Patents and the: Pelymoern

Washingtoen, DC
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Economic Importance
s Revenue Ioss to Innevator firms:

$51,508,000,000

m Revenue: gain te generic firms:

$19,11 7,000,000

(Figures are for upcoming| ten years, discounted at 7%)

« Newrule Is expected to increase | (1v) patent
certifications by 50%

m How te succeed Within this new: framework?
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— QOverview =
B How to diraft pelymoerph patents for the Orange Book

B Expressly permitted patents
B Drug Substance & Drug Preduct
B ProdUct-hy-process
H Viethod off Use

B ConditionaliyApErmitiEeNaLEntSs
_[PolVerlaronle fefnms

B Certain patents may need to be re-issued to qualify
B Manufacturing Intermediates, Packaging, Metabolites

m\\Vhat Rappens When a patent Is listed?
B 30-month Stay, 180-day exclusivity.
B Declaratory Judgment resolution
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Drug Substance & Product

n Deciarauen 215 - [Dees therpatent claim
e drl@ stiestance: that IS the active
INgredient Inrthe drle) product Gescrean
therappreved NDA or supplement?:

m (e final rule dees net epen the doer e
SURMISSION! Gl 2Ry Patents: claiming

iermulations: ... [not] described inrthe
NIDA.*

m | at least eone patent claimy is listable, the entire
patent PEcomeEs So.
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Drug Substance & Product

x Combinations
» EDA @ffice ot Compinationt Products

s - EXcIUSIon ol a pateni-claiming a drig
sligstanceN Nt cenjUnceRWIth aneer active
Igredient: o methed el UsIng the

compination’

s lIstwas considered,; puit tlitmately wWas net
adepied:

m | at least ene patent claimy is listable, the entire
patent PECOMES SO.
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Drug Substance & Product

ProGUCI=RY/-ProcEss

n Example: eaung hard-cooked eggs tertreat
IeVWESertim; aliuimin:

x NEBL ST RaW egas may: Conptain saciernea

ASSUMING THAT THIS HAS
— BEEN KNOWN FOR A LONG
TIME, NEITHER THE

BOIL BOILING PROCESS NOR
THE EGG IS PATENTABLE
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Drug Substance & Product

ProGUCI=RY/-ProcEss

n New combination: eif Precess) and product
2 BOLN Precess andl productmighi:he eld*

BOIL MICRO-WAVE

Faster, cheaper
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Drug Substance & Product

n When the PO ISsUes a patent, the PIo
REecessanly determines that
O the! patent claimsis; nevel. \We want e
make sure that the NDA applicant ... IS
IdEeRIIRG as AoVEl

dSpPEct.” Commenitsyat 16k

a Cis s Tliegalfor PIOrerdetermine that
= oI the claimiisi o Issnet nevel:
therclaimrmust Be evallated as a Whole:

n Cfe: EVeny ISTReVElitISHliEgal
o) PAIOI e ISSUE: 2Ry ClalmWhlChrISrno:
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Method of Use

n VIUSE Claimm aruse that s descrned imrthe NDA™:
Smethedi el User that Isiprthe laneling*
a CI. ofif-point patents need not e certified

n DEciaratien 4=
s Doees the patent claimi one or more approved methods

of Using the approved drug?

» ldentify the use with specific reference to the
approved labeling for the drugl preduct

m ISSUESE draiting and Certificaion CONSEGUENCES
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Certification Conseguences

n | attest that ... this sulsmission complies
WiIth the reguirements; el ther regulatien: |
Veriy Underr penalty of Periny.:.

s NGO - geoadiatn veliei= gualiier, ner EXCEPLIeN

e SUSEqUER ChaNGE I IEW Ol A CT.

s [P pateni: Clani dees notk Verhaun copy: USe
code

» WherewillfDectrine: off Equivalents e inl the fiuture?

a [P newly-discevered pror at unexpectedly.
IIMILS: G2l SCOPE
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Methods - Listing| Implications

n EStoppel niay: be iotnd in court.

s el reguiremenis tordentiy/ clainms Was
IRERCed o) el prpleVER a@UmERS s io
Whethera partichiaiF clanmrclaimead e
appreved drig produch::

a2 [[ension

a AVoIdFestopREelNy Comprenensivelistingr ol
clalimsi= anad sk Eereneois  listing

a AVold perun/poetenralwithran eVerly=
consenvative listingl=and e esteppeaiiiron
enfierecing legal rieis:
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Methods — Generic Strategy.
n Section (Vi Certification

s WwhenranrANDAapplICantIas SeUE i e
duplicate tieakeling e WRIChr e INRBY Ao
Rasstpmitted the pateni; and et te
SpPECciiically emib;, or Calveroutianeling; We

eguiertherANDATapplIcaRt e Stiemita
certifications

s Plkepac V. Iempsen

x Consider claiming thecanved=up: laiel
m Property & Infringement value
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Polymorphic Ferms
L Dffferant onysieel forar, Ve geftvElert e

NIDASECHVENNEEHIEnRL:

O erysialline strlcitifes, Weltigrs of fyelretilon
SEIVALESRANIBIPIGUSHGINGS

R EXAINRIEENIECECORREURE TS
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Poelymorphic Forms

1 Ligteacl [f glogc|Ulvelance claiter exsis

N SSIESE
FleiV/lnle) eleltel
NimiRg erdata
EffieciroiRdata

| rletvigie) cleital

ViantiactUinneg ane packagine PeCESS CONLIGIS,
PIEGUCE SPECIICaHONS, aRaiyilcalNetneas are
fequired

What i elder deesnit manuiacture / sell the
0lo))\V/rnle)feln)?
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Polymorphs
R ENESHE AN USTEXISITVHERNE

golverlaran oztiart Bleclaireiiion |5 stopmlfiisc
IONEIDAS

Cf, Pataet glst g2 stoapftiacl i ERA Wl 20
cleiys eifier PTC) gsiias |t
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PolVMOePAS
| Poiarilel Soltftlan: several-roriin) clelzy
gaiywean Nailee i Alloyweiniee zirle)l gziisip)i
[SSUENGELE

Ci, P10 eap) ravolke 2t Notlea of AlloywzEiriee
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1 Blogc|Livellanice ezt frizly
SHEVAIEIRIIENEIINBHEIINS
lacjallly zinl oovigus (rfezicl:
MINERGIAINCONSEUERLE Q
Velflelle of e Ifrloveior Change Submit
- _ Target Equivalence
Camn make It difficult toroktain’  compound data

/ feitellp) el getiepli elellnn

COVENNG thE polymeKen

Pateni atierey 9E o
: — _ viousnes
gIVER IS hIeequIVvalEnce date Rejection
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Packaging

U.S. Patent  Aug.26,2003  Sheet 1 of 4 US D478,784 §

m  patents must not
e submitted for
pottles or containers
and other
packaging, as these
are not desage
forms.”
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Business Methods
m Patient registries, titration / dosage
schedules...
= Celgene’s thalidomide
s Roche’s 13-cis retinoic acid

m Relate claim verbiage to matter with

-
[l
which EDA Is comfortable E‘
]
1L
u
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Manufacturing Intermediate

“We consider reagents to be ‘In-process

materials’ rather than drug”
How does one list a “soft-cooked egg” patent?

SOFT-COOKED HARD-COOKED
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Metabolites

m “The final rule prohibits submission of
patents claiming metabolites™

s Declaration Y 2.5: “Does the patent claim a
metabolite of the approved active ingredient?”
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Metabolites

m [ a patent claims an approved use of an
approved drug to administer a metabolite,
the patent may be listable - yet nvalid.

= Schering Corp. V. Geneva Pharma., Inc. (Fed.
Cir., Aug. 1 2003) (leratadine metabolite Is

Inherently created Iin vivo; the metabolite Is
therefore not new; the metabolite patent
claim Is thus invalid).

26
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30-Montih Stay

s One full opportunity per ANDA or 505(b)(2)

s One - Change from prior practice

=x Cf. In re Omeprazole: the statute does not limit the number of
stays available

m Cf. Continuation with a terminal disclaimer (cf. Paxil®,
Fosamax®)

= Only one - subsequent 9 (iv) certifications need not be noticed

n full opportunity

= 45 day response period

m Amending a 9 (Iv) to a i (i) certification before 45 day period runs,
pefore suit commences.

= Notice

m 9 (i), 9 (i) certifications and § 505())(2)(A)(vii) flings do not
require notice, thus may fail to provide a full' eppoertunity for a stay
= 7 What iff netice Is givenin fact ?

www.LicensingLaw.Net Pharmaceutical Patent Attys, LLC




180-Day: Exclusivity

m “Each patent listed in the Orange Book
may form the basis for a claim te 180-day
exclusivity. Thus an increase or decrease
In listed patents as a result of this final

rule could affect the number ofi exclusivity
periods.”

= With only ene stay, there Is less incentive to
list patents - and each listed patent Is an aid
10 a potential generic company.

= Consider drafting patents to preclude listing
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Declaratory Judgments
Holder need not sue on ANDA filing.
If Holder waits to sue until after generic

IS launched, Infringement may: be
“willful”

= lreble damages, atterneys fees, permanent

Injunction, personal lianility
Declaratory judgment

Jurisdiction requires:
1) Current infringing activity' 8 271(e)(2)
2) Reasonable apprehension of being| sued
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Declaratory Judgments

s Dr. Reday’s v. Pfizer (New: Jersey)

s Sertraline declaratory judgment petition dismissed
on 11 July 03

Pfizer alleged that it needed more time to assess
whether infringement exists.

Dr. Reddy’s failed to show reasonable apprehension
of suit

Ananth lyer ofi Express Pharma Pulse (Bombay)
predicted this in an article published in the spring.

m  Resoelving patent disputes prior to ANDA
product launch not always possible

www.LicensingLaw.Net Pharmaceutical Patent Attys, LLC




Declaratory Judgments

m Cf.: “a firm’s inability to predict whether It will
or will not be sued for patent Infringement Is a
matter outside the scope of this final rule. > * *
some patent infringement suits may: be initiated
after the 45 day perod available to obtain a 30-
month stay has expired. * * = the NDA holder

or patent ewner can bring suit at a later time,
put leses the epportunity te obtain a 30-moenth
Stay’”

Cf.: “an NDA holder who: defers filing a lawsuit
on a later-filed patent until a 30-month stay has
elapsed may feel that the subseguent litigation

IS still ‘timely,
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To-Do

n Currently-Listed method patents

n Use o new declaration formiis particulary:
advisablerfer methed-of-Uuse patents”

x - Veluntany sulbmissien ofi new patent
dec

SCO

aratiens Willfnet brHNGl patents Within; the
e of the final rule with respect to notice

<lf]e

30-month stays.”

m But with respect to perjury and estoppel...
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To-Do

s == Review existing methed patents and
consider filing claim-identifiing Declaratiens

m Patents listed in the Orange Book as of August 17,
2003 are “grandfathered” in and enjoy benefits of
the old rule (e.g., multiple 30-month stays, etc...)

m Cf. In Glaxo v. Apotex, Glaxo asked the FDA (on 1

July 2003) to de-list 3 patents from the Orange
Book.
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To-Do

m Patent Prosecution
s Large-size Belt
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To-Do

“Our leng experience with administering the
Hatech-Waxman'Amendments CoRVINCES: US
that ... any advantage a: party can find in
manipulating the: reqguiatory progiam: will
Pe pursued. [Despite our conviction that

the final rule will stlbstantially: reduce such
manipulation, we' dor not believe we can
completely prevent attempts at ‘creative
compliance’ by the parties.”

Comments at 52.
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for further research...

m availlanle en-line at
Wz EicensinglLaw. INet/IEirany:

= A color copy of this presentation together with
the Federal cases cited; and

m A paper on antitrust implications ofi patent listing,

together with the Federal cases cited

Mark Pohl, Esqg., Patent Attorney
Pharmaceutical Patent Attorneys, LLC
Morristown, New Jersey
Mark.Pohl@LicensingLaw.Net

Direct Dial +1 (973) 984-0076
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