p
0
T
g
F
|
bet ween various stak®holders over such practices

a
h
h
b
h
e
[

P
e

40 Erik HovenkampAntitrust Law and Settlement Desj@2HARv.J.L.& TECH 4 17, 434 (201name ( “[ T] he b

firm agrees to give a ‘rever seotagemaifirn’Inekchangevhe fattei onal |y a
agrees to terminate its challenge and delay its entry into the market for some number of years, often until soon before

the patent expires.” (footnote omitted)).

4 Seeid.

2Under t he F D&meanscaimng otler things, angrticle that'istended for use in the diagnosis, cure,
mitigation, treatment, or prevention of disease in man or other arir@l&).S.C. 8 321(g)(1).

“Under the PHSA, a “biological product” or “biologic” is a
animal, microorganism) and applicable to the prevention, treatment, or cure of disease. 42 U.S.C. § 262(i)(1).

44 Seeinfra “FDA Approval and Licensure of Pharmaceutical Products
45Pub. L. No. 98417, 98 Stat. 1585 (1984).

46 pub. L. No. 111148, tit. VII, 124 Stat. 199, 8041 (2010)

47 Seeinfra “FDA Approval and Licensure of Pharmaceutical Products
48 See infra‘Patent Law "

49 See infra Patent Dispute Procedures for Gen@®vags and Biosimilars ”
50 See infra' Pharmaceutical Patenting Practice's
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TheBC Actner al Ispubrobmoheal th by protecting consu

t hat are adul terated, thT e btr minsleend unsawedr wgs | A

cannot béenmahkeUaidt boust &8s a p DA vbhdal wa nacl esso

encounagiamgiememétdhcounugh innovation aga, nst the
t

similar tdopatheant ehaw feder al |l aw p+ovides cert :
generally dfpammaamapcewval cal producta$® that meet t

FDMet erwhiinrels drugs and biologics may be mar ket ed
but distinct >arphprso vaelc spiroodcleesrsweip@wo val gmdcesses
generic drugs, and then rdeasncd sfeor sl iviolét odailsstsda. nct
describes the exclusivities Congress has createc
phar maceuti cal products aon welolduad scompetition f

-1 PWEOEwW&I Ol UPEwW#UUT w xxUOYEO

Drugs argeearatlhheymesal —<c'iompenmddd for use in the di
mitigation, treat mewoti,ntoandeadcdvtemtadfofne otf tdh es esatsreu
of t h"&®Nbwddr tagss t he t eF D& G sécues etdh oisneitelmauigsi ¢ hat s
experts do not generally recognift’Aenaw dafig may e
contain an active ingredienbpmbant BEDA haprreoeti oper
approved active ingreditemeg druag ,mosdu cdhy aasnotthhee ri mdc
popul ati on, formul ati on, strengt h, dosage form,

FDA approval bef &re they are marketed.

-1 Pw#UUT w x UOYEO
New drugs are approved t(hNDAug hp rtohcee snse.w Tdor uogb taapi pnl
a new drug, a s“poBsby -caponsstutnti ondjdl esechtaurdd tersat i ng t he

51 See generallyvallace F. Janssefihe Story of the Laws Behind the Lah&sop & DRuG ADMIN. (1981),
https://www.fda.govdownloadsaboutfdahistoryforgshistoryévolvingpowerafcm33437.pdf

5221 U.S.C. § 355(a); 42 U.S.C. § 262(a)(1).

53 See, e.g King Drug Co. of Florence, Inc. v. Smithkline Beecham Corp., 791 F.3d 388, 394 (3d Cir. 2015)

(“Congress attempted to balance the goldR RepfNo.'9BE k[ i ng] avai
pt. 1, at 1415 (1984)reprinted in1984 U.S.C.C.A.N. 2647, 26448, with the value of patent monopolies in

incentivizing beneficial pharmaceutical advancemse¢H.R. Rep. No. 9857, pt. 2, at 30 (1984deprinted in1984

US.CC A. N. 2686, 27 Paents\). Statuxoey iiclusivities ih Bialogical Pharmaceutcéle We

Really Need Both 18 MicH. TELECOMM. & TECH. L. Rev. 419, 42730, 434-36 (2012).

54 See infra' Regulatory Exclusivities ”

%5 See generallgl U.S.C. § 355; 42 U.S.C. § 262.
5621 U.S.C. § 321(g).

571d. § 321(p).

581d. § 355(a).

S FTC v. Actavis, 570 U.S. 136, 142 (2013).
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rsgs®aedyeff fcarn viedGdasissi.cal trials, conducted a
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o begin inical trials, it submitS*The i nvestic
ion provides FDA with information at
and popul ation(s) the drug is inter
i%&lst wailtsho tihnec tduriduegs.c al psopogedesi gn an

an Institutional RebDAewaBoad80Oddawhi
| ND oopgmleir wwatsiean am@g eoe’fe@dt i ons
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|
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ani mal
approval
to review
C refEPhacwer 4 icgdmdtcaaidt ywhildea ldsr ug i n a
n

S

t

e

t

i ni cal t e i
s jects dndgd PEWE.i g evhalsweatli rcd ithhH e a

I

umber of

pomresarl uates how the drug i s processeds (metabol
he highest tolerable dose and optimal dose of t
ffefcttshé®Pdaeg. !l and Phase 11 1I's cdfifniiccaady tirn ad dd i
0 s’Hlfheetsyeegémeéewmas| ¢ | artgeesrt gsruobujpe cotfs who have the
condition, or disease the drug treats.

Once clinical tspafssudar ¢ scda hel etees Ud tt e ntne ranf drDA
Dr iEgal uati on and?®TRee eMDA ha | (sCoD E Riicd sufdiesse i as
components of the dFfsugc,onap osstiattieomme;nta odfe stchrei pdtriuogn

met hods, facilities, and controls; specimens of
assessments; andl pagereatnalbhsanodbt anns the prodt
the indication(s) (i.e., the disease or conditic
60« safety” in the FDA context is measured by the number and

exposed to the drugGeee.g, 21 C.F.R. § 312.32.

61“Efficacy’ refers to whether the drug performs better than a placebo under controltitioos.See generallAmit
Singal, Peter Higgins & Akbar WaljeA, Primer on Effectiveness and Efficacy Trjdél)J.CLINICAL &

TRANSLATIONAL GASTROENTEROLOGYe45 @Q014),https://www.ncbi.nim.nih.goywmciarticlesPMC3912314/
Effectiveness examines how the drug performs undemredtl conditions where it may not be prescribed or taken as
intended or may interact with other drugs or health conditidns.

6221 C.F.R. § 314.50(d)(5).
631d. § 312.21.

641d. § 312.20.

651d. § 312.2231223.
661d. § 312.23.

671d. §§ 312.40, 312.42.
681d. § 312.21.

691d. § 312.21(a).

7|q,

711d. § 312.21(b}(c).
721q,

7321 U.S.C. § 355(b). The FD&C Act provides for two types BfAs in section 505(b), depending whether the

application includes only studies to which the company has a right of reference (under 505(b)(1)) or includes studies to

which the company does not have a r i findihgofcséfetyraedfefficacynce (e. g.
for a related approved drug) (asca | | ed “ paper NDd;U.Siuaood&DRUucGRAOVE ([RART2 ) ) .

GUIDANCE FORINDUSTRY: APPLICATIONSCOVERED BY SECTION505@)(2) (1999),https://www.fda.govdownloads/
DrugsGuidancesicm079345.pdf

1d.
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information about the manuf atTthuer iNlDGA pmrag/c ead ss,0 an c
i nclude a pr otpiosre darRd sMi tEiREAMeEE0o m é8td e at egy

FDA reviews the NDA to determine whether there i
effective for the proposed use, inclufing whet he
Spons orusbh niutsbts tsant f'tad EDA dtemate t heir products ar
obtain FDASecmtpiroonvad05(d) of the FD&C Act defines

adequatetcyonamdblweldl i nvestigationsi bnctbaepbasss

could fairly and responsibly c®mA uadses et shsee sp rboodtuhe
the quality and quantity of the data provided wt
st anfTahred .agency al so revaewsthbemanop®asedriabeto

Af tFelDrA compl et es i ts r edriwegy, swidnhsarnigs agelhetyt er t
det er mPInfattilbpen .NDA meets the requirements for app
or, if patent rri gnmtegaipaptreewall ,u sa vti @ FEDHtAibwma yappr ov
i mpose conditions on its approval of the NDA, s
additi onmalkepostl jrneifcearlr esdt utdoi eass %®Plhfa stehd VNRBA i chd ecsa |
not meet the requiremeaodmplf ®or e ap@xmd @ enilhd@tAttdien c
deficiencies FDA i dentmif goetd rienfietdiee dINDA and how t

&1 Ol UPEw# UUT w xxUOYEO
Before Waeg mBHat Abt was engcheow dnuf98dapmevted to
preapproval required a complete application unde

demonstrating s a®%Teot ye nacnodu reaf gf ee cgtei nveerWecs sdarnug entr y
Act establ i sherdevai aptaetdn waeyw fdorru gd’vabpipd h caaltli cowmss ( AN

521C.F.R. § 314.50

7621U.S.C83551(a)(1)* A Ri sk Evaluation and Mit fetypragiamthatte r at egy ( REM
[FDA] can require for certain medications with serious safety concerns to help ensure the benefits of the medication

out wei gh RiskhEvaluatiorsakdsMitifjation Strategjes.S.Foob & DRuUG ADMIN. (Aug. 8, 2019),
https://www.fda.gov/drugs/drugafetyandavailability/risk-evaluationand mitigation-strategiesems REMS aim to

prevent, monitor, or manage risksabgh information and controlk.

7721 U.S.C. § 355(d).

81d.

1d.

80 U.S.FooDp & DRUG ADMIN ., DEMONSTRATING SUBSTANTIAL EVIDENCE OFEFFECTIVENESS FOFHUMAN DRUG AND

BioLoGIcAL PRobuCTS DRAFT GUIDANCE FORINDUSTRY 3 (Dec. 2019),

https://www.fda.gov/media/133660/downiatt. Manuf act uring i nformation includes the

addr es s, manufacturing methods and process control s, and s
marketed drug substance and any drug components used to manufacturg.tB& @ré.R. § 314.50(d)(1).

81ldManufacturing information includes the manufacturer’'s na
controls, and specifications to ensure a product’s integri

components used to manufacture thegd@i C.F.R. § 314.50(d)(1).
8221 C.F.R. § 314.105.

831d.

841d.

851d. § 314.110.

821 U.S.C. & 355(b) (1982). FDA did permit applicants to r

i nvestigations” requir em®@esPtu btlhircoautgiho ni tosf P'aPpaepre rNDNAD Ap’o IMecnyo.r a
Reg. 27,396, 27,396 (May 19, 1981).

87 Drug Price Competition and Patent Term RestorationPuab. L. No. 98417,8 101, 98 Stat. 1585 (1984) (referred
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generic manuf actsurperrisort oaprperloyv aoln oFfDAanot her drug
i ngretdhenteference—tla sesetda bdlriusgh (tRLaDt) t he generi c

ef fe®fthen eADN®DAhway all ows generic manufacturers t
process of conduct i® o sttheeaidr, dvhre ogleinreird al ntarniud lasc.
conduct studies with its generic product and sar

drug is pharmacantdi daloléy oe ¢ hBTeldd &ONDA al so incl u
the generits mamwpfosetdurdearbel i ng, wh$lcahb erhuisntg be i d
except for manufactRDApgr owét PYANDN d egasn d udbmyi t t
information, proposed | aBebi RPA BodoBnygi paaappt o

Il DOOOI PEEOwW/ UODEUEUWEODOEW! POUDPOPOEUW+DEI

A biological product is derived from biological
oo protein;t haen dp ruesveedn tfioorn, treat ment, or cure of
bei Wds$s ol ogi c &alr ep rgoednuecrtasl | y | a’rt hémmta yc obnep | perxo dmiocl eedc u
through biotechnology in a lliantngcelylst%%aor asmicra le

“I''nrerent’bed weatni dnd ferent batchesnofmalheasdame b
expetAedording to FDA, the compl exi‘dagn and vari at
present chall engesnuifm ccthuarriancgt etrhiezsien gp raonddu chas t h a
the manufacture ofFBPMmalplromelssc dloe GappgoVving bi ol
generic versions of previously approved product s

I DOOOT PEEOwW/ UODEUEUU

To be marketed in the United States, a biologice
l' icense; and ( 2) 'smaprrkoepde rwintahmet;s etnhpenendaurewdfda etsisr, e ra
applicabl e 1 i censés neuxnpbierrda iadonndo bdtahyee cparl o dourcotd u ¢ t

manufacturer may obtain a biologics |license by s

to as theHatchWaxman Ac}.
8821 C.F.R. §314.92, 3144.
89 Actavis v. FTC, 570 U.S. 136, 142 (2013).

% Drugs are pharmaceutically equivalent if they have the same active ingredient(s), strength, dosage form, and route of
administration21 C.F.R8 314.3.0ther elements that do not impact safety or effectss, such as the dragnactive
ingredients, may be differerd.

91 Bioequivalence means the drugs work the samaginside the bodythat is,there is no significant difference in the
rate at which and extent to which the dsugctive ingredient reles the place in the body where the drug is active,
when administered at the same dose and under similar conditio8820.1(e).

9221 U.S.C. § 355(j)(2)(A); 21 C.F.R§®14.94, 320.21.

9321 U.S.C. 8 355())(2)(A)(v).

94 See infra The HatchWaxman Act: Patents and Generic Drug Approval
921 U.S.C. § 355(j)(2)(A).

%42 U.S.C. § 262(i); 21 C.F.R. § 600.3.

97U.S.Foob & DRUG ADMIN., BioLoGICAL PRoDUCT DEFINITIONS, https://www.fda.govdownloadsDrugs/
DevelopmentApprovalProcestdwDrugsareDevelopedandApprovAgprovalApplications/
TherapeuticBiologicApplicationBlosimilarsUCM581282.pdflast visited Dec. 3, 2020)

981,
9|q,
10042 U.S.C. § 262(a)(1).
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to BDAenter for Biologics Evaluati ofeTaAed Resear
BLA must include, damoangt ioameadnandgsl i ni cal stud
about the manudmdtluadatgi aned ,hopdrsoposed [ abel s and
applicable) a prof¥ebPAdmMedi ahsoobe Gablde.t o exami
deter mi‘montpdatwiitth the sSstandbhedBLAsanbdl oshed req
including good mdhufacturing practices.

To approve a BLA, FDA must deda&freni npunt'datandep bt

and that the productmeoant angdt alndamrd D uda ving pad ctes S
bi ol ogi cal product cont'MAsewittd We ugafapprpwmnae s, ¢
i ssues the |license or issues a complete response
i c¥hAfdeer aappBaWW hol ders must tadctei fpyr o”duA tof any
production process, quality controls, "quipment,
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As wi t h -Wahxematha tAccht , Congeeisat edeappepdoaal apbocess
products through the BPCI A. Under the abbreviat e
mar ket a biological product if it can demonstrat

interchangeabl e owiotghi,c aaln parpopdrtoced, & mieerf && rerdo d wc ta.s

Al ong ®LAhfotsa biosimilar, the manufacturer mus
proddlitghlsy similar to the reference product not
inacti ve Ctwimphcdnmdantiscal |y medhbhéenwéeh dhé&ifrewenpeasdu
terms of the safety, piFiTine aonddpoi emcwyrofconket
prescribed, recommende’dmusor dsauvgepagbptr ods eidn ftohre tlhaek
ref er en d%T hper obd uocsti.mi | a rt hper osdauncet mreucshta ruissem or mec |
act'toentreat any agapmpdilawbd et towngdame omsut e of admi

10121 C.F.R. § 601.2(apn intercenter agement between CBER and CDER governs which center reviews a
particular product application and regulates the product if apprévedcenter Agreement Between the Center for
Drug Evaluation and Research and the Center for Biologics Evaluation and Redeaoct& DRUG ADMIN. (Oct. 25,
1991),https://www.fda.gowCombinationProductdlrisdictionallnformationicm121179.htmin 2003, FDA transferred
some therapeidt biological products from CBER to CDEReeTransfer of Therapeutic Biological Products to the
Center for Drug Evaluation and Reseay&oobp & DRuG ADMIN. (June 30, 2003https://www.fda.gov/
CombinationProductddrisdictionallnformation/icm136265.htm

10221 C.F.R§ 601.2(a). FDA requires Medication Guides for products‘thasea serious and significant public

health concern hecessitatingatient labeling to inform patients of serious adverse risks and ensure safe and effective
use of the productd. § 208.1. Generally, FDA requires Medication Guides'foescription drug mducts used on an
outpatient basis without direct supervision by a health professiddal.

103|d. § 601.20.
10442 U.S.C.8262(@)(2(CA product is safe when it is “relative[ly] freeé

affected, directly orindirecthhy a product when prudently administered,” acc
recipi ent2lCFREBMWBPA opnuur e product is “relative[ly] free[] fr
product,” regar dl e ssatterfs hawhftdd §.680:3(r)t Anally, thex goteneynoéttoe yroduct

depends on its “specific ability or capacity . . . to

effe
|l aboratory tests or by add®oséest ely controlled clinical dat
10521 C.F.R§8601.3, 601.4.

1061d, § 601.12.

10742 U.S.C. § 262(k).

1081d. § 262(i)(2).

1091d. § 262(k)(2)(A)(H)(I1I).
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a biol ogti caad mipmiogdtuer ed t o an individual mor e t ha
show that the produ‘cti skoesn netr msr odt es'ad egrye atre rd |
from alternating from or switchingultet wdheam titie [
the reference ptHdhdter change¥medd ehpoomaicttist ut ed f ¢
reference product without the intervention of tfF
referenc¢® product.

11 TUOEUOUawsREOUUDPYDUDI U
To balame ecrogmpet+whiiom t he abbrevi at efda caiphpirtoavtad pa
with the countervailing interest in encouraging

regul atory excl'ssiabiitly ttyhato laipmirtovderDs§ eunnedreirc dr u
certain ci®Tbumstagbéesto exclusivity aims to enc:¢

appl i damttlee teox pense of generating clinical dat a
support an DA adrs oB leAd.eomnu rpa gedsf cftotimdacewr s t o s ubmit
abbreviated applicat!ions as soon as permissible.

There are two general catdgoni egctwihsgicehg tply aeetcd ruyd ee

ot mheprmpl icants fremsmaéleyiyngnadneFDActenweeamess findi
product (based on’'st deatMDA toar @B omotdsdad ettt y

and eff ect invaernkeestsi;n ga nedkhc(l2ups ipvrietcyl udes FDA from arg
application for the same pdas matewheétclér prloduapp
generated its own s#Detryngnd efreotdi wvédneas adaxa
could submit an NDA or BLA for itfhe ts acnoen dpuhcatrenda cie

1014, § 262(k)(2)(A)()(I1) & (V).
1114, § 262(k)(2)(A)0)(V).

1214, § 262(k)(4)

1314, § 262(k)(4)

11414, § 262(/)(3).

115Seeg.g, King Drug Co. of Florence, Inc. v. Smithkline Beecham Corp., 791 F.3d 388, 394 (3d Cir. 2015)

(“[ Thr ouMahx nthant,c hCongr ess attempted to balance the goal of
drugs,’ with the vailmueetfi piaziemdg bmmefpiodiials pmar maceuti cal
citations omitted)); Heledsupranote53. For a comparison of regulatory exclusivities and patetitisivities,see

infra Table 2.

116 Heled supranote53, at 42730, 440.

11721 U.S.C. 8§ 355(j)(5)(B)(iii), (iv); 42 U.S.C. § 262(k)(6ee als®ctavis v. FTC, 570 U.S. 136, 1484 (2013);
Heled,supranote53, at 428-29.

8There is no standard terminology for regulatory exclusivi
protection” and “marketing excl usi viis$rgportfalgwms asegomlous | y wi t h
approach that ascribes distinct meanings to the tSessgenerallileled,supranote53, at 436 n.67.
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own cl i nPruan c ttidoanhdalsleyx,cl usi vity and marketing ex«
same result due to the investment required to (ge

-1 Pw#UUT UwOUw! POOOT PEEOwW/ UOEUEUU
Feder al |l aw provides regul atory excHubsferties foc

based on such factorsisasorhavwei mmdawatei wd tthhee prreec
Fo new drugwholmthaiNDA dpproval hHhew ahdmugat hantc

(i .e., a new active igghasdikeaen adppfowhedpeaoslii ¢
of data exclusivity runni®®dgrfngmthhe pemeodf ND/
505(b)(2) NDA (i.e., applications that, by defir
tdisame actiiema it meagRdDe s ubmtl®Ontee de xtcoe pitbDAo.n i s t hat
four ,yedrAs may accept for review an ANDA or 505¢(|
ingredient if the application contaimlsea paragr e
RLD is iwowahbbtédnfori nged byt he generic drug.

NDA opple NODtsaNIF¥s)ponwlolst ain agpugsyalt hdabrcont ain
approved chédmitc alr eeswiffi€es ently changed from t h
i ndication orreduwirrmaul addiotni}oort able cabprparioeveel dg,s budi Ber
threeoffedasta exclusivity runn?wgl f kfeingetare t i me ¢
exclusivity for newaclktcéfiDdabndnbiObi( &3 ( 2FDAumay s ¢
reference the changes meyeéeal nigi B&kcpepeadey durir
exclusivity rel apessouwceh whpepflTid-cDapthinmnisyhe atrhr e e

exclusivity, theoNDAiwmnf ]sNRPAMAomust of new clinical
bioavail abt hat “ewesteend i @3 ) "tod ttrhee afplpml d octaathiteiro nwor ds ,
the sponsor must btrnee addiduicoedl ocl spioaal trial s
obtain apprdwvab ofdehet netWweyreefri te xfcrlouns itvhi et yt Hfroere
condiAtsi an hegeht , exicd ugdmweartayl |y I'i mited to new dr

si gnil fgihaafgteodm ap p r,0 & & lo etidori unigogrn - mo dif f it cheotsieomps oduct

For fMmraanmed bi ol ogi cal products, the BPCIA establ i:
Fi fsxirew biol ogiicaé. prodiuetsbd emaspprioideaatt isdns can b

119 Id

12021 U.S.C. § 355(c)(3)(E)iii (i)(5)(F)(ii); 21 C.F.R. § 314.148)(2).

121 This five-year new drug exclusivity, however, would not prevent FDA from accepting and approving a duplicate
version of the same drug product if the duplicate version is the subject of its own NDA with isafaty and efficacy
data.SeeSmall Business Assistance: Frequently Asked Questions for New Drug Product Exchesiai DRUG

AbmiN. (Feb. 11, 2016Mttps://www.fda.gowdrugsievelopmentapprovalprocessiallbusinessassistance/
ucm069962.htm

12221 U.S.C. 8 355(c)(3)(E)(ii), (j)(5)(F)(iie1 C.F.R. § 314.1a8)(3). For more information on paragraph (IV)
certifications, senfra “The HatchWaxman Act: Patents and Generic Drug Approval

2ZUnder FDA regulations, changes to a dr ueglirsanbNDA.21 , dosage,
C.F.R. 8§ 314.70. sNDAs must include pasrket information such as commercial marketing experience and reports in

scientific literature, in addition to descriptions and analyses of clinical stuidi&s314.50(d)(5)(iv). SNDA sponsors

are only eligible for thregear exclusivity because sSNDAs amend existing NDAs with approved chemical eities.

§314.108(b).

12421 U.S.C. 855(c)(3)(E)(iii)(iv), ()(B)(F)(iii)—(iv).

125 Compare id.with id. § 355(c)(3)(E)(ii) ()(5)(F)(ii).

1261d. § 355(c)(3)(E)(iiiy(iv), ()(B)(F)(ii))—(iv).

127 Id
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submitftoeyde &0t er t he date on which tH® reference
Second, approval edarbnotsihbmdoamé hepfafadactaitvi e hen tdialt €
on which the referen'®Topmreadcuweat, wase sfei resxtc | luisd evri ¢
that for the first four years after a reference
any biosimilar apphlei cneetxito nesi gfhar yreeawise w;F DfAo ra ctc e p
applicationscémrt ragwirew,e baunty ibti b emr saanfappltbaea
date on which the reference product was first 1
whet hercltlhsiswi teyx peri ods are da¥%uppl emearkteali ng e
BLAs, for examphdi taticbangeothe of administratioc
form, delivery systemardehiovteeyddgalllyeafoortéeser
regulatory ex*tlusivity periods.

&1 Ol UPEw#UUT WEOEwW! POUDPOPOEUWSREOUUDPYDUDI U

I n addition to providing incentives for innovat.i
promote competition by -emcpuoagd@mPgRLhWesemener prof
mor e pat entOs alnigetaB HKNA tphuebl i cati on that catalog

with each ®Wpphavedbdeumi red, potential ANDA appl
(1) waailtl unitsitled paoeempioyr hawper e&Ppli frielde a paragr a|
certifaecatt lbaaayg t § avtee nitnsv aawiedn abré nf r i nged by t he

gener i c*phedpuacttent i al f or ensamnigcdpgasatiese df olri ttihgea t
first ANDA filer withas pa&maggrbaspkhiN@EaMjTter si fica
Accor da nigngentti vi ze generi ¢ matnawh alcltanr gea sl it ot ok
patentrportedly cotveeWakgmaMc RLABdDagxelsusi vity to
the first AMBA cxeplsifaddilynedhpibt @edvgebsi ahed for th
using a paragr agprhd (db/t)aicres ta fd etattlitomenpabdentoust
i nv &ITihd s eixttyupéri od precludes FDA from approvir
RLD dur i Ayt hpee rli 8od .

12842 U.S.C. § 262(K)(7)(B).
129|d. § 262(K)(7)(A).

130 This issue has been the subject of discussions between FDA and some langekertter from RepAnna G.

Eshoo et al., to FDA (Dec. 21, 2018j}tp://patentdocs.typepad.cdilgs/letterto-fda.pdf(signed by RepBarton,

Eshoo, and Inslee); Letter from S&herrod Brown et al., to Dr. Margaret Hamburg, ComiDA (Jan. 24, @11),
http://patentdocs.typepad.cdit@s/senatoilettersexclusivity.pdf(signed by Sen8rown, Harkin, McCain, and

Schumer) If the exclusivity periods are marketingatusivities, they would more broadly prevent even an application

supported by its own, full clinical trial data from being approved during thee&P period. More recently, FDA issued

guidance that describes the exclusivity periods as limiting apprbvalan appl i cati on “referencing |
product,” which indicates FDA may consider Fobe exclusivity
DRUG ADMIN., INTERPRETATION OF THE' [BEMED TO BE ALICENSE’ PROVISION OF THEBIOLOGICS PRICE COMPETITION

AND INNOVATION ACT OF2002 GUIDANCE FORINDUSTRY 3 (2018) https://www.fda.gowicmgroupsfdagowpublic/
@fdagovdrugsgendocumeng/documenticm490264.pdf

18142 U.S.C. § 262(K)(7)(C).
132 See infranotes284-286 and accompanying text.

133 ANDA applicants must provide one of four certifications for each listed patent for the RLD. 21 U.S.C.

§ 355(j)(2)(vii). Paragraph (IV) certifications assert that the listed patent has nagcekpi is invalid or will not be
infringed by the generic produdd. § 355(j)(2)(vii)(IV); see alsanfra “The HatchWaxman Act: Patents and Generic
Drug Approval "

134 See infra' Patent Dispute Procedures for Gen@iags and Biosimilars ”
135 Id.

13621 U.SC. § 355())(5)(B)(iv),()(B)(D)ii)(Il).
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The BPCIA similarly awards regulatory exclusivit
for a partibc olaggiodé&fceir.€ neietcy ugsi ecl udes FDA from
interchangeability determination for a subsequer
for any condition of wuse until such exclusivity
of a relevakiSpeatidntcadilyputhe exclusivity peri o
T 1year after the commerci al marketing of the f
T 18onths after a final <court decision in a pa
first applicant or; di smissal of such an acti
T 42nont hs after approval i f tthhee Ifiitrisga taipopn iicsan
still oorngoi ng;

T 18nonths aftérthppfovat app®Picant has not bee

Uil Uwll T UOEUOUaAawWSREOUUDPYDUDI U

There are also a number of regulatory exclusivit
serve smaller or underserved popul@dn@mess Dr have
passed the Orphan Drug Act in 1983 to encourage
rare di seases cadrdpeldoni’Beec@mse t hese drugs often
patient ,popultduisomsay provitde efsewer fpihraa maicalutii rce
manufacturers to develop them, stehvegenmmawkgea moigg ot
exclusivity for compani es™Dhat ngb tydiar s@meemaowal f
FDA cannot approve ame NDAu@romBLIAI dloogithet s treat

condition, even if the second appl¥ cation generzc
To recei pamigcl ysi(di)t y¥ htee dirrutgemediessdr eodri sease

codi t"*aamd FOD2A) must pnet idopapsrébyll e ddratihgpr t he same use
indi ¢To omeet the $possocomaytieguesat, before su
BLA, that FDA dewsféeogrn aa er airtes ddifSlieya shessargoa@@ fed imt i on
dr ug, FDA muwhemrmetthee mi mei grtahtel sease oereqoaestdiedi on
wi |l | “K) eaftf ect s | essir htame 20Mi, POBDf Pteats®nmor e( B h a
200, 000 in the United Sstanhablandxpectwhioh t hane

18742 U.S.C. § 262(K)(6).
138|d.

139 Id

140pPyb. L.No.97-414, § 1 96 Stat. 20491983).

14121 U.S.C. § 360cc(a).

1421d.8§360ccThi s exclusivity is subject to two exceptions: (1)
of sufficient quantities of the drug to meet the needs of persons with the disease or condition for which the drug was

desi gnat ed” NDAarBHA h¢ld® consents tb theeapproval of another application for the samddirug.

§ 360cc(b).

1431d. 88 360bb, 360cc

1441d. § 360cc;21 C.F.R. § 316.3(b)(12However, an NDA or BLA filer may receive exclusivity for an already

approved drug designatdor the same rare disease or condition if it can demonstrate clinical superiority. 21 U.S.C.

8§ 360cc(c).

YAn orphan drug is one that treats a rare disease or cond
the United Sectamoedhan 200t000(p&rgonsinahe United Statedor which there is no reasonable

expectation that the cost of developing and making available in the United States a drug for such disease or condition

will be recovered from sales in the United 8tatf such drug.ld. § 360bb(a)(2).

“
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devel oping and making available in the United St
recovered from sal es i M0Orhueg sUnsio edde sSitgantaetse do fa rseu c
seweenar exicfl utshevyi tayl so meet the second condition.

I'n addhe i PD&C Aclt8dmwyavcil desANBAsy ftoor drugs desi gna
FDA (pursuant 's ordhechthpatiiidli ere "QEGEY i dué¢ hteo apy
“im"nadequate gemeENoi o eceempet ittNebDAX ecnus s i biet y het e r s
for tHEh@GRNDA must al s owhheanv et hbaereenuwsenbgmii t ¢ e dp at e
or exclusiviotapgef @esbtelle | M&IFdwatdhteyRalpDp.l i cant mus
commal tiy mar ket 7t&hae sd roud g*°avwiptrhoivra |

To encourage manufacturers to evaluate the safet
products for children, NOA andi & fAXDIAL glicd iemyny nels
t he drugcadr pbmeogiuopgrioduce "heat hb pededttsc popul a
filer completes [mediefitBreidd agtrudi exicd tunsdrodtAtisyy adds
existing exclusivity t HéFoNDAe xoampBlLdAi Ifiefl etolbdh aléD Ao b
a fyievaer exclusivity for a new active ingredient
is entitled to five™and a half years of exclusi\

Table 1. Regulatory Exclusivities for Pharmaceutical Products

Type of
Exclusivity Length Criteria Effect
Drugs
New Chemical 5 years Application for drug containing an active ~ FDA cannot accept an
Entity (4 years if ingredient that haseverbeen approvedor  abbreviated application
21 US.C. ANDA contains  application for a drug that contains as an  for the same active
§355(c)(3)(E)(ii), aparagraph(lV)  active ingredient a single enantiomer (eact ingredient that relies
. . certificatior) of a pair of molecules that are mirror on the data in the
OE)FE, (u) images of one anothegf a previously reference drug
approved racemic drug (a mixture of both application
enantiomers) that treats different
therapeutic category and does not rely on
theracemicdrug s dat a
New Clinical 3 years Application for a change to an approved FDA cannot approve
Investigation drug that contains at least one new clinical an application that
21 U.S.C. investigation that relies on the data in
§355(c)(3)(E)(iif approval 6 of the ap thereferencedrug
(iv), G)(5)(F)(iiip(iv) conducted or sponsored by the applicant  application for 3 years

146 Id

14714, § 356h(b).
1814, § 355())6)(B)(v).

149.S.Foob & DRUG ADMIN ., COMPETITIVE GENERIC THERAPIES(2019), https://www.fda.gowicmigroupsfdagowv
public/@fdagovdrugsgentdocumentsdocumenticm631401.pdf

15021 U.S.C 8 355())6)(B)(v), (j)(5)D)(iv); ComPETITIVE GENERIC THERAPIES Supranote 151, at 18
15121 U.S.C. § 355@)~(c); 42 U.S.C. £62(m).

15221 U.S.C. § 355a(bjc); 42 U.S.C. § 262(m).

15321 U.S.C. § 355a(bjc).
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Criteria

Effect

First to file an ANDA with a paragraph IV
certification that a patenlisted for the
reference drug is invalid or not infringed by

the generic product

Designation as competitive generic therap!

by FDA based on

generic competition

approved drug);

No unexpired patents or exclusivities for

reference product

FDA cannot approve
anANDA for the same
drug until 180 days
after first commercial
marketing of first filer

Once first approved
applicant commences
commercialmarketing,
FDA cannot approve
an ANDA for the same
reference productor
180 days after first
commercial marketing

Type of

Exclusivity Length
First to File 180 days
Paragraph IV
Certification
21 U.S.C.
§355(j)(5)(B)(iv)
Competitive 180 days
Generic Therapy
21 U.S.C.
§8355(j)(5)(B)(v),
356h(b)
Biologics
BiO'OgiC 4 years
Reference (application)
Product and 12 years
42USC. (approval)after
§262(K)(7)(A) (B) date of first

licensure

Interchangeable

42 U.S.C. 862(k)(6) column)

Other Purposes

12842 months
Biologic (see Effects

First licensure of a biological product that i

1. Not a supplemental application;
2.Not a change resulting in a new

indication, route of administration, dosing
schedule, dosage form, delivery system,

delivery device, or strength; and
3. Not a modification to structure of

product that does not result in a change in

safety, purity, or potency

First interchangeable biologic approved for

reference product;

Interchangeable means the product is

biosimilar to the reference product,

produces the same clinical resultany
given patient, and a patient can switch
between the interchangeable and referenc
products over multiple doses without

altering risk

FDA cannot accept an
abbreviatedBLA
referencing the
product for first 4
years;

FDA cannot approve
an abbreviate®LA
referencing the
product for 12 years

FDA cannot determine
another product is
interchangeable with
the reference product
for any condition of
use until theearliest of:
(1) 1 year after
commercial marketing;
(2) 18 months after
approval if not sued; or
(3) if sued, 18 months
after decision or 42
months after approval

Pediatric Studies 6 months
21 U.S.C. § 355a(b)

(©)

42 U.S.C. § 242(m)

Orphan Drug 7 years

21 U.S.C. § 360cc

FDA requests that applicant conducts
pediatric studies and such studies are

completed

FDA designatioras an orphamrug a drug
that treats a disease or condition that affec
less than 200,000 people in the United
States, or affects more than 200,000 peop!

in the United States but there is no

reasonable expectation that the cost of
developing and making the drug waide

recovered

Extends other
exclusivitiedy 6
months;

Delays approval for 6
months after listed
patents expire

FDA cannot approve
another application for
the same drug for the
same disease or
condition for 7 years,
with limited exceptions
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Type of
Exclusivity Length Criteria Effect
Qualified 5 years FDA designation as a qualified infectious  Extends other
Infectious Disease diseasgroduct (QIDP) an antibacterial or  exclusivities by 5 years
Product antifungal drug intended to treat serious or
21 U.S.C. § 355f life-threatening infections, including those
caused by qualifying or resistant pathogen
Source: CRS.
[/ EUIl OUw+ EDP
Congsesastthoorgirtaynt patents derives from the | P CI
grants Cong'tte]l]ss prhemotoevetrhe Progress of Science
' imited Times to . . . Ilnvent ot8Cotnhger eesxsc |huassi ve F
exercised this power since the early days of t he
i nveliTdhescurrently operative patent s¥asute i s

amended by tlhews Ostilmiltelashyma | nvemTRBi &cse ¢ Al ah.
briefly overviews the requirements for obtaining
a valid patent, common pharmaceuti cal patent tyrg
to grant ldacmmslesd®fyr patents.

Patent ri 0O not arise automatically. at her
h the PTO, and a PTO patietnt exami
tory

r espu iprd@menrtt. s before the PTO

11 gUPUI O1 OUUwi OUw. EVUEDPODPOT wEw/ EUI OU
g d R
0 t

i
applicati
meets the statu

Patents are gener al“lnweat a&i loablde stcovanmysomaaywmew

machine, manufacture, or composition o¥ matter,
To obtain a patent , apgdileyri avematemnt mwst hf o hmalPITPY,
process call ed®purtiemg PprIrosecuwtteisoadm,.t hae pRATt @& netv ael xuaan
the patent application to ensure it meets all arf

pat!®Alt ongr evg u ihrreengeantttisen g echni cal di s®tlheesure of t |
claimed inventirecamedatbabde( 5ntkejwec o(nBoppv it ewns, (20 d

1%4y.S.ConsT. art. I, § 8, cl. 8.

155 SeeAn Act to Promote theProgress ofJseful Arts, Pub. L. No.-Z, 1 Stat. 1091(790)

156 SeePatent Act of 1952Pub. L. No. 82593, 66 $at. 792 (codified as amended at 35 U.S.C.-5390).
157Puh L. No. 11229, 125 Stat. 28011).

158 For more detailed information on patenting requirements and patent enforcement, see Richamste 17.
15935 U.S.C. 88 111, 131.

1601d, § 101.

161 SeeGeneral Information Concerning Patent$.S.PATENT & TRADEMARK OFF. (Oct. 2015),
https://www.uspto.goyatentsgetting startedgeneralinformation-concening-patents

16235 U.S.C. § 131.
163Seed. § 112.
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(4u)s eul .granted, pal@rtas stthagfitdecatld ni ekpirpat ent
appl iwad i.¥inl ed

z ~ ~
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The field of patentabl eri“gmghnthirogtshuédn dselbm otaldat eimg
made b'Y*Bmarms.tatute, patents ar épraovcad sl sa,b | nea cohni naen,y
manufacture, or ,compasi.ti.on "HErxcwegirntesat otfher e of
technol ogical ar eassncflardep gtharmrtnealcleas tihrevad nsttirdgni sotie
computer hardwaereéeandi salt wageéneering, mechani cé
manufact ur i%Ad t hroagérs séhe. subj ecrtamapitrtge,r tofe pRu Eme
Court has 1lmagohehdt that natur al phenomena, and
pat erd¥abkeCourt has reasoned thasi ¢ ot @ailrfsniod f as anic
and techndl.ogi acmdlghwortkend to i mpede innovation m
it"17o

In a serowvwshefpaatsedecade, the Suptemet@osur f omas
patentable subject #@aitteesrt,Adsiocteditdilaweesivddnakl.l ed t he
first stwipetaldplatetsis®e stdliarientst padrl et i bl e—a ulbgve caf mat t
nature, natur al ph&nhdmewman, thhre amsytemdadtoni desapat
ineligibletédebjeavenmabnei s not patemtable unl es:

ep

‘inventi Vendcemctelpe s eAd dvaktmetsd p adifo ntailmenei Ve conc
the p

the patent clediemssnifudsitc iceomtt ation ensure t hat
to significantlytimer ¢ i tolmacie gpat tpraatnesndticfranpioragt ur e o f
the cl ai pltiopippllpeactfetnitmel i gi bt% subject matter.

-0Yl OVUawEOEwW- 6OOOEYDPOUUODI UU

Perhaps the most fundament al requirement for pat
newh®TOi Wl not i Stshuee cal apiameednti nivfent i on was paten:
printed publication, or in public use, on sal e,

164 Sedd. §8 101-103.

1651d. § 154(a)(2).

166 Diamond v. Chakrabarty, 447.8 303 309 (1980) (quotin®.Rer. No. 1979, 82d Cong., 2d Sess., 5 (1952R.
Rep. No. 1923, 82d Cong., 2d Sess., 6 (1952

16735 U.S.C. § 101.

168 SeePatent Technology Centers Managemeh$.PATENT & TRADEMARK OFF., https://www.uspto.gowatent/

contactpatentgdatenttechnologycentersmanagementiast visited Nov. 27, 2020) (listing technological divisions for
PTO examiners).

169 Diamond v. Diehr, 450 U.S. 175, 185 (19848 generallydickey, supranotel5, at 16-20 (overviewing
development of the law of patealigible subject matter).

170Mayo Collaborative Servs. v. Prometheus Labs., Inc., 56686,51 (2012) (quoting Gottschalk v. Benson, 409
U.S. 63, 67 (1972)).

11SeeAlice Corp.v.CL S Bank | nt '(2014) Assh Br Mdlecalar P&Hol8gy v. Myriad Genetics, Inc.,
569U.S. 576(2013; Mayo, 566 U.S at 66. The PTO recently issued redsgyuidelines for its patent examiners to
determine whether a patent application seeks to claim ineligible subject i8a#2019 Revised Patent Subject Matter
Eligibility Guidance 84 Fed. Reg. 50 (Jan. 7, 2019).

172 Alice, 573 U.S. at 217.
1731d. (quotingMayaq, 566 U.S. at 73).
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effectidae ef ofi mndpe E'Flani noetdh eirn vweonrtdisofn .t heeevény mede
invensiahreadwy “dhedt+tolaemti or mati on avatl abke to t|
ti me of the —ptahemtt lag pd liHeesg eaddrd endv ema tolri ng t o t he

knowl"eachgle , no valid patftent may issue to

Evena icfl ai med invention is noveéniincaRhileynair sowos
prior art reference (such as an earlier patent c
nohwvibasbhe pASEaediafbili mavlielnyt,i baan pamfebeedi fferences
bet ween the c¢claimed invention and the prior art
woul d have .beenpebsopbpubaviing tohredirnelref asrkti Itlec hno
Whedet er mbrmingsness, courts may‘cowmameuvati @alccnusicte
l ong felt but unsolved needs, [or] failure of ot

surrounding the origin of t"¥#¥Bys iubpchhwitanasness s oL
i s“exnpansi veiamgtiihy xé¢ dhmot be redWPEleadt tdainadyrow
an i nwmemti gn ¢foambiilnieasr el ement s atyioelddinmgg tonlky ow
“predictablte irsedulktes®®y to be obvious.

40Dp0ODPUa

An i nvenalibpasaiimtbe pwuwhieah athdadin snust have a speci
substantTdle wttiilliitty. requi r eemésretc odnenrainvde st hfarto np att he
| aws téxriemot e t he uRred gttéTshseomfst.i t.ut.i onal pur pose
| atwhuequi‘breessefait derived by the publi¢ from an i

|
wher éspehcei fic benefit exi ¥ Tshei nbacrurfroerntultyi laivtayi,| &
reguwinly that the cl| afsreglniifniveeanntti oann ch apvree sseomtel y ¢
t he bptulddts cnot so vague”™as to be meaningl ess.

#DUEOOUUUI wll gUbUI O1 60U
Al ongswhgthanti ve requirements r elmpassnngantyo t he i n
he

requi rreemheanttisng t o t form of the patent applica
adequately disclosesothbhaitpubhiconanoushet hebl ng

17435 U.S.C. § 102(a)(1). There are certain exceptions to this requirement when, for example, the prior art disclosure
derives from the inventor and the patent application is made within one year of the distdo&ut®2(b)(1).

175 Great Atl. & Pac. Tea Co. v. Supermarket Equip. Corp., 340 U.S. 147, 153 (G#&Bxm v. John Deere Co. of
Kan. City, 38 3Cohhres maylnot audhorigeltle &€iance(of patents whose effects are to remove
existent knowledge from the publilomain, or to restrict free access to materials already availébje .

17635 U.S.C. § 103.

ld.Patent |l aw frequently relies on the concept of a “persor
with a typical level of skillintherelevat t echnol ogy who is “presumed to be aware
particular field.SeeStandard Oil Co. v. Am. Cyanamid Co., 774 F.2d 448, 454 (Fed. Cir. 1985).

178 Graham 383 U.S. at 1718.

179KSR Intl Co. v. Telefle Inc., 550 U.S. 398,16-19 (2007).

1801d. at 416.

181 Brennerv. Manson, 383 U.S. 519, 5335 (1966);In re Fisher, 421 F.3d 1365, 1371 (Fed. Cir. 2005).

182 stiftung v. Renishaw PLC, 945 F.2d 1173, 1180 (Fed. Cir. 1991) (Stiegner 383 U.S. at 5289); see also
Graham 383 US. at 56.

183Brenner 383 U.S. at 53435.
1841 re Fisher 421 F.3d at 137472.
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patenegxpiSenxcti on 112 obpéguheePatkbat pPatents must
“speci ft kiantcilound e s

awritten descriptiorof theinvention and ofthe manner angrocessf making and using
it, in such full, clear, concise, and exact terms as to enalglperson skilled in the art to

..make and use the same, and shall set ftinth best modecontemplated by
theinventoror joint inventorof carrying out thenvention8®

This statutory |l anguage yields tht%Fd risasi ¢ odi scl
sati aMry dielsecr i pt i o,n trheeg usipreeciienats ah a b i yomd ehtovseey [ |

skilled in the art that the inventor had possess:s
datod t he pat & secappli canhasahe md rytt,t metges i s peneinf i cat
must contain enough i nformati dtno tma ke aarhd au spee rtsh

invention without”"®UFndcuwd |leyx p t o5 taearhti esef iyo &t theei r e men't
speci fi csatdviwat mub®wo £ssedtarbest mode f'at practic

the time of the patent application, afd discl osece
/ EUI O0w" OEDPOU

I f gr apéaEednetgtale scope past edretf i oMeadidigsyawtt hetul ar |y
point[] out and distinctly claim[] the subject r
inveh%llmnessence, whil e the spetceadhseaasdaé,n texep |l ai
cl ai ms spatdl ergetdhf ' Bdteshs a deed may describe the b
of land, the“meltaeismsandébibme dig@Raetnetn tr icglhai.ms must
suffiadefeihmil he-twhalti ds, when the clai‘nanfaren,r ead |
with reasemidinty, those skilled .i"™ the art abou

~ A ~ s . ~

/] EUI O0ws$ Oi OUEI O1 OU

O0w' OOEI UU
he hol der of a valid patent has t
e

Once granted, t

invention in t#h Umiat e%hAtnSyte aapiélseersmpt et $ 6 e ewh o
invention (i.e., makes, uses, sells, offers to s
hol der infringes the patent and is | iafbl e for mc

185 SeeKewanee Qil Co. v. Bicron Corp., 416 U.S. 470,48D(1974).
18635 .S.C. § 112(a).

187 SeeFesto Corp. v. Shoketsu Kinzokiogyo Kabushiki Co., 535 U.S. 722, 736 (200&)iad Pharns., Inc. v. Eli
Lilly & Co., 598 F3d 1336 1344 (Fed. Cir. 2010) (en banc).

188 Arjad, 598 F.3d at 1351.

189|n re Wands, 858 F.2d 731, 735 (Fed. Cir. 1988).

190E[j Lilly & Co. v. Barr Labs., Inc., 251 R3d 955 963 (Fed. Cir. 2001).
19135 U.S.C. § 12(h).

192 SeeAriad, 598 F.3d all347 (Fed. Cir2010);In re Vamco Mach. & Tool, Inc., 752 F.2d 1564, 1577 n.5 (Fed. Cir.
1985).

193 Corning Glass Works v. Sumitomo Elec. U.S.A,, Inc., 868 F.2d 1251, 1257GFeti989).
194 Nautilus, Inc. v. Biosig Instrunmés, Inc., 572 U.S. 898, 901 (2014).
19535 U.S.C. § 271(a).
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sued by t%PReatpeanttesntheaev.e t he attri butes of persona
or assign the pdtAe ptattem t &modndask eap esgossrosnans t o pr a
invention, granting them pewpmomrssitbe ioveake onyse
exchange for considerat¥on (such as monetary r o)

Patents t hegarpitgheti dteo aexcl ude another person fro
i nveBtugfanents do not grant tthe praa etnite® tameg iarfveé

I n the pharmaceuti cal context, this means that €
drug (or inventions r el a$ teddd ik oo tmanka rnkge to rt huasti ndgr u
FDA approval

With semeiernéend i s gdmer al ltyyrgr dretgedcni ng on t h
the patent issues and ending 20 years from the ¢
filr®@dhe Patent Act includes2peavimedbmsi nlyat may
accouamxcdongi ve deex aanyismta tni hoggfdotPdtel ays associ ated

obtaining mafkemi noghappfledael aldPHge FdDikd s

phar maceutt P&IIO anaryt ext end t he at edrrnu go fp rpoadtuecntt so rc |
medi cal device (or a method of wusing or manufact
for delays in obtaining regul aaroerdmetpproval , if

Patents -anfonoitngel foi rofbrtiardn gne meedti,eft He opmt ent ee
couPPtat ent |l aw is an ar ea 2%andextcheu stirvaed ifteidoemaall fjc
most patent disputasltlsolighepat et ssuwiitcs mawrhe
court acrtosys wihteh cjouurni sdi cti on oveappeéael sdef endan

199, 8§ 271, 281, 28385.
1971d. § 261.
198 jcense BLACK’sLAw DicTIONARY (10th ed. 2014); 35 U.S.C. § 271(a).

199 eatherman Tool Grw. Cooper Indus., Inc., 131%d 1011 1015 (Fed. Cir. 1997) “ heTfdderal patent laws do
not create any affirmative right to make, use, or sell anythihg .

200 seediscussionsuprai nNew and Generic Drug Approval a Bialogi¢al Product and Biosimilar Licensure'
20135 U.S.C§ 154(a).

2021d. § 154(b)(1).

203]d. § 156.

204 Seekli Lilly & Co. v. Medtronic, Inc., 498J.S. 661, 80-71(1990) Merck & Co. v. HiTech Pharmacal Co., 482
F.3d 1317, 1321 (Fed. Cir. 2007)see generalltephanie Plamondon Bakdjustments, Extensions, Disclaimers,
and Continuations: When Do Patent Term Adjustments Make Sdisesr. U. L. Rev. 445 (2013).

20535 U.S.C. § 281.
20628 U.S.C. § 1338.

2071n 2019, roughly 3,347 patent lawsuits were filed in federal district courts, as compared to 1,322 petitions for
administrative review of issued patents before the Patent Trial and Appeal(Bda). See 2019 Patent Dispute
Report: Year in RevieWNIFIED PATENTS (Jan. 1, 2020https://www.unifiedpatents.com/insights/2019/12/30/g4
2019patentdispue-report[hereinafter2019 Patent Dispute Year in RevjeWwhe third main forum for patent disputes
is the I nternational Trade Commi ssion (I TC), which has aut
i nvestigat i ons "edgobds viakate pateattard ether IP ngpeEel9 tJ.S.C. 81337. The ITC may

issue exclusion orders to stop such goods from entering the United St&bout Section 3374U.S.INT'L TRADE

CowmM., https://www.usitc.govhtellectual_propert@bout_section_337.ht(fast visited Nov. 27, 2020%ee generally
Sapna KumarThe Other Patent Agency: Ggressional Regulation of the ITE1FLA. L. Rev. 529, 53440 (2009)
(overviewing ITC procedures). In contrast to the thousands of cases heard by the PTAB and district courts, the ITC
typically initiates only several dozen section 337 investigations per§ee8ection 337 Statistics: Number of New,
Completed, and ActiMavestigations by Fiscal Yedd.S.INT'L TRADE ComM. (Oct. 15. 2020)https://www.usitc.gov/
intellectual_property337_statistics_number_newprapleted_and_active.ht(reporting 58 new complaints in fiscal

year 2019).
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e specialized court, the U. S.
I Circuit).

#1171 0U1 UwOOw" OEPOUWOI w/ EUI OUw( 61 upOl 1 O1 66U

Parties accused of patent infringement may def er
subject to a presumption of wvaliditiynv.&ilhied accuse
To prove invalidity, theéeaacgcuwuanad ciomfviinrtdgerg raws td e
PTOhonotd draavret palttdeiteause it failed to meet the r
pat en &Tthiulsi,t f.or example, the accused infringer

novelty, i's obvitoalsl,e ogu lxjl @ad tmsmaitotnera;t etnhat t he p
invention; or that t°HSepamentticéaamsuseed imdei ng
“absence "bfasleidaminhf ri?hgemeher words, even presum
valtihdkee patentee may fail to prove that the actiyv

scope of th?®Fipmaalelny, ctl mé maccused iumfernifnogecre anhd ye a
based pan etntt® melgdént abl e ossudH |lasgadbtaaxitnivig itelse p ¢
fraud onAd*the PTO.

11 O1 EPI Uwi OUw/ EUI O0w( 6i upobi i1 O1 60

I f the patentee succeeds in proving infringement
judicial relief: monet#@#Dpamdgeagiedequdt enfancti ve
compensate for?®anmne iynwprcalgleymenakest h(phébnensof ei
revehaet to the patentetfbecdpesanfab(tebeaionyfadityge
amount the patenteehwpat dehnu’dalfr g engo ipEadteindreae an

infringer hadf aietlo)t?fCotuemmbsigen cg caad @ ma‘fhps t o t hr ee
times the amoun®®®bfiousdcbr eassmeneddhd mhygeesere ed
egr egi ooufs ccualspeasi by bl b &WmibraInigeagswaudt dttorneys

20828 U.S.C. § 1295(a)(1).

20935 U.S.C. § 282(ajb).

2101d.8§282(b)2H 3); Microsoft Corp. v-96@0L1). Ltd. P’'ship, 564 U.S. ¢
211 See suprdRequirements for Obtaining a Paterit

21235 U.S.C. § 282(b)(1).

213To prove direct infringement, the plaintiff must show that each element contained in a patent claim is practiced by

thealleged infringer, either literally or by an equivalent. Wardemkinson Co. v. Hilton Davis Chem. Co., 520 U.S.

17,2930 (1997). Often, whether or not the accused infringer’
claim constructionthatis, how the words used in the patent claims are interpr&tigeneralliarkman v.

Westview Instruments, Inc., 517 U.S. 3702374 (1996) Phillips v. AWH Corp., 415 F.3d 1303, 134D (Fed. Cir.

2005) (en banc).

214 Therasense, Inc. v. Becton, Dickims& Co., 649 F.3d 1276, 1285, 1291 (Fed. Cir. 2011) (en banc).

21535U.S5.C.8828284. A judici al dec thnovntas adeclaratdry jadgneenisppraothéri e s’ r i ght s
important form of relief in patent suits that is sometimes available to patentees or accused infringers. 2&8P03;C. §
see alsaliscussiorinfra note279,

21635 U.S.C. § 284.

217 Rite-Hite Corp. v. Kelley Co., 56 F.3d 1538, 1545 (Fed. Cir. 1966)banc).
218 ucent Teck,, Inc.v. Gateway, Ing 580 F. 3d 1301, 1324 (Fed. Cir. 2009).
21935 U.S.C. § 284.

220 Halo Elecs, Inc. v. Pulse Elecs., Inc., 136 S. Ct. 1923, 1@816)
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feewxicrept i “htal‘sttcamsed[s] out from others with respc¢

of a'spaity gatoithgeposiéasanabl e enamarxe r %3 tni gvehti eech. t
A patent hol aceorurmayt oalosrodears kvar i 6#1Ad @ dhtemfet of i nj
a patent |l itigati om, ed ipmdtneamnty ah amlpdienrt t maoyd eg e € kh aa
the defendant fregmdd¢ygmminftrimgitnlge aalt?®l fwha l e t he
patent infrisugemrmetise | pavtsaint pleo méaere nma yansfeiarka la o n
or perohi biting the defendant #r om infringing the

31T 1T w/ EUI OUw3lUBDEW uERERU  x x
i ng the passsagRatodntt hTer iAdIA, antd eA pPpleCa | Boar
reasingly impor¥#¥ahe AbAuor éatregasewner al spe
administrative procedur@sntobudptohget!alndtyw grienvg epat ent
(PGRhjalhl ows p ethiatl ipcamegrast tvoal i dity based on any

patentability if the PGR petitsi drs gf@fcieleed wit hi
part es( IrRRhii,cthl ows any person other than the pate
on | imited grounds (novelty or obviousness basec

ti me after nine momtihssShanridd @);8d ngi t hdmaht pnogr am
covered busi ngsCsBMie t-llHokleGRah eethdimaist ed t o certain |
cl ai‘mMusg nessgwmewedsodasvail able on20yZ00hr obgheSept en
procedur es, |l PR is ¥y far the most widely used.

3axl UwlOi w EEOQEEUUOBU
I f a per n is the firsthathbedigray lelees i wsee faglp afrdri cti
di sease, h tmay ©oOinl ¢éhhebplemumahg the applicati

22135 U.S.C. § 285.
222 Qctane Fitness, LLC v. ICON Health & Fitness, Inc., 572 U.S. 545, 554 (2014)
22335 U.S.C. § 283.

224|n deciding whether to exercise their discretion to grant a motion for a preliminary injunction, courts weigh four

factors: (1) the likelihood that the plaintiff will succeed on the merits of the lawsuikh@her the plaintiffs likely to

suffer irrepaable harm in th absence of a preliminary injunction; (B¢ balancef equities; and (4) whether an

injunction is in the public interésSeeTitan Tire Corp. vCase New Holland, Inc., 5663 1372 1375-76 (Fed. Cir.

2009) (citingWinter v. Natwal Res. Def. Council, Inc., 558.S.7, 20(2008).

22535 U.S.C. § 283. Courts may grant permanent injunctions to remedy patent infringement as justified by traditional

equitable principles, but injunctions are not issued solely because the patent holdeissnqueihg infringement.

SeeeBay, Inc. v. MercExchange LLG47 U.S. 388, 394 (2006).

226 See generalliRochelle Cooper Dreyfus§iving the Federal Circuit a Run for Its Money: Challenging Patents in

the PTAB91NoTREDAME L. Rev. 235, 249 (2015)Richards supranotel16, at 24-28 (reviewing PTAB proceedings).

227 Prior to the AIA, the PTO administered two earlier administrative mechanisms to challenge patents. The first, inter

partes reexamination, was generally consiSeereyluss, t o be “unde
supranote226, at 235 n.2; Brian J. Love & Shawn Ambwalmiter Partes Review: An Early Look at the Numb@&ds

U. CHI. L. Rev. DIALOGUE 93, 9596 (2014). The second, ex pargexamination, which was left unchanged by the

Al A, permits the PTO to reopen patent prosecution if a “su
certain prior art cited by a third party to the PTO. 35 U.S.C. 88301

22835 U.S.C. §821-329.

229]d. 8§§311-319.

230pub. L. No. 1129, 818, 125 Stat. 284, 3280 (2011) (not codified in U.S.C.).
231See 2019 Patent Dispute Year in Reyimwpranote207, fig. 12.

Congressional Research Service 24



Drug Prices: The Role of Patents and Regulatory Exclusivities

all requirement $efwiTldp ag reanrfPtMiatinHuef tapzcattuernetr.s may f i |
pat ents on a phar made wtei ¢ ald rypaddubectapaet it bebar
pat enotfstdearr ei cul t , i fi nnveetn t1 (naproesusnidbd eev,e ltocop a compe

t hat dmofersi mpea fHewpwament actobeasmommigmpyes of

pat ent s trheel athiargnatcoe ut iaccatli vper oidnugcft‘e dhidbeenyto npdat ent s
manuf actsomer i ®ofl ognagalnogr ddkeu atbd e tooc cpuartreinntg s o me
active difgrdpkiyeente e s gbpkee®® matter

Phar maceuti cal patents may cover many different
on the activ®&Suobr gdhiye ctl saiitns,elafmong ot her things

1. formul aphamnshackeuai cal (e. g., an administrabl
combination of active and other ingredients)

2. met hods of wusing the pharmaceuti cal (e.g., a
treating a particular disease);

3.technol ogi es and nmesttheard st hues epdh atromaacdenut i ¢ al (e
or injector device);

4., technol ogies and met hods for manufacturing t
manufacturing process);

5, ot her chemicals related to the active ingred
pol ymormphmesdi amites, sa¥ts, and metabolites.

282 5ee suprdRequirements for Obtaininga Patent 35 U.(SalCl.owgi M lpatents on “any new
composition of matter?”).

233 SeeMargaret K. Kyle Competition Law, Intellectual Property, and the Pharmaceutical SeBIOANTITRUSTL.J.
1, 2 (2016) (“[A]t | east on etpatentpoe theonfolecpld iself,nsgpartewarly harad | patent
to invent around. ") .

234SeeKyle, supranote233 at 6 ( “[ T] he pr i maarelythgoaly emedssocated witha@drumo | ecul e i
Typically, the innovator (or others) files additional patent applications [that] may cover methods of manufacturing the

chemical or biological substance, purified forms, new salts or esters, new uses of thresubsta combinations, new

delivery routes, etc.").

2%geegeneraldAs s’ n for Mol ecul ar Pathology v. -94y018)ad Genetics, |
(di scussing “natural -phehoméeba® cabé¢egaot ytmalydcangand hol di ng
DNA segment s a product of nat ur RateatingProteiostAftedyaiade2d8t el i gi bl e

i I
FEpD.CR.BJ.619, 621 (2014) (analyzing “whether synthetically prc
proteins and hormones, are patentable “when the synthetic
compound”) . Bi odmbplogica orgahisms, bud arergenetieallyf modified or otherwise modified by

man into a nomaturally occurring form, are generally patefigible. SeeDiamond v. Chakrabarty, 447.8] 303
309-10 (1980) (upholding patent on genetically engineered hacte

236 Studies have found that active ingredient patents are a minority of pharmaceutical Ba@¥tsy Kapczynskiet

al., Polymorphs and Prodrugs and Salts (Oh My!): An Empirical AnalysiSetondary Pharmaceutical Patents

PLOSONE 1,46(2013 (sur veyi ng p aQrangeBookfol iewchemital entitieskard Airidiag that
secondary patents, such as formulations and methods of use, were more common than active ingredient patents); Tahir
Amin & Aaron S. Kesselhein§econdary Patentingf Branded Pharmaceuticals: A Case Study of How Patents on

Two HIV Drugs Could Be Extended for DecadsHEALTH AFFs 2286, 2289 (2012) (finding that only about 1% of

the 108 patents covering particular HIV drugs claimed the active ingredient, witid&8®Unclaiming formulations

and related chemicals, 32% claiming manufacturing processes, 15% claiming methods of treatment, and 13% claiming
other aspects).

237 SeeJoHN R. THOMAS, PHARMACEUTICAL PATENT LAW 46-64 (3d ed. 2015) (overviewing these and othézgaries
of pharmaceutical patent claims).
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To be pavbewetwwebl ef these types of inventions must
and sufficiently described in tfe patent applice
I n addition, iifmgav epreemnstanyi oV e b tr&f soan teexcahhpd leqg g iae s
more effective formulation of the d+tlgenat mew us
inventor can file for a patent on t®Tad Lenpr ov e me

pat entthaebliempr ovement mus,t tbhmaonreéws tahnadn ntohneo bpvri eoduisc t
of prior art elements acc?®Adyngetovohnhhwishiesgabdi

the i mproved f ovomnelBdt ber mhegennpbaintdeiot dmrbof htthlee

original technology and the holder of the i mproyv
i f neither pa®é¢htthesoyegieapi pattent has expirec
has not, permissionnfiememeadtmpoe vieme nit mprad eed
but as a matdary mpdr pan eing flrasve t o make and use t

ver ¢ on.

Because many different aspects ofhphadamaceuti cal
patentablef dbobZfarent patents may protect some ¢
one stud¥y dofugtshebyt ogr oss U. S. revenue found that
obtained anpaatveenrtasgeono fe g¢Ahsd iofc b heaswd,sdirugrse i

significant public policy debaveheveumbBamrch tpiamiem

and enforcameinte oif ngoedi ent “patehnpgatr gfstosme.t i mes ¢

e
r
t

"O0O0xUOUOUaw+PEI OUDPOI
As expl aian edtemnavandlyd ehra sg eterheer e x calmunsvi evret iraing.ht t o

Thus, any other person who wi shewputdtmdima&eil wuse,
need a |license (i.e., permission) frad®mnhe pater
certain cases, howevecompatl satwh ihly edblelecwd j eercat it

uwet tthet iprax smtpir dvro P*®Ceoommpud story | i censes

person to
l'y authorized by isdrmtaft ea agqav airsrurad rltya lr egn

typical

238 See suprdRequirements for Obtaining a Paterit

2935 U. S. OWNhoe§er iivents or(discovers any new and useful process, machine, manufacture, or composition
of matter,or any new and useful improvement theready obtain a patent therefor . . ." (emphasis added)

KSR I nt’ 1l Co. v. Tel74Z007gs&e alsdsuapcaotesl7&-B0andhccBmpanyBhi@téxt 4 1
(discussing the nonobviousness requirement).

241 SeeRobert Mergesintellectual Property Rights and Bargaining Breakdown: The Case of Blocking P&&nts
TENN.L.REV.75,8082 (1994) (analyzing “bl ockiproygemprapgatermtand ” si tuati on
hol der of the original patent need each other’s permission

242|d. at 91;see alsdvlark A. Lemley,The Economics of Improvement in Intellectual Property, LZ&TEX. L. REV.
989, 991, 010 (1997).

243 See Overpatented, Overpriced: How Excessive Pharmaceutical Patenting Is Extending Monopolies and Driving Up

Drug Prices I-MAK 6-8 (Aug. 2018)https://www.imak.orgivp-contentdiploads201808/1-MAK -Overpatented
OverpricedReport.pdfhereinafterOverpatented However, the number of patenper product is likely much smaller

for lessvaluable pharmaceuticalSeelisa Larrimore Ouelletteslow Many Patents Does It Take to Make a Drug?

Follow-On Pharmaceutical Patents ahthiversity Licensingl7 MicH. TELECOMM. & TECH. L. Rev. 299 314 (201Q

(finding, on average, 2.Q0rahgeBack buhseesinfrinates202300(diseussingltheu g i n F DA’
limitations on the types of patents that may be listed iOifzege Book

244 See infrd' Pharmaceutical Patenting Practice's

2451d. § 271.
246 Compulsory Licensd3LAcK’sLAwW DICTIONARY (10the d . 2 O stadujorily(creaked license that allows certain
people to pay a royalty and use an invention without the patepee mi ssi on. ") .
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payment of compensa¥Cwompulos drhy Ipiademdge ¢hodidfefrer f
|l icenses in two important respects: (1) the per s
advance permission BAndm(2hetpateompbobdéeron pai
general |l ybyl edpermathieadln of | aw, not by private con
|l icensee and the patent hol der.

Current fedesreavedapw lcomrtyailniscens®Fproexaimphe, for
under 28 U.S.C. 8§ 149%miae@ma'tpidmmavsh isdheosnt®rfiolre do aa se ne
the U. S government has auftwidrhiotug’®iTd elesneseany pat
patentee, however, has thedearightCleadsmauabdm amdé L
entire cofmprentstae i'pgcaueseenmént he Zphactoeunrttehdo uignhv,e nt i on
woul d ssaite an injunction against the ¥Inited Stat
effect, then, thhectUUnon etl4 &8 adlelsow®d | usweg ai t sel f
patented inventi opnatwigtdeoguitismibadxecihminmgge tfloe t he pa
reasonabl e ®Tohmpse ncsoampiuolns.ory | icense may extend t
subcadamtrrsac and afwi tphe rtshoen aauctthiomg zati on and conse
Gover ifEmeée . federal government relies oRf®section
particularly i®lnhhehdepbasmacent ernbeltht @ad etsext , hc
has not used its eminent ®domain authority in rec
Compul sory licensing is also available -for inver
Dol e®®Aat gener abo,l et ActBayelr mits certain governmen
patents on inventi ons ®Hoodkwaed fweidtehr afl e dgeorvaelr nfmemc

247 See generallpubhasis Sah&atent Law and RIPS Compulsory Licensing of Patents and Pharmaceutjcls.
PAT. & TRADEMARK OFF. SoC'Y 364, 36667 (2009).

248 See generallyesse S. Chuf,o What Extent Can Congress ChangeRhgent Right Without Efféag aTaking?

34 HASTINGSCONST. L.Q. 447, 46266 (2007) (reviewing examples of compulsory licensing provisions in existing law,
including 28 U.S.C. § 1498, and provisions of the Clean Air Act, Atomic Energy Act, Invention Secrecy Act, and Plant
Variety Protection Act).

249 SeeMotorola, Inc. v. United States, 729 F.2d 765, 768 (Fed. Cir. 1284kona Corp. v. United States, 599 F.2d
958, 964 (Ct. Cl. 1979)

25028 U.S.C. § 1498(a).
2s1)q,

252 Advanced Software Design Corp. v. Fed. Reserve Bank of St. L&Hd;.3d 1371, 1375 (Fed. Cir. 2009)
(“[ Section 1498] has the eff ec;Motadla 729eFBdat768m3.t he t hreat of

253 Amanda Mitchell,Tamiflu, the Takings Clause, and Compulsory Licenses: An Exploration of the Govérrament
Options for Accessing Medical Pater@ CAL. L. Rev. 535, 54342 (2007) (analogizing section 1498 to a compulsory
license).

25428 U.S.C. § 1498(a).

255Hannah Brennan et al, Prescription for Excessive Drug Pricing: Leveraging Government Patent UsesfdthH
18YALEJL. & TECH2 75, 302 (2016) (characterizing the government wus
number of examples).

256 See, e.gFastShip, LLC v. United States, 892 F.3d 1298 (Fed. Cir. 2018); Beacon Adhesives, Inc. vStindsd

134 Fed. Cl. 26 (2017); Ensigickford Aerospace & Def. Co. v. United States, 118 Fed. Cl. 363 (2014).

257 Brennan et al supranote255, at 30307 (describing various uses of section 1498 by the federal government to
purchase pharmaceuti cal drugs in the 1960s, but observing
invocation of section 1498 in the health context occurred in 2@0dn Tommy Thompson, theBecretary of HHS,

threatened to (but ultimately did not) rely on this authority to purchase generic versions of Cipro during the anthrax

scareld. at 303.

258 5eePub. L. No. 96517, § 6, 94 Stat. 3015, 3644 (1980).

25935 U.S.C§ 202(a);see generallyennifer Penman & Fran QuigleBetter Late han Never: How the U.S.
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I n some cipatuemstt arnicehst, s can affect when a manuf a
bi osimilar. For example, id an cionjrundteiaon ntgh at pgE
manufacturer frongiemferii meg idmagngbfyatamaukiti endgr i ng t hat
product to market until after m’Mangadaeéint i ex pi a ® <
di scussed b&bhawatis Aep eHaitalhi zed patent di spute pr
FDA ability to approve an AN®PPAt eervte nr ipghitosr naoy aa
aff ectonf omMalrokientd ierindtcrtgl yyeneric or biosimilar manu-
FDA aplprboevcaause of the number of existing patent
challendging them.

Government Can and Should Use B&dle Marchin Rights to Respond to the Medicines Access CHédis
WIiLLAMETTE L. Rev. 171, 17#78 (2017).

26035 U.S.C. § 203(a)(4).

2611d. § 203(a); Penman & Quiglegupranote259 at 178.

262penman & Quigleysupranote259, at 199.

263 See generallRebecca S. Eisenbei@atents and Regulatory Exclusivily THE OXFORD HANDBOOK OF THE
EcoNoMICS OF THEBIOPHARMACEUTICAL INDUSTRY 167-200 (Patricia M. Danzon &ean Nicholsoeds., 2012).

264 SeeKewanee Oil Co. v. Bicron Corp., 416 U.S. 470, 480 (197Rhé patent laws proote [the progress of the

useful arts] by offering a right of exclusion for a limited period as an incentive to inventors to risk the often enormous
costs in terms of time, research, and developrijent.

265 See suprdRegulatory Exclusivities ”

266 SeeWard, supranote19, at 1; Morgansupranote14, at 98.

267 See suprdRights of Patent Holder's

268 See infrd' The Hatchwaxman Act: Patents and Generic Drug Approval

269|f these patents are valid, such deterrence is the object of a functioninggyatent. In some cases, patents may

deter competition even if a court was likely to hold the patents invalid or not infriBgedyenerallhristopher R.

Leslie, The Anticompetitive Effects of Unenforced Invalid Pajedt$/inNN. L. Rev. 101, 11339 (200) (arguing that

even invalid patents can deter market entry of competitors based on fear of litigation and high litigation costs); Rebecca
S. Eisenberg & Daniel A. CranBatent Punting: How FDANd Antitrust Courts Undermine the Hatfiaxman Act to

Avoid Dealing with Patents21MicH. TELECOMM. & TECH. L. REV. 197, 26662 (2015) (arguing that pharmaceutical
companies may deter or delay competition through assertion
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Table 2. Summary Comparison of Patents Versus Regulatory Exclusivities

Patents Regulatory Exclusivities
Purpose Provideincentives toencouragecreation  Balance pharmaceutical innovation and gene
of new technologies competition
Specific to Nojavail able to any Yes
Pharmaceuticals? manuf actur e, or =c¢c

Relevant Agency U.S. Patent &lrademark Office (PTO)  Food & Drug Administration (FDA)

Requirements New, usefulnonobvious, and sufficiently Completion of FDA regulatory process for a
disclosed invention particular drug or biological product

Term Generally20 years from the date the Variable(six months to 12 yearspased on
relevant patent applicatiowas filed drug type, prior approvals, and other factors

Effect Third parties cannot may, use, sell, or  Third partiescannot seekpbtain,and/oruse
import the invention without the data forFDA approvalvith respect to
patented® germission particularproduct

Enforcement By the patentee, usualtiirougha patent ByFDA

infringement lawsuit

Source: CRS.

1EUPOOEOI wi OUw2x1 EPEOP&l Ew/ 1 EUOEE] UUDI
One of t het teoriatambns AdAdt wWhwotwnicotr ¢ @dénd tciest or t

patent term resulting from’'s$shentem@g®rhadbhy | i mi
premarketing requirements fX¥Therbdust stdesdatbr ab oy
new drug manufacturers: because obtaining FDA ms
requirements shortened the effective patent terr
derive profit ?%flrnom etshpeo nishevxenmthike tHag rcant ed a pat e
extension for certain inventions relating to dr
obtaining regul atry marketing approval

The other distortion concerned tdreugend of the
manufacturers. lexgpg nehal padteoaec ea patvemt i on sho
anyone?t o ubBe.pharmaceutical conteéextthgemngri bema
to enteronde tmaekaepepht sabhd regul atoPyiexkctasivi
t he Maxmhbn Act, however, some judicial deci sion
necessary to obtainuEDAngpprescty sl ons aclpadend emdd d
i nfri rKgTehmesn,t .as a practical matter, bgeegiieri ¢ manu
seeliDAg approval wuntil t R%l haep pleisaid ft f evapsa taennt s
extensi ont otfbaaded pambeintheed ef fect of the patent

270Eli Lilly & Co. v. Medtronic, Inc., 496 U5. 661, 669(1990).
2711d. at 669-70.

212|d. at 670; 35 U.S.C. § 156. The patent term extension applies, among other things, to patents that claim a drug or
medical device, a method of using a drug or medical device, or a method of manufacturing a drug or medical device.
Sedd. § 156(a), (f)(1).

213 Sears, Roebuck & Co. v. Stiffel Co., 3763J225 2 3 0 ( lherbtle pateht ‘efpivé the monopoly created by
it expires, too, ashthe right to make the article . .agses to the public” ) .

274 See, e.gRocheProds. v. Bolar Phar. Co., 733 R2d 858 863 (Fed. Cir. 1984).
215Eli Lilly, 496 U.S. at 670.
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A potential side effect of this safe heaerrbor was
to file a |l awsuit for patent isnfnrairnkgeetmenngt opfr itohre
fol-bowpr?fldfucdacti ons relating to the FDA approval
patent | itigation against eamgeANDA cfiiclrerbi misg mti | raa
mar ket afdtee rc o mg lhet iIFDA afp p¥°Banli processl ution of

di spiust essualdy bemgafrideidal , as it provides greate
name aneargenemraindfl mctparerns.ul ar, generic manufact
on patent issues before they market %48 drug and e
To facilitate early paWexmandi Aptutmade stoh atfiiolni,ng
or paperf NanAt i"Thiseil af pat e For nifrs nga&amtentt he BPCI
an analogous provision making the filing of a bi

of patent ZFrufnrcitn penmd dty.,, t hese anratbi fei ¢rhaeheba angd o
manufacturer to sue for patemnn amglaii dnaywimem,t at t
l'itigation offpatenth edrigelpied sismdlPkrgt e d

For all these-Waexamamn sa,ndb BtPIgedd tachlmzeeddpat ent di s
resolution aomxledinerctsb b hati ated pat hways for the
fol-bowproducts. This section reviews these proce
276|d.

27735 U.S.C. § 271(e)(1Merck KGaA v. Integra Liéscis. |, Ltd., 545 U.S. 193, 200 (2005) (describing this provision
as a “safe harbor”).

278Elj Lilly, 496 U.S. at 678.

219 Evenin the absence of an actual act of infringement, either party could generally file a lawsuit seeking a declaratory
judgment , a sdedlareghe ightcamciothér legabrelationsb et ween t he parties, such as
invalid ornoninf i nged. 28 U.S.C. 8§ 2201(a). For a court to have jur
controversy, between parties having adverse legal interests, of sufficient immediacy and reality to warrant the issuance

of a decl ar at tmmyne,jine.d.genentech, Iiic., 34@ d.S. 118, 127 (2007) (qudiingas Co. v.

Pac Cod & Oil Co., 312 U.S. 270, 273 (1941)p¢e alsdreva Pharm. USA, Inc. v. Novartis Pharm. Corp., 482 F.3d

1330, 133639 (Fed. Cir. 2007). In addition, both the Hattaxman Act and the BPCIA limit declaratory judgement

jurisdiction for pharmaceutical patents in some circumstances. 28 U.32018).

280 SeeNatalie M. DerzkoThe Impact of Recent Reforms of the Hat¢ixman Scheme on Orange Book Strategic
Behavior and®Pharmaceutical Innovatigrd5 IDEA INTELL. PROP. L. Rev. 165,239 (2005 “ Fr om soci ety’ s
perspective, early resolution of such patent disputes is generally considered beneficial since it helps clear the way for
generic drug entry if a patent is in fact invalid. . . . Such resolution provides an early signal to the gerpeny adm

this fact before substantial resources are expended in launching, marketing and selling its generic copy of the brand
name drug. ") .

281 See idat 23940; Laura J. Robinsonalysis of Recent Proposals to Reconfigure HatGxman11 JINTELL.
ProrL. 47, 78 (2003) (“[I1f patent issues are not resolved,] tfF
a later infringement suit with substanti al damages. ”) .

282 Lilly, 496 U.S. at 678&ee35 U.S.C. § 271(e)(2)(A).
28335 U.S.C. § 271(e)(2)(C

284Eli Lilly, 496 U.S. at 678ee generall§lizabeth Stotland Weiswasser & Scott D. DanZise HatchWaxman Act:
History, Structure, and Legacy1 ANTITRUSTL.J. 585, 595 (2003) “ T h e -WdvamiarcAct created a system that
enabled the resolutionopt ent i nfringement disputes prior to the entry
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I n particul ar, Z%#tihteh gseonneer iecx caeppptliiocnasn,t must make
for each | isted patent:

') there is no patent information | isted;
') the patent has expired,;

I'1'1l) the date the patent wil!/ expire; or

I V) the panenmnt iingrimgaldi ¢ tphre&daueneric appl i

(1) and (Il l)scebitliifiygat o cBlsfpdtolver ot ha f A
generic applicanhltl makeasr tai fpiac atgraph FDA may not
patent at i®'sue has expired.
(

A paragraph V) coMaxinBinscespkeicomal i zieggers eHat dit s p
of ttermadilng i &t reh, the generic applicant must gi
paragraph (1V) certification t'a tdheda ap dteantsdeatamt
of the factuwébrapdtlkeagal nlgeansei’dlihtey NDrA ma nipraft reinn
hol der thensuehe 4 nekays tappl i c&@rdtf ftdre NDtAewtr i n
patent hol dakey dtelcd idcheeasd Itione, t hecigeinleract iappl i el
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(
(
(
(

Paragraph

28521 U.S.C. § 355(b)(1)ee als@1 C.F.R. § 314.53(b).

286J.S.Foob & DRUG ADMIN .., APPROVEDDRUG PRODUCTS WITHTHERAPEUTICEQUIVALENCE EVALUATIONS (2020,
https://www.fda.gowhediaZ 14748ownload[hereinaftetOrange Book see alsdttps://www.accessdata.fda.gov/
scriptstderbb/index.cfm(searchabl&ersionof the OrangeBookK).

28721 U.S.C. 855(j)(2)(A)(vii). While this summary discusses the patent dispute procedures with respect to an
ANDA, NDAs that rely on reports and data to which they have no right of reference (e.g., published studies) are subject
to a parallel cdification and notification procesSee id8§ 355(b)(2}(3), (c)(3).

Wi th respect to patents that claim a method of using a dr
when the applicant is seeking approval only for a use that idaioted in a listed patent. § 355(j)(2)(A)(viii).

2891, § 355(j)(2)(A)Vii) (N=(IV).

29014, § 355(j)(5)(B)(i).

29114, § 355(j)(5)(B)(ii).

2921d. § 355(j)(5)(B)(iii); Caraco Pharm. Labs., Ltd. v. Novo Nordisk A/S, 566 U.S. 399, 407 (2012).
29321 U.S.C § 355(j)(2)(B)(i)(iv)-

29414, § 355(j)(5)(B)(ii).

2%51d. § 335(j)(5)(C)(i);see generallfCaraco Pharm 527 F.3d at 1285. In civil actions for patent certainty, federal
courts have subjeechat t er juri sdiction so | onigonas” i3ts ils. S'.cCon s8 s2t7eln(te )w

2% See21 U.S.C. § 355(j)(5)(B)(iii)Caraco Pharm.566 U.S. at 40708. Following amendments to the Hatch
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manufacturing a drulge if oich eck@enpNRA G&rhaohug edt endbti n
Book ( Becauwsrepaadmlnyt s r el ati ngeQroanag ed rBiogarkar patl e st e
litiganc¢egnenienrgi c drugs takes pl aagleotti §idattilba s
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FDA does not actively poli©eabthbe Ppdtelwitagi rftesr mat
mer eniyni s’ hi &l approach has raised concerns amon
hol ders may | i st iOrampmleda sBoodlkeoe adaesteenrt sg einne rti hce
compet3FtDiAomdoes offer an admi ni Stnreartgombopr ocedur
di sputes thel acancacgf dpat@nrdengaenfBDaonkbeil oerves t he
NDA hdHadssrf ail eequorsedbmiatmay nofddryay hamd seek
correction of Wi tpla¢ babail nIFagpombhit eeay and the
reqguirement that ANDA fil ers makQr aangcee rBdofki € at i o
generally in the interest of NDARThelrckeriss tho | i st

Waxman Act in 2003, the NDA holder may receive ongn@hth stay based on patents listed inGmange Bookwvith
respecto an ANDA.See21 U.S.C 8 355(c)(3)(C), (j)(5)(B)(iii) Colleen Kelly,The Balance Between Innovation and
Competition: The HatchVaxman Act, the 2003 Amendments, and Beygfbop & DRUGL.J. 417, 439 (2011)

(“[ The 200 3effactivelynlichite@an inn®\ator company to one-8tonth stay per ANDA " ) .

29721 U.S.C. § 355(j)(5)(B)(iii)().
2981d. § 355(j)(5)(B)(iii)(Il); 35 U.S.C. § 271(e)(4)(A). If a judgment of infringement is appealed by the ANDA filer

and reversed by the court of appeals (i.e.Fdmteral Circuit), FDA may approve the application as of the date of an
appellate decision in favor of the ANDA filer. 21 U.S.C. § 355(j)(5)(B)(Il)(aa)(AA).

2921 U.S.C. 8 355(b)(1). Addit i oartlaiin bfpatentinfigemdnticeude d pat ents m
reasonably be asserted if a person not licensed by the owner engaged in the manufae , use, old sale of th
30021 C.F.R. § 314.53(b)(1).

301 SeeApplications for FDA Approval to Market a New Drug: Patent Submission and Listing Rawgiits and

Application of 30Month Stays on Approval of Abbreviated New Drug Applications Certifying That a Patent Claiming

a Drug Is Invalid or Will Not Be Infringed8 Fed. Reg. 36,676, 36,68Rine 18, 2003codified at 21 C.F.R. pt. 314)

“[ FDpaskent | isting role remains ministerial-43@hCif.ci ti ng aai
2002)).

3025ee, e.g Eisenberg & Cranesupranote269, at 260 (arguing that “the | ack of adm

“has allowed innovators to defer competition through the listing of irrelevant pdtent.

30321 C.F.R. § 314.53(f)(1). Generally, FDA will not change the patent informatitve @range Bookunless the

NDA holder amends or corrects the information in response to a patent listing didp8it&14.53(f)(1)(i);see
generallyAshley M. Winkler et al.,Requirements, Benefits, and Possible Consequences of Listing Patents in the
FDAG Orange BookBNA PHARM. L. & INDUS. REP. 4-5 (July 3, 2018)https://www.finnegan.comfint/content
65249RequirementdBenefitsandPossibleConsequencesf-Listing-Patentsn-FDAs-OrangeBook.pdf An ANDA

filer may also make a counterclaim in patent infringement litigation to correct or delete patent information listed by the
NDA holder. 21 U.S.C8§ 355(j)(5)(C)(ii)(1).

304 SeeWinkler et al.,supranote footnote803 ~ a HaviBg a(pdtent listed in the Orange Book provides significant
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ory provision providing that the patentee
t the appP%cable patents, however.

Figure 1.Patent Dispute Procedures for Generic Drugs
The HatchWaxman Notice-andCertification Process

. Orange Book Patent(s) Certification FDA Approval
Generic
Company No patent(s) in Orange Book for
Files ANDA reference listed drug (RLD) Paragraph (1) » .
I@ Patent(s) in Orange Book for Paragraph (Il Py

RLD are expired

Unexpired patent(s) in Orange
Book for RLD: ANDA filer does not Paragraph (Ill) — @
choose to challenge patent(s)

Unexpired patent(s) in Orange Book Patent holder
for RLD: ANDA filer challenges Paragraph (IV) - » doesnotsue — @

patent(s) as invalid or not infringed within 45 days
Patent holder sues
within 45 days Court rules for
v=-» ANDA filer within — @
“30-month stay": i 30months
FDA generally cannot approve *
ANDA while patent(s) litigated
I i Court rules for
Court case still unresolved L» patent holder - .
after 30 months within 30 months
v
FDA may approve ANDA

at end of 30 months

@ FDA may approve ANDA when ready @ rDA may not approve ANDA until patent(s) expire

Source: CRS.
3T Tw! /" (Y EwW3 OlmEDETDOUDODPOEUW+DET OUUL
A di fgetreemtt di s puotee narpepsloil eust itoon dnd | igg chathmi Ipdrosd u ¢
arseubj ect tld creamgsulled@tHBAYa s demde by e | BR@I A.

HatWehx mappr.o@glil at ory approval of biosimilars un
contingent on resolution of paptéeentdispotreati anc

benefits tahe NDA holder: ) .

305 Sedd. at 4-5 (discussing thépossible consequendesf not listing or late listing, including the potential loss of the
30-month stay, butat a loss of patent rights); Brian D. Coggio & Ron Vo@an Reference Sponsor Forfeit Rigo

Sue under BPCIA2AwW360 (July 25, 2016)https://www.law360.conafticles820197 at n. 32 (“1t is worth
the Hatch Waxman Act does not heawearchaose'tdassertanyipatentslistedimse i t'’
the Orange Book, but it does not forfeit the right to | ate

306 See supraBiological Product and Biosimilar Licensure
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307Seed2 U.S.C. § 262(aBackground Information: Lists of Licensed Biological Products with Reference Product
Exclusivity and Biosimilarity or Interchangeability Evaluations (Perplook) U.S.Foob & DRUGADMIN. (Aug. 3,
2020),https://www.fda.gov/drugs/biosimilars/backgrouinformationlist-licensedbiologicatproductsreference
productexclusivity-and[hereinafterPurple Book Background Informatipn

308 purple Book: Lists of Licensed Biological Products with Reference Prodwhidivity and Biosimilarity or
Interchangeability Evaluation$oob & DRUG ADMIN. (Aug. 3, 2020)https://purplebooksearch.fda.gdkéreinafter
Purple Book Andrew Williams,The Purple Book: The FDA Anances Welcome Enhancemeif®LF GREENFIELD
LiFe Scis. IP BLog (Feb. 27, 2020Mttps://blog.wolfgreenfield.com/welfacks-life-sciencesblog/thepurplebookthe
fda-announcesvelcomeenhancementénlike theOrange BookFDA is not required by statute to publish thaple
Book SeeKurt R. KarstThe A Pur pl e B o oHDAM& BLecs(Sept®9.201MDe b u't
https:/iwww.fdalawblog.ne201409the-purplebookmakesits-debut/ Legislation introduced in the 116th Congress
would require FDA to publish theurple Bookincluding certain patent informatioSeeH.R. 1520, Purple Bdo
Transparency Act, 116th Cong. (2019); S. 659, Biologic Patent Transparency Act, 116th Cong. (2019).
309Seed2 U.S.C. § 262).

310Sandoz Inc. v. Amgen Inc., 137 S. Ct. 1664, 1670 (2017) (holding that injunctive relief to compel participation in
the patentlance is not available under federal law); Amgen Inc. v. Sandoz Inc., 877 F.3d 131530.@2§. Cir.
2017) (holding that the BPCIA preempts state law remedies for failure to commence the patent dance).
311Sandoz137 S. Ct. at 1672.

312 Id.

31342 U.S.C. § 262)(2).
314Sandoz137 S. Ct. at 167ZJ1.
3151d. at 167172.

31642 U.S.C. § 262)(3)(A).

3171d. 8§ 262()(3)B)(i)—-( i i i ). The biosi milar applicant may also choose
list of relevant patentSee id§ 262()(3)(B)(i).
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choose owhentostgr wi sh to engage in the patent dance
notto o mmetnhcee patent daotbprthesBPBEA[reference pr ¢
not the applicant, tojbdgmgnanacmmedi Abe dectl &r ¢
infrinmngemast. although the biosi miéwealapipti $ cant
manufacturing information if it chooses not to

i mmedi at e-j dlelglmemat draywsui t 3#Biropiamiehar i appli ingame:
may face complicated shet@hiemiitclod trpadte®rftf sdd mc ed.eci

Unl i ke p aitre rOtrhadrBgsatikn dHeprt-Wehx man, t he BPCI A contai ns
statutory penalty for failing toommebhhesl evant i
patent dance, the reproeincden |'paloienntt sof ponsvbi cmu st
reference product sponsor believes a cl.aim of pe
if a person not I|licenseednpyggediei metflee emali Pgodus
to sell, selolfitrhge, boro liongp ocraffU npdreord utchtte a %t ioss U ®]s.e
requirement, the patent holder may forfeit his r

31814, § 262()(3)(C).

3191d. § 262()(4)(A), (1)(6). The BPCIA provides a procedure for a simultaneous exchange of patent lists if the parties
cannot agree on the patents that should be litigated immediate§y262()(5).

32014, § 2621)(6).

32114, § 262()(8)(A).

32214, § 262()(8)(B).

323Sandoz Inc. v. Amgen Inc., 137 S. Ct. 1664, 1677 (2017).

824 SeeThomas J. SullivariThe Patent DanGeéEuR. BIoPHARM. Rev. 70-74 (July 2018) available at
https:/mww.finnegan.com/en/insights/articles/tetentdancearticle.html( “ s&cond mechanism to shorten a suit
under the BPCIA would be to collapse the two phaséditigation . . .where the biosimilar applicant provides its 180
day notice of commercial marketing contemporaneously with its notification to the reference product sponsor of its
[ biosimilar application.]”).

$25Sandoz137 S. Ct. at 1675.

3261d.; see42 U.S.C. § 262[(9)(C).

327Sandoz137 S. Ct. at 1675.

328 See generalliimin Zheng,Shall We (Patent) Danc&Xey Considerations for Biosimilar ApplicanBiosIMILAR
Dev. (Feb. 27, 2018Mttps://www.biosimilardevelopment.coduckshallwe-patentdancekey-considerationgor-
biosimilarapplicants0001

32942 U.S.C. § 262)(3)(A)().
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Fi g@dieagrams the gener al pateatpdi epabBaepcecess
summari zes the key differences between the pater
Hat-Wehx man and for biologics under the BPCI A.

Figure 2. Patent Dispute Procedures for Biosimilars
The BPCI A O0OPatent Danceo

“Phase-One” Litigation “Phase-Two" Litigation

Notice of BLA® - Notice of Commercial Marketing®
Within 20 days of filing, biosimilar applicant * Biosimilar applicant provides notice to RPS
provides notice of BLA and manufacturing no later than 180 days before the first
information to reference product sponsor (RPS) commercial marketing of biosimilar product

v v

’fl RPS Patent List® C% Suit on Phase-Two Patents
~—J| RPS provides list of patents it believes it =\ RPS may sue on patents that were included

could reasonably assert against the on the initial patent list but not selected for
biosimilar applicant phase-one litigation

v

E)(D ::{r::fg rm;gpn,Exlchangf,s h leqal ? Biosimilar applicant may choose not to
and biosimilar appllc.ant.eg angelega commence patent dance; RPS may then sue
positions on patent validity/infringement, biosimilar applicant immediately
patent licensing b
“List it or lose it": RPS/patent holder may
h 4 forfeit right to sue on patents left off this list
= Selection and Suit on Phase-One Patents ¢ Biosimilar applicant can file its notice of first
Parties negotiate which patents should be commercial marketing before obtaining FDA
litigated immediately; RPS may sue on those licensure, allowing it to effectively “collapse”
patents the two phases if it so chooses
Source: CRS.

330 SeeKrista Hessler Carver et abn Unofficial Legislative History of the Biologics Price Competition and
Innovation Act of 200%5Foob & DRuUGL.J. 671, 760 (2010) d escr i bing this provision as the
requirement)Coggio & Vogel,supranote305 (same).

33135 U.S.C. § 271(e)(6)(C). The statute is unclear as to whether the holder of a patent that was not timely listed loses

his right to sue the biosimilar applicantonyd i ng t he premarketing period (i.e., onl
of infringement), or forfeits the right to sue on that patent for-p@sketing infringement as welkeeCoggio &

Vogel,supranote305( anal yzing the potenti al ambiguity as to whether
infringement of the nonlisted patent(s) under all subsections of section 271, or just subse¢tien)27b2it)s€e) ;

Hessler Carver et akupranote3300 at 760 (describing the “list it or | ose it
“befroraf toer marketing of the biosimilar?”).
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Table 3. Summary Comparison of Hatch
Follow-on Regulatory Pathways and Patent Dispute Procedures

-Waxman and BPCIA

Hatch -Waxman and Generic Drug

Feature Approval

BPCIA and Biosimilar (or
Interchangeable) Licensure

Regulatory Statute ~ FD&C Act

Scope Addrbug s, inte

r

compounddo i nt ended

diagnosis, cure, mitigation, treatment, or

preventionofd i sease.

§321(g)(1).
Example Aspirin: GHsO4
Terminology Drug isapprovedby FDA

General Regulatory  Safe and effective
Standard

o)

al i
for

21

New Product Pathwa New drug application (NDA). 21 U.S.C.

§355(h).

Abbreviated Pathway Abbreviated new drug application

(ANDA). 21 U.S.C. § 355()).

Relationship Betweer Chemical identitthe activeingredient of

New and Follean the new drug

is

ot

Product listed drug (if only one ingredient).

21U.S.C. § 355())(2)(A)(ii).

General Exclusivity ~ 5-year new chemical entity exclusivity (

Term for New Produc years for other new products)

FollowDn Exclusivity 180-day patent challenge exclusivity or
180-day competitive generic exclusivity

Patent Listing Required to list ilNDA any patent that

Requirements 0 laims the drugr a method of using the
drug. 6 21 C. FUB.C.8A
355(b)(1).

Patent Listing ANDA filer need not certify; NDA loses

Consequences opportunity for 30-month stay

FDA List of Approved The Orange Bodlncludes patents)

Products

Patent Dispute Patent Cetification/Notice. 21 U.S.C.

Procedures §355h)(2)(3), ()(3),()(2)(A)Y(B), (i)(5)

Approval Contingent Yes, e.g., via the 3@onth stay
on Patent Disputes?

PHSA

Adbi ol ogi c ¢roduct deavedme
from naturalsources (human, animal,
microorganism) and applicable to the
prevention, treatment, or curef disease.
42U.S.C. § 262(I)j1

Adalimumab (&.a Humira):
Cea2dH991N 16040 198516

Biological product isicensetty FDA

Safe, pure, and potent

Biologics licensapplication (BLA). 42 U.S.C
§ 262(a).

Biosimilar (or interchangeabl®LA
42U.S.C. § 262(K).

Bbsimilarity 0 h i ¢ahtd tiye rederemce
productt wi t hout ongfuli ni
di f ference 262Q(2)4ealsl.
42 U.S.C. 862(K)(4)(interchangeability).

12-year new biologic exclusivity

12- to 42-month exclusivity for first
interchangeable product

Not required to list patents in BLA.

If patent dance is initiated, BLA holder mus
listalpat ent s o f[BLA holdédr]i ¢
believes a claim of patent infringement cou
reeasmably be asserted
§262()(3)(A)().

oLi st it or |l ose it

The Purple Bodkloes not include patenjs

The oOPatén#42DdngecC.

No

Source: CRS.

OUPUUUUUwW+EP

Howome drug and biologic
trust

i sswedcer feder al ant
antitrusttbawsotect

manufactumaysr hasge
| aw®.r i Ttaeg yS pprmrg@mne eC ood
a rffdr g@om owdnodtrehpaldoopeest ictainod at er
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agreements and practices are invalid per se, whi
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virave held to*irexampl ese oif|l pegalseadrd emadt g efsd I .
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generally analofizeadsomd®fpphteaaetheal Bupreme Court ha
devel oped a canonical Dbt deeiewou ks & s @eia lleenéd s t ¢
inguiry, most courtsotakpmpiae a$ enfi“iUmnadseap prhoach i n
burdé&mn fatpipm g Seccht,i oan 1 pl aintiff has the initial b

2. eegin Creative Leather Prods. teantP®HKadsareldesgned 551 U. S. 87

primarily to protect interbrand competition, from which lower prices can later fequlf. St at ehanP522U.o0. v. K
3, 15 (1997) (“OQOur analysis is also guided by our gener al
protect interbrand competition."”).

333CRS In Focus IF1123Antitrust Law: A Introduction by Jay B. Sykes

334|d_

33515 U.S.C. 881-2; see infra‘Pharmaceutical Patenting Practice's

33615 U.S.C. 8.

337 See, e.g NCAA v. Bd. of Regents of Univ. of Okla., 468 U.S. 85, 98 (1984).

338 United States v. E.I. du Pont de Nemours & Co., 351 U.S. 377, 387 (1956).

339 United States vTopcoAssocs, Inc., 405 U.S596,607(1972)

340NCAA 468 U.S. at 99, 1634.

341 eegin Creative Leather Prods. v. PSKS, Inc., 551 U.S. 877, 886 (2007) (internal citations omitted).

342 See, e.g.United States v. Socofacuum Oil Co., 310 U.S. 150, 218 (194B)CAA 468 U.S. at 99, 1684, Stop
& Shop Supermarket Co. v. Blue Cross & Blue Shield of R.I., 373 F.3d 57, 61 (1st Cir. 2004).

343 Stop & Shop Supermarket C873 F.3d at 61see alsd_eegn Creative LeatherProds. 551 U. S. at
Soc’'y of Prof | Eng’'rs wvO93(19M).ted States, 435 U.S.

344 SeeDANIEL CRANE, ANTITRUST 53-6 (2014);see alsoHerbert HovenkampThe Rule of Reaspi@OFLA. L. Rev. 81,
103 (2018) (collectingases).

o >
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While there is nNguuokRveamaaWdoykacsepeed,Il courts o
endornsoeddi fai e-s h bfatpbed gauh c Kc A g%8lknder t hi s approach
Secothi 1 plaintiff can estialtblviighi ktlehhayt tao chhaarl M ecnhognesc
the restrdimherisntileededbeeetf ore prestmpti vely an
defendant can rebut til @ upioctselmp etialsen dlya Iplrersged i
pracmagyenot be expected to have adverse conseque
mar ket i”mrquvehsyt itchrl, i kred o/t it ®me hiasv e beneflidi al effe
the defendant fajlsheéopl&if eHo viseuvceprr,e eiafissotnhse def en
such an explanation, the plaiekpfiwmpeapgt addness
confidently concl ude, without adducing evidence,
consuhoeprrso v i‘sduifnfgi ci ent evidence to show that ant.i

345 SeeCRANE, supranote344, at 534; HERBERTHOVENKAMP, FEDERAL ANTITRUST PoLICY: THE LAW OF COMPETITION

AND ITSPRrRACTICE 103 (5th ed2015).The Suprene Court has explained that a properly defimagtket includes the

product at issue and its substitutdssh at i s, ot her products thatrelavare “r easonably
product.SeeBrown Shoe Co. v. United States, 370 U.S. 224, 3962) Stated differentlywhether two products

compete in the same market depeodthe extent to whiclan increase in the price of one prodaca given

geographic regiomould cause consumers to purchészotheproduct insteadHovENKAMP, supra at111-17.

346 SeeCRANE, supranote344, at 54; Hovenkampsupranote345, at 103.
347 SeeCRANE, supranote344, at 54; Hovenkampsupranote345, at 104.

“8Cal . Dent al Ass’' n v. FTC, 526 U.S. 756, 770 (1999) .
3491d. at 780 (internal quotation marks and citation omitted).
3%01d. at 770.

351SeeN.C. St. Bd. Dental Exs. v. FTC, 717 F.3d 359, 374, 374 n.11 (4th Cir. 2013); N. Tex. Specialty Physicians v.
FTC, 528 F.3d 346, 361 (5th Cir. 2008); Polygram Holding, Inc. v. FTC, 416 F.3d 29, 35 (D.C. Cir. 2005).

352 pglygram Holding 416 F.3d at 3536.
353|d. at 36 (internal quotation marks and citation omitted).
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Feder al antitrust | aws are pri neanrfiolryc eemmefnotr caecdt itot
broughuU. Bgpthé mensAmntfi tJrusg(tie)Rif wir € ie@amantbracught

by the Federal Tradd(a®smmitssibamu(@hTC)by a privat
attorney general oI bepatSécoiibar profvatlee p@TEyAct
FTC authoriftiyntai combtabhiddosmefr acdompewhi ch incl ude
of the SHer man Act

FTC enf dryqpdmedtlrys with a confidential *®Anvestigat
company may resolve the investigationoby enterir
address the potenti a&%Ilfy tame i fecBoOmpesatndyt alsae mprtact i c e

3%41d. (internal quotation marks and citation omitted).
355 Id.

3%615 U.S.C. 8.

%’Verizon Commc’ns I nc. v. L a5#0 WDS. 398,409 200d)f Curtis V. Trinko,
3%8|d. (quoting United Sties v. Grinnell Corp., 384 U.S. 563, 574 (1966)).

3%9 Schneiderman v. Actavis PL.@87 F.3d 638, 651 (2d Cir. 2015).

3601d. at 652.

361 Antitrust Enforcement and the ConsumerS.DEP T oF JUSTICE, https://www.justice.gov/atr/file/800691/download
(last visited Dec. 7, 2020The EnforcersU.S.Feb. TRADE CoMM’ N, https://www.ftc.gov/tipsadvice/competition
guidance/guidantitrustiaws/enforcerglast visited Dec. 7, 2020) [hereinaffEne Enforcers

36215 U.S.C. 85;FTC v. Cement Inst333 U.S. 683, 690 (1948) (holding that the FTC mansue violations of the
Sherman Act as unfair methods of competitidfl)C v. Motion Picture AdverServ. Co, 344 U.S. 392, 394 (1953)
(“The “Unfair methods of c o ®p)eftthe fFTG) Act, are natleanfndd toahose thato nd e mn e d
were illegal at common | aw or that were condemned by the S

363 The Enforcerssupranote361

3641d. ( If the FTC believes that a personammpany has violated the law or that a proposed merger may violate the
law, the agency may attempt to obtain voluntary compliance by entering into a consent order with the company. A
company that signs a consent order need not admit that it violatizahvihzut it must agree to stop the disputed
practices outlined in an accompanying complaint or take certain steps to resolve the anticompetitive aspects of its
proposed mergeér.) .
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Evergreening, alasypeééaiiogpmpche manengeamepmrtacti ce by
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pat e rftdaobzleen,s of dcafpfreorteenstipripgaltema ¢ & ut Theea | a vperroadguec t

number of patentenpesadedtbhmahswasdelifcted in 1
On average, there ampdaz ma prattducaden@i smge f or eac

3651d. ( If a consent agreement cannot be reached, the FTC may issue aistagtiviea complaint and/or seek
injunctive relief in the federal courts) .

3661d. ( The FTCs administrative complaints initiate a formal proceeding that is much like a federal court trial but
before an administrative law judge: evidence is submitestimony is heard, and witnesses are examined and cross
examined. ) .

®¥7d.(“1'f a law violation is found, a cease and desist order
judge may be appealed to the Commission. Final decisions isguikd Commission may be appealed to a U.S. Court
of Appeals and, wultimately, to the U.S. Supreme Court."”).

368 peter Thomas Luceliding Behind Borders in a Borderless World: Extraterritoriality Doctrine and the Inadequacy

of U.S. Software Patent Protect®im a Networked Econom$0TuL. J. TECH. & INTELL. PrROP. 259, 280 n.118 (2007)

(“I'f the patent is |l egitimate, the patent hol det would be
ofthel aw. ") .

369 GlaxoSmithKline,GSK PublicPolicy Positions: Evergreeninglay 2019 https://www.gsk.conmedia?949/
evergreeningpolicy.pdf[hereinaftertGlaxoSmithKline Positiogs ( “ GSK rej ects the accusation tt
patents are not justified withjpatent law. Patents for improvements to existing products, in the field of pharmaceutical

and other technologies, are only available if they meet the requirements of patentability (i.e. that they are new, useful

and involve an inventive step) as assessedlt r ai ned patent examiners.”).

370 See, e.gMichael A. Carrier & Carl J. Minniti Il1Biologics: The New Antitrust Frontie2018U. ILL. L. REv. 1, 3

(2018).

371 Eisenbergsupranote 15, at 354see alsdMarrs,supranote35, at 83-89; Furrow, supranote35, at 276.
372 See suprd Types of Pharmacewtl Patents ”

373C. Scott Hemphill & Bhavel . Sampat,When Do Generics Challenge Drug Pateits. EMPIRICAL L. STup. 613,
619-20 (2011).
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Amgesn bi ol ogi ¢ Enrbhreeulma tuosj eddc atnat htArdegadtst h a 6

|l everaged its patent and |l ifecycle management st
| owerrdcbi osi mil ar "W%rsions of Enbrel

#1 EEOI

Becausfei lleaad epatent s adt eq ctilaédm iavisepd cntgsy eadfi ent |,
patents are ‘semehpamediCcaltlied of evergreening mai
obt aseCcDoDpdeanrtys on i mprovements or ampciobdluaty aspe
manufacturers effectively extend patlenntdoprnogt escot i
according to these critics, seconchrgmpetrécts ur

or biosimilat heesplgt i ndyrogngni 8hieésg.ntenre vi ew of everg
crimocegmaenry, of these secondary pfAWheinites are of q
secormpchdreynt s tend to be ndambereegsedcomessf iFreguehal
coveagy phar macagcgti vaft megreadmEsneiaen darawmddpat ent s

8741d. Other commentators have found a similar average, e.gOuellette supranote243 at 314(finding, on
average, 2.97 pat en@rangelBookt ed per drug in FDA’s

375See Overpatented, supmate243, at 6-8.

3781d. at 7.
377|d_

378 STAFF OFH. COMM. ON OVERSIGHT & REFORM, DRUG PRICING INVESTIGATION: CELGENE AND BRISTOLMYERS
SqQuiBB—REVLIMID 20 (Sept. 30, 2020https://oversight.house.gmitestlemocrats.oversight.house.dgides/Celgene
%20BM%20Staft620Repod200930-2020. pdf

379 StaFF OFH. CoMM. ON OVERSIGHT & REFORM, DRUG PRICING INVESTIGATION: AMGEN—ENBREL AND SENSIPAR 25
(Sept. 30, 2020https://oversight.house.gmitesiemocrats.oversight.house.gov/
files/Amgen%20Staff%20Report%201620.pdf

380 See suprdTypes of Pharmacewetl Patents ”

381 See, e.g.Marrs,supranote35, at 83-86; Feldman & rondorf,supranote7, at 555 ( “Phar maceuti cal (
behavior [such as evergreening] that extends the period in which the company can hold off competition runs contrary to

the mtent bargain [leading topssestosociey i n t he form of hi dgMaeYourprugiPdces . ” ) ; Robi
Be Evergreen5J.L.& Bi0sc1.590,590(2 018) (cri ticizing drug companies for “rec
[medicines] to stifle competitia).

3823ee, e.g.Aaron S. KesselheinThink Globally, Prescribe Locally: How Rational Pharmaceutical Policy in the U.S.

Can Improve Global Access to Essential MediciBdAm. J.L.& MED. 125, 136 (2008 “ Loose i nterpretation
patent laws has permitt@étent evergreening, where overly broad or otherwise inappropriate patents have been

granted on peripheral aspects of pharmaceutical products” ) ;  E supranotb Erayy354 (noting that although

‘i nnovating firms havedsaugtepdédnis gestedgblysehe PTO, " *“]
actually winning these infringementclaims.. has been considerably worse”).

383C. Scott Hemphill & Bhavel. SampatEvergreening, Patent Challenges, and Effective Market Life in
Pharmaceuticals 21 J.HEALTH Econ. 327(2012)(finding secondary patents relating to ancillary aspects of a drug are
morefrequentlychallenged by generics).
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strong primary patent beeageeeminlud ramitywimrdedrioaygener
or decline enttrhye whers pfeccdae b fwithelceadi mg bot h pat
Bl oomberg nLaw 17 t he c eWMatx nmafn Iliatwisqudatti nvgp sa $Ha t8c mi
i nvolving over®gadmment At onsi haves&uggested that
compoundeear ewhaerne tshatvei ab upsaotneehitasc e patents are

compar ab P4 hwasraikteircs of e v erhger eceorsitnsg oafr giunev atl hi adta t i
compar at ipwmdleyntwe sk r enlg tphW®mpudcdtiet bormanidn t he mar ket

| gt hen its effect®ve period of exclusivity.
Defenders contend that there is nothing inherent
meet the same requirements for patentability anc

as any o¥Thheors ep arteegnuti.r e ment somarobhvseaosndariyapabaes
pri mary omentoetrhterorpr odallcrtaady i aviea B ®dht hespobl ea.
the "desender® haant édrred v aolnu g adfenda fiomwlricoewnpar abl e t
mi ght exceed, t hH&0Onef e acarpypusagrpyo rpatnegntt.hi s vi ew
Evista (r &lwasitrdaii thieg!l | y studied as a "pajitenti al tr
199F/ DA approved the dfr ugs tf oA tt rhteh gt .etvieme ,i otnh eor e \

years |l estiaont Eal spatent ¥ Wwhitdhle Wwaanfdi ced ! idn nbd &
new use (i.e., for prevention of osteoporosi s)

incenti hasewenxli dted to Réabhecthlasairyve ot memntngi n he
mar ket t he®Tnheus fuesdedeev esr grifeeesnpionngd t h“anhehentéym i s

pej otladdawese iithaaewpetesesshen that plaremaceuti cal
e X pil ighte pat &t system.

Defenders also argue that +dlee eddwripiegdt pultaot irermcei v e
provides a significant incentive to address prot
t he orlglnall_urfniogamrm,l awhioonhoifs used to treat gl auc
sufficiently severe red eyé®Rehsatarpateiresn tssu bvsoeuglude

384Hemphill & Sampatsupranote373 at 621 (“These patents, though weak, neve
the patent portfolio stronger. If they overlap in duration with a strong composition of matter patent, theyarovide

additional barrier to generic entry prior to expiration of the strong patent, since the generic must defeat the weak patent

in addition to the strong one.").

385 Malathi Nayak Cost ofPatent Infringement Litigation Falling SharplBLooMBERG LAW (Aug. 11, 2017),
https://news.bloomberglaw.comisinessand practice/cosbf-patentinfringementlitigation-falling-sharply

386 SeeHemphill & Sampatsupranote373, at 621.
387]d.; 35 U.S.C. 8103.

388 GlaxoSmithKline Positionsupranote369  a Patehts for improvements to existing products, in the field of
pharmaceutical and other technologies, are only available if they meet the requirements of patentability (i.e. that they
are new, useful and involve an inventive step) as assessed by trained patent eXaminers.

389 Id.

390 Christopher M. Holman et aRatentability Standards for Follo®n Pharmaceutical Innovatig37 BIOTECH. L.
Rep. 131, 134 (2018).

391g,

392|d_

393,

3% GlaxoSmithKline Positionssupranote369 at 1 (“‘“ Evergreening’ is an inherentl.y
some to convey the false impression tiesearckbased pharmaceutical companies abuse the patent system by

obtaining patents on what are characterised as ‘minor’ i mp
competition by delaying the |l egitimate market entry of gen

395 Holman,supranote390, at 135.
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devel oped an improved formulation wi®t h significe
Defend of secondary patents contend that without
woul d have been |little incentive to perform this
i nvo¥ved.

Secondary patentasearees salr sdoe viee floeproteangd costs. A rec
found that even thoughyehrespadelhnays eirm PEOgamerE
can decr ea%g atnlpep Boemiknat erm to 15.9 years, and ¢
result in ane xef¥fius@t il 2 e’BTmgieda easf.f eex ¢ Ivieissmaliraksest
t hanlteraer s t hatatooneu g@gemnennti s necbs ddarxye dt @ orsd so U
research, devel opriféMotr,e oavnedr ,c laisn isceaclo ntdeasrtyi npga.t e n't
i mpements to primary patents, brands argue they
pat #Wthus, brands argue that when th=e primary pa
i ncludi ngmay gemteari ct he mar ket and pproidmarey the in
patent, assuming the generic can “¥kesdtgor saramudch d
patients can then decide whether the benefit cor
is worth the increasedttoespr odect tther memley i cowen
pri mar $2 patent

Defenders alosgrroetsé ontadt acti on has decreased t he
reduwtghe i mpact-f iolfeevtlehrggs’ge elnatmagro.ngCess AhAcied t he
20 lflowbo manufacturers can rely on administratiyv
was iintpndeddeoa more efficient system for chall
i ssued; and reduci ng’"ieweaerrraa nlitye d alnigat i pgesstséomntn wehoos t
owner may file a petition for | PRThegPmO®inhgeni ne
decides whether to hiftirave ewevisewnof i ahedpat et
must prove that theppatentantspdad viacdhveare bryedunipree me

t han t-ahredocnlveiancii hgnce standard used wH%n chall en
The statute r eéesqufiirneasl tdheacti stihoen PoTeO i ssued not mor
deci si ome tre*fiThkest. medi an cost for | itigating an ||
396|d'
30714,
3% Hemphill & Sampatsupranote383 “ Nomi nal patent term” is “the time bet we:e

the |l ast expiring patent.”
399 Michiko Morris, supranote 5, at 26768.

400 GlaxoSmithKline Positionsupranote369, at 2 ( “Patents cannot give exclusive r
known or obvious. Therefore, patents for modifications of existing ptoduc s ometi mes referred to as

patents’, are necessarily narrower in scope than what has
Old.(“1't follows that, following expiry of an earlier patent
fromsellingproducts e f i ned in that earlier patent and which are not ¢
I0,(“1't is the medical community and paying authorities tha
patented] product is worth paying."”).

403H.R.REP. N0.112-98, at 3940 (2011).

40435 U.S.C. 811. A similar proceedind?GR, allows for challenges in the initial nine months after the patent issues.
Id. §8§321-329.

4051¢|. § 314(a).

406 (. § 316(e).

’Mi crosoft Corp. v. i4i Ltd. P’ship, 564 U.S. 91, 95 (2011
40835 U.S.C. 816(e)(11).
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409 Stephen Yeldermar®rior Art in Inter Partes Reviewl04lowa L. Rev. 2705, 2706 (2019).
41035 U.S.C. 8103.

UKSR I nt’l Co. v. Teleflex Inc., 550 U.S. 398, 416 (2007).

4121d. at 417-22.
4131d. at 417.
4414

41535 U.S.C. 81 0 1Whperer invents or discovers any new and useful process, machine, manufacture, or composition
of matter, or any new and useful improvement thereof, may obaaent therefor, subject to the conditions and
requirements of thistittt. ( emphasi s added) ) .

416 Sun Pharm. Indus., Ltd. v. Eli Lilly & Co., 611 F.3d 1381, 1388 (Fed. Cir. 2010).
417 |d

418 Id
419 Id
420 Id

421 See, e.g.Gilead Sci., Inc. v. Natco Pharma Ltd., 753 F.3d 1208, 1210 (Fed. Cir. 2014); STC.UNM v. Intel Corp.,
754 F.3d 940, 942 (Fed. CR014).
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#1 1 DPOPUDOO

Critics of curr einmpgrpahcari maecse thtaiveea lo bpseetrevretd t hat p
be used in conjunct porno dwictti**hBorpppdiancgt.i beppheyg calt
process abyamwthj cas t he bp andereudgs aorne aenxepdilgdienngt, us e
domi manket position to switch doctors, phar maci s
same (or si miilexmdindr.ongltoetnhtebr bwaoaredds ,fhabthceeosm a

one pr odudéRT hteo nenw tvleers.i on of the product may be
release form or new decaslage t{@d am)c,e amodi hhhefeom t ¢
admi nomstfeatg. , moving from capsules to tablets,
change (e. g., movi n@Tthe & wditfcthetentt heen aaretwi ovrae rs)i .
accompanied by a marketing campaignnour @i scount s
and patients to switch to the new version; i N sc
di scorf®i nued.

Product hopping tendsharod tswhetraen,g hef btrvwao df o rermo:v
ooigpmaduct fr om “sohfet ndawhkeectd,, tehred ba and | eaves t he
on t he*®mhe keAlrotoof Laboratories v. “TpervoaviPdeasr mac e
onexampl e of a hard switsclhc.halhlgets das & tisn waluwe dl rA
usedatochoé est er oAmmdt tt rdlgll g gdedigd alsanvgetrre,d t he

switched it from a capsule to a tablet, stopped
from phar maci es, ‘@rbcs drhaartkehde maap b mb@h cals ug dat a

generics developed equivalents for tdrsgefor mul e
strength, stopped selling the original tablets,
“obsof%t e.

422 This termwas coinedy Professor Herbert Hovenkamp in the early 208@gAlan Devlin, Exclusionary
Strategies in the HateWaxman Contex2007MicH. ST. L. Rev. 631, 658 (2007) (citinlERBERTHOVENKAMP ET AL.,
IP AND ANTITRUST: AN ANALYSIS OF ANTITRUST PRINCIPLESAPPLIED TOINTELLECTUAL PROPERTYLAW § 12.5(2002).

423 See generallfFeldman &Frondorf,supranote?, at 52730; Carrier &Shadaven, supranote35, at171-73; Tobin
Klusty, A. Legal Text for the Phar maceut i0,daAM. MEmAsgNJIEJHICP r act i ce of
760, 760 (2015).

424 SeeSteve D. Shadowen et ahnticompetitive Product Changes in the Pharmaceutical InduéfrfiRUTGeRsL.J. 1,

25 (2009) (categorizing pharmaceutical reformulations); Feldm&no&dorf,supranote?, at 529-32 (reviewing

examples of product hopping); CarrierShadowensupranote35, at172 (same).

425 Shadowen edl., supranote424, at3 ( “1n addition to physically altering the
(1) switch promotional efforts from the original product to the reformulated produdtit{(@juce the redesigned

product before generic entry; or (8ithdraw the originalprad c t f r o m tabcerdReldntak &-tondobrf) ;

supranote?, at527-29.

426 Carrier & Shadowensupranote35, at192.
427432 F.Supp 2d 408 (D. Del. 2006).
4281d. at 415.

429d. at 415-17. As explained in more detailfra, making these types of changes may render any current generic
version of a banded drug no longer therapeutically equivalent to the branded version, thus generally preventing a
pharmacist from substituting the generic version for the branded veSsennfranotes441-446and accompanying
text.

430 Apbott Labs.432 F. Supp. 2d at 4457 A Delaware district court determined these allegations sudfieientto
support an antitrust claind. at 419-33.
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A soft switch @&Hhrgieddymaor RbTrhrédecde d VA st @LiCs produ
Namenda | R-ddiRl)y dr utgvicdcesi gnedi ‘¥hos ¢&heea tp aAtl erhtes neel
I R neared expiration and generics prepatgd to er
versiendofigt hNamenda XR (XR), and allegedly atte
switch fr&®ml It RoughXRhe generic versions would h:¢
di ffenkoxiersg i(10 mg in IR and 28 mg in XR) meant
substitutable f&4dntihe anéw, XRophodRctand®®XR were
e Act avi s“sglelnd g esdulbss teaftnd m qad € ysmanr k

During that ti me,

promoting XR to doctors, c4dAegaviessal patbsehtdsXR
di scount , making it much | ess expensive than IR,
have to pay higher €Wheaymeat appoheXRof haswi Rch v
convert 30% of I R users to XR, Actavis allegedly
woul d discontinue IR and attempting®to stop Medi
#1 EEUCI

Critics of produacnt ahnotpipcionmgp edteirtiidvee iptr aacst i ce t hat
generic and bdrosalmialb @& ng otme @maniti nntaanitn mar ket posi
(andemiighes) without subst®dmtipalr th erdfairt,s cfron i ca
by istht i ng product demand from the previous produc
form of the dirsesvihpatsb & etrisimnont he geferic can ente

431787 F.3d 638 (2d Cir. 2015). Since this case, Actavis has changed its name to Allergan. Andréwt®esy,
Moves to Adopt NeWAllergand Corporate NamgR&D, May 20, 2016https://www.rdmag.comiews201605/
actavismovesadoptnew-allergancorporatename

432 Schneiderman787 F.3d at 642.
433 Id.

4341d. at 647.
435d. at 648.

436|d. (footnote omitted).
437 1d.

8. The district court determined that Actavis’s conduct was
ordering Actavis to make IR available on the same terms and conditions as loefair662. The Second Circuit

affirmed the district court’s determination and the prelim
only thehard switch that crossed the line into illegal behavidrat 654. The court reasoned that as laadpoth IR

and XR were on the market with generic drugs orhtirézon, doctors and patierteuld evaluate whether the benefits

of switching to oncelaily XR outweighed the increased costs as compared to the generic forndaRe55.

439 See, e.g.Carier & Shadowensupranote35, atl 6 8 hg cbritern witliproduct hopping]s that some of these
switches can significantly decrease consumer welfarpairing competition from generic drugs to an extent that
greatlyexceé s any gai ns fhraoded protduet.) ;i ndpursa vi eRdeducAHgpingPAntitrigst

Liability and aPer Se Rulg35CARDOZOARTS& ENT.L.J. 745, 77 3 (oPpboduthopgingt®he use
circumvent the entry of generic competitors is a gross violation of [antitrust law] and encourages brand name

manufacturers to thinly disguise their products as innovative while maintaining patent monoppliesod uct s . " ) ;

Jessie Chag, An Antitrust Analysis of Product Hopping in the Pharmaceutical Indu$08CoLum. L. Rev. 1471,

1472 (2008) (“[P]J]roduct hopping amounts to |ittle more tha
phar maceuti cal i ndustursyt’'rsatree ggelnaetrd rcy csoynspteed m td modh . f'r) .

440v/ikram lyengar,Should Pharmaceutical Product Hopping Be Subject to Antitrust ScPudmj. PaT. &

TRADEMARK OFF. SoC'Y 663, 6697 0 ( 2 0 thésbyand(firmlwithdraws its existing product from pharmacy shelves

and cowinces doctors to wiét prescriptions for its neproduct, the market for the generic collapsés) ; Shadowen et
al.,supranote424,at7-18 (descri bing how the regulatory and economic c
prevents generics from effectively competing on price following a product reformulation).
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Al5Gtates have enacted drug prodect ceoaeaksemeiron (LC
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bject to generic aompeaebl appnardimanhg!l gyo8@&ubd t
their genemThavemampfettiieorisrand sacceeds in con
escribe the old product, DPS | aws would all ow
sttGad.en these edomemdearhttadial dour damal , avfofud dt i vel y
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441 Carrier& Shadowensupranote35, at175. Questions havmeen raiseds to whetheDPS laws are still important,
considering the increased power of drugng and pharmacy benefit manag8ese, e.g.Joanna ShepherBgeterring
Innovation:New York v. Actavisand the Duty to Subsidize Competifidviarket Entry 17 MINN. J.OFL., ScI. & TECH.
663, 68892 (2016) (arguing pharmacy benefit managers and insuaeesadopted methods for providing patients
with lessexpensive alternatives to branded pharmaceuticals).

442 Carrier & Shadowensupranote35, at175.
443 |d.

444 Id

4451d. at 176.
446|d_

447 Shepherdsupranote441, at 668;seealso Tyler J. Klein, Antitrust Enforcement Against Pharmaceutical Product

Hopping: Protecting Consumers or Reaching Too FaxPSt. LouisU. J.HEALTH L. & PoL’y 213 (2016).

448 Shepherdsupranote441, at 668.

449|d_

4%0|d,at6686 9 (further noting that “eighty percent of marketed b
development costs).

4511d. at 670.

452See idat 676-71.
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4531d. at 694.

454 See, e.g Erika LietzanA Solution in Search of a Problem at the Biologics Fron2€18U. ILL. L. REV. ONLINE
19, 27 (2018).

455 |d

4%61d. ( “ [er@fic companies choose to relyautomatic substitution but could in fact market their produdts) .

471d. ( “ [tierjal payers and physicians will select the genericdigseration product if the innovative secend
generation product is not meanindgjubetter " ) .

458 See, e.gSchneidermav. Actavis PLGC 787 F.3d 638 (2d Cir. 2015).

%Id.at 6A5 BNng @s'Defendants sought to persuade patients and their doctors to switch from Namenda IR to
Namenda XR while both were on the market (the soft switch) and with generic IR drugs on the, lpatiznts and
doctors could evaluate the products and their generics on the merits in furtherance of competitive dbjectives.

460 Id.

461d, ( Defendantshard switch crosses the line from persuasion to coercion and is anticomgeiitive.
462See idat 658.
463 Id.

4641d. at 662.
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Critics havemaangmadeuhatal Mm@t fead¢ ttooh éperkoetdesovte | o
their products. This term is used imcoteselx sl ight]
bw high number of patents.asHKitrusatt,i oau lgtait pirtgi cthhi c |
parhaese overlapping patent “potgdntsi @aln marufpaotdwr e
negotiate |licenses with eoaoldugxat ¢t mawrkert iwn t diroc
i nfri"fPBgangnt thickets, in this sense, raise conc
technol ogy becaupsatewhiiermuli tnicpleiacsietsy tofansacti on
coordinati‘“®secbhanttrennimayt be used in a different
i ncumbent 'smapuiRaci crelkeadmuenimads spianegt mat $ ng t o a sing
product wo ft rht itinmcgd anfme teint or s f r opore nttoe rmarkge tihe tnoa

costl kyand®idis s®.t his second usage that is usual
pat‘emi Ekreaoatsecting phar maceuti cal product s.
#1 EEOI

Comment ators have obsservdéddpihemect ydgbeg®®*mubdupt e
For exampl bas been estimated that a single smart
250, 000*°mpwerenttise i ndividual technologies in the
pateoFsexampl e, Bl uetcomntthr i d.ud i iomsorof drmatres t han
hol damd, more than 800 patent hol ders contributed
stora@d®nddarkee. pharmaceuticals, the patents o pr
smart phtoynmisrcaatlr leyy | | owned, bgndhehgamar ené¢ x & mp S
of patent thiclnat t({iplbh=a vpeaoatweeerisina pyghiircdh pat ent [
producCommentators contend thademadalolty tbhtkets
t he same maa kpgtoegpmivieta asew phhammalc dyt iac &li ngl e dr
manuf adturer

e
rrtg

465 Stu Woolman et alEvidence of Patent Thickets in Complex Biopharmaceutical Technql6§i#SEA: INTELL.
ProP L. Rev. 1, 2 (2013); @rl ShapiroNavigating the Patent Thicket: Cross Licenses, Patent Pools, and Standard
Sdting, 1 INNOVATION PoL’Y & Econ. 119, 119(2001).

466 SeeGavin D. GeorgeWhat Is Hiding in the BushegBayds Effect on Holdout Behavior in Patent Thicket 3
MicH. TELECOMM. & TECH. L. Rev. 557, 55860 (2007) (summarizing the economic literatusele gnerallyShapiro,
suprafootnote465 Michael A. Heller & Rebecca Eisenbefgan Patents Deter Innovation? The Anticommons in
Biomedical Researcl280Sci. 698, 698 (1998).

467Koons,supranote37( usi ng “patent thicket” to refer to | arge patent
biologics manufacturersee alslA mer i ca d s,suprarmtess pe@and 4 (using term “thicket of
large patent portfolio claiming aspectfsa single drug); Feldmasupranote37( “ [ruB ¢ompanies build massive

patent walls around their products, extending the protection overand a@veri n. ” ) .
468Dan L. Burk & Mark A. LemleyPolicy Levers in Patent LavB9VA. L. Rev. 1575, 159091 (2003) (stating that a
oneto-one correspondence between patents and products “is the

469 Steve LohrAppleSamsung Patentatle Shifts to TrigIN.Y. TIMES, (July 29, 2012)https://www.nytimes.com/
201207/30technology/applsamsungrial-highlightspatentwars.html Notably, notall of the patents covering
aspects of a smartphone are owned by the same éahtity.

470 Evan EngstromSo How Many Patents Are In A Smartphgri@®&INE (Jan. 19, 201 7Mttps://www.engine.islews/
categoryso-how-manypatens-arein-asmartphone

471 Burk & Lemley,supranote468, at 159;see alsdmitry Karshtedt,;The More Things Change: Improvement
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I n the phar mgad wtnitc d hd makirelkeatttee, bisdti olgéast in par
this maegcoahicodragleeasfvedn | i vi ngi @led disc &fr mdtheri Dl
Naturally occurring source material is general/ly
the Pat®bot met hods for transforming source mater
are paYManabhephaiemgoaiasiahg | iving celdfsf drsi mgten
more opportunities for patenti-mgl ecelld@Aissreudg®. che
changes ar e i mplbe nod potge dou tinm neui ftahcetru rtihnego uptr oces st
theiomigpatent term, those changes ther be cl ai me
ef fegativeret fPFotreetiaonpl e, a company producing a &
patent the use of a different medgtlm for cell gr
Thpatent pececowvfolsi Klumhata, pharAhddsf ktaigsahli pmanuf act
bi ol bajsece,mar actenm igxammlse of the sé&&Caoanditcspe of |
contelpatentsportfolimdrkaas:ommlemaédnbdormleqntiﬁended
ti merd°0@de st udyAbfboWined ftihlastd 247 patent applicati
Humira, resultinfThe BB2simslUedrpaCenn7ssi| all eqge
i

patents rel ati ngyetaor sHubneifroar ei nbitohseé mihHraece compet it
extending nominal pat®Tnht€ pnaltlext d wirit & thg lokuyg h$ 2 0 3 ¢

million"tperclpaltlemmnge the Humira patents.

I n August 2017, just Beéhrengeosrmcbawemaﬁwﬂaapp
its Humira biosimilar in the United States, Abb)\
woul d infringe 7X,f6 0A0bsbc\h at°ha € acir egs rt hsee tltalws ui t t
years | acetf hgni209ent unpredictability of [|iti
of what would have been a |l ong and complicated |

Patents, Drug Modificéons, and the FDA1041owa L. Rev. 1129, 1158 (2019).

412Koons,supranote37( “ folBdic medicines such as Humira. are typically made in livig cells rather than

chemically manufactured. That process often involves more steps and a higher level of complexity, which opens the
door to more potential steps to patény.

43See,e.g. Ass’'n for Mol ecul ar Pat ho 5g9094(2013) Bioldgiasdchaa®e net i cs, | n
genetically modified or otherwisateredby man intoa nornaturally occurring fornare generally patergligible. See
Diamond v. Chakrabarty, 447 U.S. 303, 300 (1980) (upholding patent on genetically engineeesdsium).

474 See, e.gAmgen, Inc. v. Coherus BioScis. Inc., 931 F.3d 1154, 1156 (Fed. Cir. 2019) (describing patent on
purifying step of manufacturing a biologic).

475 SeeKoons,supranote37.

4781d. ( “ Jor@phnies can claim any changes to their drugs over the-ysays using a slightly different medium in

which to grow cells or adjusting the dosirgvarrant new legal protections that can keep generigpetitors at bay. ) .
477 Id.

“SeeAb bVie I nc. v. Boehr i ngeGV-01065¢18G-RL20181WIL 917990l at *& (Db H , No . 17
Del . Feb. 25, 2019) (summarizing allegation that AbbVie cr
biosmi | ar competition”)

479 See Overpatentedupranote243 at 7.

480|d_

481 Faijlure to Launchsupranote38, at 8.
482 |d

483 Complaint at 1AbbViev.Boehr i nger | ngel he icvDl106BMSGRL (G D&.IAUg. 2N2D17) 1 : 17
(stating that Humira “has r etsphtéents.d74iofrwhich@dbb¥ie Hadidentified 0 0 i s
as infringed?” )PatenNNewso AbbVieBacingFirsf-ltssiy nd o6 Pat ent THhIPkawet 6 An
DaiLy (Mar. 19, 2019)https://Irus.wolterskluwer.com/news/antitrdatwv-daily/abbviefacingfirst-of-its-kind-patent
thicketantitrustsuit/75518/

sued
titr
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busi"fAddVi si masatrdlyed | it pgaemaniuafieectthu of hBumi r a
bi osi“Alltahrosumgri mpdaeyent on Humira expired in 2016,
the U.S. market until ®anuary 31, 2023, at the e
The all eged patent t hbiecekne tt hsed risrtudbg mededro di fHsuend ,r a h ¢
including under Itnh eMaarcthi t2rOlOt, laawse |l fare fund fi
AbbVie alleging that its patent thicket approact
ofSections 1 and 2¥aonfd tshoeulghhenmanf Adbkehars in dan
AbbVieeddloebtost*®dhe Humi ala.judge di smi ssed the co
in June 2020,AbdlkeYViee mh as ngxplhaitt ed advantages con
practices ahdstbashkeptpntceés high for Humira,
not pr’é®Hrihkaitt matt.t er is currently on appeal befor
Sevent " Circuit

Critics have voidrug coarmi g6t toth eatmpates tsth asrignei | ar
patent e@ortheili olsi ol ogics, thereby postponing bi
mar Pdtohnson & Johnpromt,e dtosr ietxsa nipd mei,c alddoe0 pr oduct
pat #Btio.gen/ Genentech similarly protects its can
could characterf®Retasia wwasemnthet subketcd94o0f 204

i ssued patents, 4poeaaerbst pakl pngr®esmpet ngi on.

Defendepatehnt i rigsi psrea catrihgauemeanrtds hismiilsagp ptoo t

evergredemiangpatents on t hesteheprpoaduemtts |raemsr ewseer et
tencouyuragéed that each patentxhmsnpassadptbresaghat
determined to be*Fovelexampl|lmrondbbivVoes has stated

484 Andrew Dunn With Boehringer Settlement, Abb\Gempletes Humira SwegploPHARMADIVE (May 14, 2019),
https://www.biopharmadive.coméws/abbvieboehringefingelheimsettlehumirapatentbiosimilar/554729/
485 Id.

486 d. In Europe, by contrast, Humira biosimilars entered markets in October 2018, and within four months captured
15% of the European market. Ned Pagliartdiomira Biosimilars Launch in Europe, Testing Abh\BeoPHARMADIVE

(Oct. 19, 2018)https://www.biopharmadive.com/news/abbhiemirabiosimilarslauncheurope/539938Dunn,
supranote484( Mumira biosimilars captured 15% of the European market in February, the fourth month since
launching " )is. estimatedhat biosimilars could claim up to 50% of the Humira market in Europe within the first
year.ld. ( “ [io8nhilars growing to take 50% of the Humira market in Europe within a year remains a possibility.

487 Prysby,supranote483 The complaina | s 0  p stadedaer oldinss fof conspiracy and combination in restraint of
trade, monopolization, state consumer protection law violation, and unjust enrichitieBee als&Complaint,In re
Humira (Adalimumab) Antitrust Litig No. 1:19¢cv-01873, Dk. No. 1 (N.D. lll. Mar 18, 2019).

488 Prysby,supranote483.

489 n re Humira (Adalimumab) Antitrust Litig., 465 F. Supp. 3d 811, 819 (N.D. Ill. 202ppealdocketed UFCW

Local 1500 Welfare Fund v. AbbVie Inc., No.-2@02 (7th Cir. July 30, 2020).

490 Khorri Atkinson, Humira Buyers Take AbbVie Antitrust Challenge To 7th Qlirew360 (July 30, 2020),
https:/iwwlaw360.condrticles1296320

491Koons,supranote37( “ Af t er seeing [ AbbVi e’ daidsutinaconpgny présentatiop,r ot ect i ng
Ronny Gal, a research analyst for Sanford C. Bernstein & Co., said at a conference of makeimitdrbi¢generic

like drugs,inbicbgi ¢ drug parlT@mangeett mssurf al év dghatyto theiEnBadiofdiP abd op har ma
sai d, Can we do that?’ 7).

492|d_

493 See Overpatentedupranote243 at 7.
494 |d_

4%SSeesuprd Evergreening”
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“represents true innovV¥wamomanmnti ndreprhidttd dithiedn bt lod

vari ousOtphaetre netxsp.€'t[f siemmead tehit h@tunusual about the
AbbVie has sought t o"amat dritatarmpdatEmatkd éff cHiemisr a,i
advant age Jd¥fAegostdingl yawcompanies with patents
of their prwdeuaccths pdatkeedty as eprotecting significa
sort the patentprsotfacetm i s designed to

Experts note that cr éastn B g s %° Snacoioeknotgiisct sl inkues tH ugne nre

engineer a cell oluinnes tod decer etiwllogrige gmri fy th
dosages for differ“entr dimentlkasdhwamfk stgh ostehest ep s
process brings challenges that may require innoy

subj eaxttetbdfs AbPD VCEO notedpattdmet Huoni rfaol i o evol vec
di scovered and | ear n®8%T hnuesw tdheifredndd eaqsa wtp @wemit r a .
“t hi ¢ckmbhsordinary and | egi timradtee auts @t hads pdd lcfef sepraetfne
their innovations.

No stat
(includ

ute specifi claildsye rfgorrebe ndisn gp,a tsewnhts ttahn tcikvee sp
ing the nonobviousness requirement and pr
of the pri mamypateertr itchiiokest s. I n other words, t
patents is |Iimited by the rule that new patents
the patewneeri®®n phteont ber -hppe, dobvd eupaesst i
restrictions may have | ess impact on patent thic
of terminal disabaivese rpsat eAnst eeex pnaayi-thngewler domé | @b v i
patenting issues by discltaimenmeafmyyepot baorenaef t

exppBiBecause the alleged goal of evergreening is
as possible, there is Ilittle incentive to file &
a pateng ttchiakeumul ate a | arge number of patents

would be unaffected by terminal -dypeladaomekrse. Tht
patemayngotp ptrenvtecafiif ek éd weerl gyr eaesni n g .

496|d.

497 Sy MukherjeeProtect at AlCo s t s : How the Maker of the WeHghdds Bestselli
FORTUNE (July 18, 2019)https://fortune.com/longform/abbwieumiradrugcostsinnovation/

498 SeeKoons,supranote37.

499 Mukherjee supranote 499.

50014,

5013ee id.
502|d_
503Seesuprd Ever greening”

504See, e.g.Gilead Sci., Inc. v. Natco Pharma Ltd., 753 F.3d 1208, 1210 (Fed. Cir. 2014); STC.UNM v. Intel Corp.,
754 F.3d 940, 942 (Fed. Cir. 2014).
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As described above, patent |l itigation can resul:¢t
chalet @egval i diatnye ocfo'mhardamineé s and/ or t h®inr applica
proditP8ome mamedcompani es r esolswd tdasprendtmdrntgat i or
with generiswhreeaywhuée abbhameraeécompany pays the generic
sum of (mobneyher icompenhsramnifom) the gedelrnyg manuf a
mar k et?Tehnitsr ypr act i ¢regv arefe rgaeyhe fpt afysdre It d ye ment s

sett | ’eame notwss, -h A me bc amdaAwnygi d ot he r swikl It hlaeg it s pat
i nval,{ ddpetleady t he mar ket enanmdx)ofegtineeli g exmpredi.i
exclusive right ¢f®emaruket tthtees el iagytreece nmernt . t er mi
questions of patent vali®8 ity and infringement r e

Pafyedrel ay settl ements are nloe biiannmd etdont tohGelarg,dn @i
the U.S. Court of iApmpaal o Téhddrrde $Ceerdchusinmtcdh Ca set t | e
i nvoMWyehpb'sbrl amhdndteip a edsrstEd f e x 91 nXRhat case, the pl
all eged that Wykabt andr g€Eeamvea i Rhamamaceutical I ndu
an anticonripegre i ay vedpayaea meinhted an ANDA for a gene
Ef fexor XR, and Wyet h %8Aucecdo rfddiren gpadsteanttt | iirkfsr iorf g e me
directsepusr ol a Bfnf euxndrpvyeER)amudanyg caused Wyeth to
woul d | ose theggeneigat seamyfeateowehe Bf fexor XR

Accordingly, Wyeth and Teva entered into a sett]l

T the pard iteos vaagcraetee pr ke i mohaongr abl e

T Teva agtrerrtdemothe mar ket with its Effexor XR
approxi mpealdy d&dfi verndarel yagsewame nisedr s before
patents expired);

T Weth agreed not “aot markedddagegmid8tdang
day exclusivity period
T Wyeth agreed to permit Teva to sell a generic

I R, before the original pateautbonrEzfeexor e x|
g enearnidc ;

505See suprdPatent Dispute Procedures for Gen&@tags and Biosimilars ”

506 See, e.g.FTC v. Actavis, Inc., 570 U.S. 136, 4% (2013) In re Androgel Antitrust Litig., No. 1:0MD-2084
TWT, 2018 WL 28483, at *34 (N.D. Ga. June 14, 2018)

507 See, e.gActavis 570 U.S. at 154.

508 |d_

509n re Lipitor Antitrust Litig., 868 F.3d 231 (3d Cir. 2017).

5101d, at 239.

S1ild.at  20h Decéntber 10, 2002, Teva obtained ANDA ffitgr status for a generic version of Effexor XR.

Teva's ANDA included paragraph IV certifications, assertin

woul d not i nfr i ng ehos¢/patenthwere inyalal braimebfaceanleWithih thet45day period
prescribed by the HateWaxman Act, Wyeth brought suit against Teva for patent infringement in the District of New
Jersey. ) .

512|d_
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T Teva agreevyialtobi payto Wyeth on its sales of bc

Ef f &%or .

Pursuant to a consent decree, WyetlhTheendcTTva sub
did not objectNotablhy, aWyetetmeditd no.inspaeyadmoney d
Weshagreement not to markets aldBa0gute Rolf uzedi ggnepe
would cause Teva to reap increased sales during
nodi r oatyl yreeapsoi t s @etnfert heetpmairdkectagr eement enst
Teva would receive compensation in other ways.

#1 EEUCI

The FToQ hdemdse al | efgak |dadytatt | “praagyret si gni fi cant adver
on compien iviimlnati on of @ercttiitornSdhte nlfrmvindsctt n@amwddi ng
5 of the"WREB@ Awtal uating agreements for potenti al
focuses itforimidguwigly aopudgment about the compet.

[ settl.em&aed either r( Ic)haomctther moaft wrhee ccontr act s
circumstances giving rise to the inference or pr
and enhantBher$Suemerseme Cour tr ehvaesr sree cpoagynmeznetd stehtattl
can tsiommes viol at e’ ahd aourtsubdbveaws) owed antitr
challenging certain reverse paymént settlements
Defenders of sucthhearge eerme ndisg rciofditedrenlday benef i t s f
set tnitesme For exampl e, AbbVie has settled suits wi
introduce bi o®iEmielnamwhitl®@ Huputaemg” riebbbalsiees go ft o
Humirapst mEo@dnesi |l has touted usinbisetmi ement $o0b
reol ve pat®hht@ uhiccketsntends that -tbestHmenira set
because, although biosimilar market entry wil!/| k
patent dmesHuimi € d, ent reyf owiel Is esvteirlall wodc urheb seconq

coveringidétuphAh®.t he Supreme Codredrelhay setcblgemeed
may provide significant procompetitive benefits,

513See id.

5141d. Pursuant to a 2002 consentdecte t hpo&§3€s8ed the right to weigh in on anc
settlements. 1d.

5551d. Wh i | @e FT( dfféred no objection t o t he s et t |resenedits rightgortakedateeactivid. i t

516|d. at 14748; see alsding Drug Co. of Florence, Inc. v. Smithkline Beecham Corp., 791 F.3¢ 388(3d Cir.
2015)

517NCAA v. Bd. of Regents of Univ. of Okla468 U.S. 85, 103 (1984) (quotihgat ' 1 Soc’'y of teProf’ 1 Eng’
States, 435 U.S. 679, 690978).

SI8ETC v. Actavis|nc., 570 U.S. 136, 141 (2013)

519 See, e.g Smithkline Beecham Cary91 F.3dat 403 King Drug Co. of Florence, Inc. v. Cephalon, Inc., 88 F.
Supp. 3d 402, 422 (E.D. Pa. 201k)re Aggrenox Antitrust Litig, 94 F. Supp. 3d 22245-46 (D. Conn. 2015).

520 Dunn, supranote484.

521 Faijlure to Launchsupranote38, at 8 (“[ A] <critical element of biosimilar
a settlement agreement providing for competition earlier than the expiration of the last patent, rather than bear the time

and expense of litigatingthough t hese thickets in court.”).

522|d, (stating that fewer agreements of the kind at iss#etavis* p av e d t h econsuangr pdtemtrsettigmeat
agreements and earlier entry while avoiding expensive and

Congressional Research Service 55



Drug Prices: The Role of Patents and Regulatory Exclusivities

procompetitive or anticompetitive will depend or
c a¥e.

Pay edrel ay settl ements may now be unciosn¥eeln. A rec
2017, brand and generic pharmaceutAcalormamgf act

t o t ha3ofr eephoorste, 226 settl ementsei dedtcompendsageinen
beyom@de payment 6f | egal fees.

"UUUl O0w+EP

|l Actavis vheF$Cpreme Court held that the rule of
analiynsicsh alpladyredrelsa y oa §°tAd & rheoru@psu.r t h € e c o gmtiizeld t he
for such agreements to have anbftempetnhgi oe ef f e
redeeming virtues™®ue hsmesti mes api essshimdgalt i ncl
settl ement considerations, sechoas®avoided.| itioc

Accordingly, thesgFThG@Gs(dro @tribpevre pglhai mtnitfifcompet it
agreement before the Burden shifts to the defenc

The Third Cir dauNéte-icawsae 4dgpvedvwiddrieg armre exwampelng of

analysis. Although the FpPpOQradaihdsrerots olhj €¢tf exort IXd
class action | awsuit agnatienrstahldyaet heaséeétTéemeal | e
an unl awf ul ressechi onSbhbépomeAThectThded Circuit cor
that the plaintiffs plaufsedrbl syab®Ehedmantanticor
det er mi nets tahgate eWyeentth not t o manufacture a compe
Tewa 1d80y exclodiwas yapeadequate allegation of a

because it ensured Teva would be the only generi
receive all generic EffdhercXRrsatescldudedgt hatat

counlodt be justified as a si mp¥reccedrfdirnglty, atvhod dc
determined that the plaintiffs adequately all ege

anticompet iAcitvaet iaustttfleerrd t h e

523 Actavis 570 U.S. at 15860.

524 Fep. TRADE COMM’ N, BUREAU OFCOMPETITION, AGREEMENTSFILED WITH THE FEDERAL TRADE COMMISSION UNDER
THE MEDICARE PRESCRIPTIONDRUG, IMPROVEMENT, AND MODERNIZATION ACT OF2003:0OVERVIEW OF AGREEMENTS
FILED IN FiscAL YEAR 2017:A REPORTBY THE BUREAU OFCOMPETITION (Dec. 4, 2@0), https://www.ftc.govdystem/
files/documentséportsagreementsiled-federattradecommissiorundermedicareprescriptiondrugimprovemert
modernization/mma_report_fy2017.pdf

5251d.

5261d, at 159.
5271d. at 156.
5281d.; see also idat 159.

5291d. at 159 see alsdJnited States v. Brown Univ., 5 F.3d 658, 668 (3d Cir. 199Bh¢ plaintiff bears an initial
burden under the rule of reason of showing that the alleged combination or agreement produced adverse, anti
competitive effects within the relevant product and geographic matkets.

530n re Lipitor Antitrust Litig., 868 F.3d 231, 248 (3d Cir. 2017).
5311d, at 258-62.

52|d.at 2 Geno[duthdrizedgeneric AG)] agreement used by Wyeth to induce Teva to stay out of the Effexor
XR market was alleged to have been worth more than $500 nfilljpn.

5331d. at 261.

5%|d.at 262 (stating t hacontain bufficieptifaatiandetail bidow the setibamagreeanenn t s
between Teva and Wyeth to plausibly suggest that Wyeth paid Teva to stéyrmitmarket by way of its nRAG
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" OOEDPOEUPOBDBHWHE WU
Al t hough t hisvamrmrdparst pdhd enrtiilnggapenacd haollsdoeei 8 i s ol

themncurrently. For example, prfoare¢tayhoppi ng cal
settlements to debrmgndeswimdrckheetsn ttrdy eawhnielwe pr oduct
manufacturer considering product hopping wil!/l of
competition from the generic if it can convert t
enters fFBHe mareketaseattlethmandtesbiumd sell ten
could switch doctors to the new3roduct before t
One examplmanwff aacltbuergegrohb gpgr oduct ho g mdrenlgayand pay
settlements tofprevenhyob®edppheatlimakor ofsltelegg br and
di sorder Pmodii'gatt ween its secondary patent and a
exclusivity, protecti on®bde Ptsectomadla’'seg x piat edti n £
narrowne®s, hdwegeneric companies planned to ent
product ®Cieph2a0ot.tbathicmat dede yeinentiered t he mar ket
would be a 75% ton9P%opiegaue i mmegd u etvieammiels! ibyn mor e
in the fimt 20@&Hr, Lleprhal on attempted to move t h
Nuvigil, whprdt evatse @'duDedn ithlaydeap2p3x.oved Nuvi gil i n |
wheCephal onpat¢tlkedwedi i $ swiphyitmg geemrmese t han $:

tdel ay maurkteit [®enhQ 1 3.

Al t hough Cepb&ltan eareqquedvoul d all ow generic vers:
mar ket three years bef cree otphbeat regnxtp iirna tai Gole5 ,0 ff otlhleo
settlement, Cephalon increased e prhiec s aaofe Pr o\
time, Cephalon promoted Nuvigil both®>® hrough its

Thr otutlgeh-f pdieyl ay settl ememti It 2@l ahmehanhr ket t o N
rat heboregihnancompeti ng a®aionmsgi.t hTehnugs@ 0 €05e pchsa Iwo nt h

s eemicrogribyy ned producftoedied pryi e twiltehmemay t o pr ol on
exclusivity

agreementand]that is the very anticompetitive harm that the Supreme Court identifiectavis ) .

535 Carrier & Shadowensupranate 35, at176-7 7 ( “ Put simply, the brand firm will be
forestalling generic competition if it can switch the market to themeitated drudeforea generic of the original
product enters the market."”).

58|d.at 17 7 Tr{Cbrkase, .t. theebrand firm predicted that it would sell more than ten times as many tablets if
it was able to switch doctors to the reformulated product before the generic version of the original product entered the
mar ket . ") .

537 Carrier,supranote39, at 102227.
538|d. at 1022.

5391d.at10222 3 ( “ Thef ifloiumg fgemsdric firms planned for a | aunch in
501d,at10023 (“A Cephal on vi c€0% priee seduttemthat woulddgwer ceverugs bg more5 %
than $400 million (nearly 75% of the drug’s annual sales)

5411d. at 1023-25.

2|d,at 1024 (“Cephal on p aiedourgenere firmshtoagree$oXdgd eninyi uhtil Apddn t o t h
2012. ") .

3Idat 1025 (“The easiest way to make .PAnotheingeanstoteduses desi r abl
Provigil's attractiveness was to stop promoting it."”).

5441d. at 1026.
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