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What is the Patent Trial and Appeal Board?

UNITED STATES
PATENT AND TRADEMARK OFFICE

TTAB**

ex parte appeals, ex parte appeals, inter
AIA* proceedinas partes proceedings

PATENTS TRADEMARKS

examine patent applications examine and
and grant patents register trademarks

4 * America Invents Act (AIA)  **Trademark Trial and Appeal Board (TTAB)



A patent has issued -
What can happen next?

« Keep as asset, monetize,
and/or license

e District Court trials

« AlA trial proceedings

International Trade
Commission proceedings

Mainteaunce Fee Notice on the inside of the cover.
Kotwine Ql\gg Vidal
Diecror oF Tie Uniren States PArent ano Teapemark Orrice




U.S. District Courts: Invalidity
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On-Sale
Bar

Enablement



U.S. District Courts: Issues of Note

Highly
variable
timing

Broad
discovery

Layperson
jury



PTAB: Unpatentability
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PTAB: Issues of note

Lower costs

3 technically
trained judges,
Narrower no jury
discovery Predictable

timing



Patent proceedings forums

Claims
PTAB

UsS
Supreme
Court



IPRs and PGRs

AlA Proceedings



What are AIA trial proceedings?

America Invents Act (AlA) — Congress revised
the Patent Act to provide an additional forum to
address patentability/validity disputes

AlA proceedings are intended to be streamlined,
efficient, and cost effective



Who is involved in an
AlA trial proceeding?

Petitioner

Files petition challenging a U.S. patent; must pay a filing fee

Carries legal burden to prove claims unpatentable
Patent Owner

Has opportunities to represent its interests
Panel

Typically three administrative patent judges

13



Types of AlA trial proceedings

Inter Partes Review (IPR): can challenge claims
based on prior art (patents or printed publications)

Post-Grant Review (PGR): can challenge claims
based on prior art and other bases



Comparison of IPR and PGR
Trial Type | Who Can File | Applicability | Availabiity | Basis

Inter partes review

(IPR)

Post-grant review

(PGR)

Person who is:

(a) not the patent owner,

(b) has not previously
filed a civil action
challenging the
validity of a claim of
the patent, and

(¢) has not been served

with a complaint

alleging infringement

of the patent more
than 1 year prior
(exception for
joinder).

Person who is:

(a) not the patent owner,

and

(b) has not previously
filed a civil action
challenging the

validity of a claim of

the patent.

Any patent.

Patent issued after the
AIA went into effect.

For first-to-invent
patents: anytime after
patent grant or reissue.

For first-inventor-to-
file patents: from the
later of:

(a) 9 months after
patent grant or
reissue; or

(b) the date of
termination of any
post grant review.

Must be filed within 9
months of patent
grant or reissue.

Patent Act Sections
102 and 103 based on
anticipation and
obviousness over
patents and printed
publications.

Patent Act Sections
101, 102, 103, 112 (but
not best mode), and
double patenting.



AlA proceeding timeline

PETITION PHASE | TRIAL PHASE

PO Prelim. Decision on PO Resp. & 3 Pet. Reply & 1 PO Sur-Reply

et & Reply to
Resp. Petition MTA mos Opp. to MTA Opp.

Oral Hearing Final Written
(on request) Decision

Petition Filed 3

PO Pet PO Motions on
Discovery Discovery Period Evidence

No more than 12 months (*by statute)
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Petition Phase: Briefing

PETITION PHASE | TRIAL PHASE

e
B
i i i i | i i i | i i i
" . PO Prelim. 3 Decision on PO Resp. & Pet. Reply & PO Sur-Reply Final Written
rn3os e rngos rngos r]o & Rc,epp;y. to De‘:iSion
max
PO Pet

Oral Hearing
(on request)

PO Motions on
Discovery Discovery Period Evidence

No more than 12 months (*by statute)
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Petition Phase: Institution

PETITION PHASE | TRIAL PHASE

Oral Hearing Final Written
(on request) Decision

PO Prelim. Decision on PO Resp. & 3 Pet. Reply & 1 PO Sur-Reply

et & Reply to
Resp. Petition MTA mos Opp. to MTA Opp.

Petition Filed 3

Motions on
Discovery Discovery Period Evidence

No more than 12 months (*by statute)
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Overview of Institution Decision

The Board issues a written decision indicating
whether it will start an AlA trial.

Petitioner must demonstrate a reasonable
likelihood that it would prevail with respect to at
least 1 of the claims challenged in IPR petition
(PGR standard is more likely than not).



Overview of Institution Decision

Based on the record at institution, the Board generally
provides parties guidance about the Board’s preliminary
views on the competing arguments.

This guidance allows parties to focus their arguments and
may inform other options such as settlement, claim
amendment, claim disclaimer, or request for adverse
judgment on some claims or grounds.

20



Overview of Institution Decision

Party dissatisfied with the Board’s institution
decision may request rehearing (by the Board) as
to points the Panel overlooked or misapprehended.

Party dissatisfied may alternatively request Director
Review

Institution decisions are generally not appealable
to the Federal Circuit.



Overview of Institution Decision

The Board will enter a Scheduling Order
concurrent with a decision to institute a trial:

22

Scheduling Order sets due dates for the trial to ensure completion
within one year of institution

A sample Scheduling Order is available in the Trial Practice Guide
(www.uspto.gov/TrialPracticeGuideConsolidated)


www.uspto.gov/TrialPracticeGuideConsolidated

Trial Phase: Briefing

PETITION PHASE | TRIAL PHASE

PO Sur-Reply
& Reply to
Opp.

PO Prelim. Decision on 3 PO Resp. & Pet. Reply & 1
Petition MTA Opp. to MTA

Oral Hearing Final Written
(on request) Decision

Petition Filed 3

PO Pet PO Motions on
Discovery Discovery Period Evidence

No more than 12 months (*by statute)

Tttt
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Trial Phase: Evidence motions & hearing

PETITION PHASE | TRIAL PHASE
i i

o

iy
Oral Hearing Final Written
(on request) Decision

i i i i | i i i | i
. . PO Prelim. 3 Decision on PO Resp. & Pet. Reply & PO Sur-Reply
max
PO Pet

PO Motions on
Discovery Discovery Period Evidence

No more than 12 months (*by statute)

t*

24



mo-tion (‘'mo-shan)

an application
made to a court or judge

to obtain an order, ruling, or direction

www.merriam-webster.com/dictionary/motion

25


www.merriam-webster.com/dictionary/motion

Common motions in AlA proceedings

Pro hac
vice
admission

To exclude
evidence

For
additional
discovery

To
terminate

26



Trial Phase: Final Written Decision

TRIAL PHASE

i i | i i i | i
PO Prelim. 3 Decision on 3 PO Resp. & 3 Pet. Reply & 1
Resp. mos Petition mos MTA mos Opp. to MTA mo
max
PO

Pet

PETITION PHASE

| |
Petition Filed 3
mos,

PO Sur-Reply
& Reply to
Opp.

o
iy
Final Written
Decision

Oral Hearing
(on request)

Motions on
Discovery Discovery Period Evidence

No more than 12 months (*by statute)

t*

PO
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What are the possible outcomes?

The outcome may be that all challenged claims
are upheld, some challenged claims are upheld,
or none of the challenged claims are upheld.

All claims patentable: Every challenged claim upheld

Mixed: At least one challenged claim, but not all,
upheld

All claims unpatentable: No challenged claim upheld




What happens next?

* Panel rehearing
* Director Review

» Appeal to the U.S. Court of Appeals
for the Federal Circuit



Resources

37

Patents, Trademarks
and Copyrights

REGULATIONS

United States Code

Patent Trial and Appeal Board
Consolidated Trial Practice Guide
November 2019

Title 35
PATENTS

Current Through Public Law 117-41
(09/24/2021)

United States Government
U.S. House of Representatives
Office of the Law Revision Counsel

A
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w
O
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O
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The Patent Act - Title 35 of U.S. Code
(www.uspto.gov/web/offices/pac/mpep/consolidated laws.pdf)

Rules — 37 C.F.R. Part 42 (§§ 42.1 - 42.224)
(www.govinfo.gov/content/pkg/CFR-2022-title37-vol1/pdf/CFR-2022-title37-vol1.pdf)

Trial Practice Guide (www.uspto.gov/TrialPracticeGuideConsolidated)
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https://www.uspto.gov/web/offices/pac/mpep/consolidated_laws.pdf
http://www.govinfo.gov/content/pkg/CFR-2022-title37-vol1/pdf/CFR-2022-title37-vol1.pdf
http://www.uspto.gov/TrialPracticeGuideConsolidated

Amerigen Pharmaceuticals, Ltd. v. Janssen Oncology, Inc.

IPR2016-00286
U.S. Patent 8,822,438

Case file



Petition

In the United States Patent and Trademark Office

Before the Patent Trial and Appeal Board — —— - T —

AMERIGEN PHARMACEUTICALS LIN . - e - n ——
Petitioncr Amerigen Pharmaceuticals, Ltd. ("Petitioner") petitions for Inter Partes
JANSSEN ONCOLOGY, INC.,

Review of claims 1 - 20 of U.S. Patent No. 8,822,438 to Auerbach er al. (“the "438

Patent Owner

U.S. Patent No. 8,822,438 to Auerbach

e Due: sepenper 22004 patent’’) (AMG Ex. 1001), which is assigned to Janssen Oncology, Inc.

Title: Methods and Compositions for Treatit

Ier Pares Review o Umsime - (““Japssen””), under 35 U.S.C. §§ 311-319 and 37 C.F.R. Part 42 and a

Petition for Inter Partes Review of U.S. Patent No. {

suscsansemicrr 218 determination that all claims (1-20) of the *438 patent be canceled as unpatentable.

Mail Stop “PATENT BOARD" s S
Patent Trial and Appeal Board —a = M VO %

U.S. Patent and Trademark Office - SR -~
P.O. Box 1450

Alexandria, Virginia 223131450

Submitted Electronically via the Patent Review Processing System

32



Challenged U.S. Patent 8,822,438

a2 United States Patent
Auerbach et al.

(54) METHODS \\m "OMPOSITIONS FOR
TREATING CANCER

(7%) Inventors: Alan I Averbach, Hemosa Besch, CA
(US): Arle 5. Belldegrum. | os Angeles,
CA@US)

Assigne. Janssen Oncology,
CAUS)

Los Angeles,

(*) Notice:  Subject to any dischaimer, the term of this
atent is extended or adjusted under 35
US.C. 154(b) by 0 days.

(21) Appl. No: 13034340

(22) Filed:  Feb. 24,2011
(68 Prior Publication Data
US 20110144016 A1 Jua. 16,2011
Related U.S. Application Data

(63) Continuation of application No. 11/844,440, filed on
Aug. 24, 2007, sow sbandoned

(60) Provisional application No. 60:921,506, filed on Aug.
25, 2006,

(51) IatCL
AGIK 31/56 (2006.01)
31/58 (2006.01)
us.cL.
cpc AGIK 31/58 (2013.01)
USIC . S14/170. $14/150

(58)  Field of Classification Search
USPC 5141170, 182
See application file for complete search history
(%6) References Clted
U.S. PATENT DOCUMENTS
20060030608 Al 22006 Nelson et al
FOREIGN PATENT DOCUMENTS

EP
wo

72012
12006

OTHER PUBLICATIONS

ODonach o . ek Jnrmd o Camcs 200
Tammock et al.. ). Clin. Oncol... 1996,14.1 7
AS00 Camees Foumion. Poues Somion ¥ Hotmoae Refractory.
ASCO, 2005

Brumoetal. b
asticances drug developancat, Flsevies, 2007, pp. $047.3060, vol
18

2720280

Cannell. 100th Ansual Meeting of the American Association for
Comcr Resuch. Los Angele, CA.USA. M maslogy heleacs

Kb Reviow of e oGioctivemems of Docenel

US 8,822,438 B2
Sep. 2,2014

(10) Patent No.:
(45) Date of Patent:

Cougar Buctechnology. Cougar Bictechnology Ananunces Prescata-
tio of Positive CB7630 Clinical Data at ANCR-NCI-EORTC Inter-
aatronal Conference on Molecular Targets and Cancer Therapeutics,
Cougar Biokechnology. Oxt.
Cougar Bictechmlogy, Cou
o of Posstive C176308)
com, . 2007
Cougar Buotechnology. €
o of possive phase | 4
Symposium, Cougar ol
Cougar Biotechnobogy,
Phase | |
AllBsness. 2005

heioy. €
CBI630 Clisical Data 8

De Bono et al. nbibitions|
once daly o castraie paliel

Duc et al In Vitro aned
inhibwtors of male ra 1754
7.542. vol
Fadocrisology.  nhibitio)
Testicular and Proststie §
Seerondal Compuunds, Ead
No. 6

Fossa, et al , Weekly Dosl
gen

Hatienat Vi mdl]

opment Laryets,

Hauris, ot al, Low
Hyddroortscme i Paticats Wil Progiesive .
ot Cancs, TheJourmal o o 2002 P Avor e
Morcita o al. Synthess uation of movel | 7-indasle

Inm:onlcmlnu\lnmuln-l YP17 inhibitors, Elsevier, 2007,
Pp 9108, vol 72
Newell ot al. The Cancer Rescarch UK experience of pre-clinical
Toxicology studies (0 support carly clinkal (ks with novel cancer
herapres. Elsevict, 2004, pp. $99-906, vol. 4

(Continsed)
Primary Evaminer — San-Ming Hui

[t) ABSTRACT

Methods and compositions for treating cancer are described
herein. More particularly, the methods for trestiog cancer
comprise administering a1 7-hydroxylase’C , -
inhibitor, such as abiraterone acetate (i ¢.. 3f
pyridylindrosta-S, 1 6-diene), in combination wi
one additional therapeutic agent such as an anti-cancer agent
or a steroid. Furthermors, disclosed are compositioas com-
prising a 1 Ta-hyd andat least

1oxy-17-(3-

e Irestcmens of Metmia:
bry P Cacir ekl .of o 5.9 uuomum
Cougar By
of Taus 11 Toal T CHIG30 (b
Biotechnology. Dee. 14, 2004

one Acetate). Cougar

oo addiiona therapeutic agend, such as an anti-cancer agent
ora steri

20 Clatms, No Drawings

33

What is claimed 1s:

1. A method for the treatment of a prostate cancer in a
human comprising administering to said human a therapeu-
tically effective amount of abiraterone acetate or a pharma-
ceutically acceptable salt thereof and a therapeutically effec-
tive amount of prednisone.




Preliminary response

PaperNo.
Date Filed: March 10, 2016
Filed on behalf of Janssen Oncology. Inc. -
By: Dianne B. Elderkin David T. Pritikin " — -

Barbara L. Mullin Bindp Re~s % -

Ruben H. Munoz SID

A ELDirp STRAUSS HAUER & | Patent Owner Janssen Oncology, Inc. (“Janssen’) submits this Patent Owner
2001 Mabes S i 4100 |

Philadelphia. PA 19103 Zyti 3 o . o . . .

Tel: (215) 965-1200 Preliminary Response to the Petition by Amerigen Pharmaceuticals Limited

Fax: (215) 965-1210
JANS-ZYTIGA@akingump.com

UNITED STATES PATENT AND TRADEM (“Amerigen”) for Inter Partes Review (“IPR”) of U.S. Patent No. 8,822,438 (the

BEFORE THE PATENT TRIAL AND APPE

*“438 patent”). The Board should deny Amerigen’s petition because it does not
AMERIGEN PHARMACEUTICALS L1
Petitioner
establish that Amerigen has a reasonable likelihood of prevailing on obviousness

JANSSEN ONCOLOGY, INCy
Patent Owner.

with respect to any challenged claim.

CASE No. IPR2016-00286 Ly .
U.S. Patent No. 8,822,438 B2, e - - - - - ™ -

JANSSEN ONCOLOGY, INC.’S PATENT OWNER PRELIMINARY
RESPONSE UNDER 37 C.F.R. § 42.107

34



PTAB's institution decision

Trials@uspto.gov Paper 14
571-272-7822 Entered: May 31, 2016 .

UNITED STATES PATENT AND TRAD

BEFORE THE PATENT TRIAL AND A

AMERIGEN PHARMACEUTICAL
Petitioner,
v.

JANSSEN ONCOLOGY, I
Patent Owner.

IPR2016-00286
Patent 8.822.438 B2

Before LORA M. GREEN, RAMA G. ELLURU.
KRISTINA M. KALAN, Administrative Patent Ju

KALAN, Administrative Patent Judge.

DECISION
Institution of Inter Partes Re

37CFR §42108

-

Amerigen Pharmaceuticals Limited (“Petitibﬁer”) ﬁled a Petition
(Paper 1, “Pet.”) to institute an inter partes review of claims 1-20 of U.S.
Patent No. 8,822,438 B2 (Ex. 1001, “the ’438 patent”) pursuant to 35 U.S.C.
§§ 311-319. Janssen Oncology, Inc. (“Patent Owner”) filed a Preliminary
Response (Paper 12, “Prelim. Resp.”). Applying the standard set forth in
35 U.S.C. § 314(a), which requires demonstration of a reasonable likelihood
that Petitioner would prevail with respect to at least one challenged claim, we

institute an infer partes review as to claims 1-20 as discussed below.

35



Patent owner request for rehearing

Paper No.

Date Filed: June 14900

UNITED STATES PATENT AND TRADEMARK OFFICE
BEFORE THE PATENT TRIAL AND APPEAL BOARD

AMERIGEN PHARMACEUTICALS LIMITED,
Petitioner

JANSSEN ONCOLOGY, INC.,
Patent Owner

Case IPR2016-00286
Patent 8.822.438 B2

PATENT OWNER'S REQUEST FOR RECONSIDERATION
PURSUANT TO 37 C.FR. § 42.71(c)

36

-

(lj the Decision overlooks the petitioner’s failure to proffer any evidence on
the necessary element of administering a “therapeutically effective amount of
prednisone,” as well as petitioner’s repeated admissions that this element, as
properly construed by the Board to require an anti-cancer effective amount of
prednisone, is neither taught nor suggested by the prior art; and

(2) the Decision fails to appropriately credit the Patent Office’s prior finding
of commercial success, instead inappropriately crediting petitioner’s declaration
refuting that finding, notwithstanding the statutory prohibition against instituting
an inter partes review based on anything other than prior art patents and

publications.



Denied

Trials@uspto.gov Paper 23
571-272-7822 Entered: July 21, 2016

UNITED STATES PATENT AND TRADEMARK O ' S .

BEFORE THE PATENT TRIAL AND APPEA

AMERIGEN PHARMACEUTICALS LIM
Petitioner,
v.

JANSSEN ONCOLOGY, INC.,
Patent Owner.

Case IPR2016-00286
Patent 8,822,438 B2

Before LORA M. GREEN, RAMA G. ELLURU, and
KRISTINA M. KALAN, Administrative Patent Judges.

KALAN, Administrative Patent Judge.

DECISION

Patent Owner’s Request for Rehearing =

37CF.R. §42.71

— e — —-

In 1ts Request for Rehearing, Patent Owner contends that (1) the
Decision to Institute ignores Petitioner’s admissions that the prior art does
not teach or suggest the claim element “a therapeutically effective amount of
prednisone” (Req. 5-10); and (2) the Board fails to credit the Patent Office’s
prior determination of commercial success and Petitioner’s admission of

unexpected results (id. at 10-13). We disagree.

37



Patent owner’s response

UNITED STATES PATENT AND TRADEMAF

BEFORE THE PATENT TRIAL AND APPEA

AMERIGEN PHARMACEUTICALS LIMI1
ARGENTUM PHARMACEUTICALS I
Petitioners,

V.

JANSSEN ONCOLOGY, INC.

Patent Owner.

Case IPR2016-00286"

Patent 8,822,438 B2

PATENT OWNER'’S RESPONSE

! Case IPR2016-01317 has been joined with this proceeding

- gy o I— -

In challenging the claims, Petitioners point to no prior art that even hints at

the possibility that the administration of prednisone in combination with

abiraterone acetate could provide any surprising or unexpected benefit in treating
the cancer. Petitioners thus side-step the benefit of the claimed invention to argue
that prednisone would have been co-administered with abiraterone acetate therapy
for “safety and tolerability” reasons. But the very prior art references relied upon
by Petitioners show just the opposite: the prior art shows that abiraterone acetate
was very well-tolerated, meaning no further drug therapy was needed for “safety

and tolerability” reasons.

38



Petitioner’s reply

BEFORE THE PATENT TRIAL AND Al

Amengen Pharmaceuticals Limited and Argentw

Petitioners
v.

Janssen Oncology. Inc.
Patent Owner

U.S. Patent No. 8,822,438 to Auerl
Issue Date: September 2. 20
Title: Methods and Compositions for Tf

Inter Partes Review No. 20160

PETITIONERS’ REPLY TO PATEN
RESPONSE TO PETITIC

UNITED STATES PATENT AND TRADEMARK OFFICE

.

Faced with this clear teaching in the prior art, Patent Owner attempts to
argue that those clear statements do not actually mean what they say, and that a
POSA would have disregarded these unequivocal teachings, performed their own
analysis of the underlying data, and reached a contrary conclusion. See PO
Response at 39-41. The evidence, however, does not support Patent Owner’s

attempt to undo the teachings of the prior art. Instead, a POSA would have

! Case IPR2016-01317 has been joined with this proceeding.

39



Parties’ motions (common ones)

Both: for admission
pro hac vice

PO: to exclude evidence

PO: to seal

PO: to file evidence

40



Oral argument

trials@uspto.gov
571-272-7822

UNITED STATES PATENT AND TRADEM

BEFORE THE PATENT TRIAL AND APP

AMERIGEN PHARMACEUTICALS LI}
ARGENTUM PHARMACEUTICAL
Petitioner,

JANSSEN ONCOLOGY, INC,
Patent Owner.

Case IPR2016-00286
Patent 8,822,438 B2

Held: February 16, 2017

BEFORE: LORA M. GREEN, RAMA G. ELI
KRISTINA M. KALAN, Administrative Paten

The above-entitled matter came on for heari
February 16, 2017, commencing at 1:00 p.m., ¢
Patent and Trademark Office, 600 Dulany Stre
Virginia.

IPRIOIGONZEE P 3w e

JUDGE GREEN: This is the final oral hearing in
IPR2016-00286 involving patent number 8,822,438.
IPR2016-01317 has been joined with this proceeding. I am Judge
Green. Beside me is Rama Elluru. And Judge Kalan is joining us
from Denver. As set forth in our hearing order, each side will
have 45 minutes. Petitioner will go first to present its case in
chief followed by patent owner. Petitioner may reserve time for

rebuttal.

41



Evidence

Pet. filed PO filed

191 128

exhibits exhibits




PTAB's final written decision

Trials@uspto.gov Paper 86 . . e i T
Tel: 571-272-7822 Entered: January 17. 2018 . = 2

UNITED STATES PATENT AND TRADE

BEFORE THE PATENT TRIAL AND AP

AMERIGEN PHARMACEUTICALS L
ARGENTUM PHARMACEUTICA
Petitioner,

V.

JANSSEN ONCOLOGY. IN(
Patent Owner.

Case IPR2016-00286"
Patent 8.822.438 B2

Before LORA M. GREEN. RAMA G. ELLURU. an
KRISTINA M. KALAN. Administrative Patent Judy

KALAN. Administrative Patent Judge.

FINAL WRITTEN DECISIO
35US.C. § 318(a) and 37 CF.R |

! Case IPR2016-01317 has been joined with this pre

i < i P —

Having considered the parties’ arguments and evidence. we evaluate
all of the evidence together to make a final determination of obviousness. In
re Cyclobenzaprine Hydrochloride Extended-Release Capsule Patent
Litig.. 676 F.3d 1063, 1075 (Fed. Cir. 2012) (stating that a fact finder must
consider all evidence relating to obviousness before finding patent claims
invalid). In so doing. we conclude that Petitioner has satisfied its burden of
demonstrating. by a preponderance of the evidence. that the subject matter of
claims 1-20 would have been obvious over the combination of Gerber and
O’Donnell and that claims 1-4 and 6—11 would have been obvious over the

combination of Gerber and Barmrie.

43



Patent owner’s request for rehearing

UNITED STATES PATENT AND TRADI

BEFORE THE PATENT TRIAL AND Al

AMERIGEN PHARMACEUTICAL!
ARGENTUM PHARMACEUTICA

Petitioners

JANSSEN ONCOLOGY, I
Patent Owner

Case IPR2016-00286"

Patent No. 8.822.438 B2

PATENT OWNER'S REQUEST FOR

! Case IPR2016-01317 has been joined with this proceeding.

PaperNo. ‘
Date Filed: Februarv 16 2™

Janssen Oncology, Inc. (“Patent Owner”) respectfully requests rehearing of
the Board’s Final Written Decision (Paper 86) regarding U.S. Patent 8,822,438
pursuant to 37 C.F.R. §42.71(d). The Board misapprehended or overlooked
evidence, and improperly relied on theories and evidence presented only in

Petitioners’ Reply, to find claims 1-20 unpatentable as obvious.

44



Denied

571-272-7822 Enter
UNITED STATES PATENT AND TRADEM,
BEFORE THE PATENT TRIAL AND APPE

AMERIGEN PHARMACEUTICALS LIM
ARGENTUM PHARMACEUTICALS
Petitioner.

v.

JANSSEN ONCOLOGY. INC.,
Patent Owner.

Case IPR2016-00286"
Patent 8.822.438 B2

Before JEFFREY N. FREDMAN. KRISTINA M. KAl
JACQUELINE T. HARLOW. Administrative PatentJi

KALAN, Administrative Patent Judge.

DECISION
Denying Patent Owner's Request for Re
37C.F.R. §42.71(d)

! Case IPR2016-01317 has been jomned with this procey
? A Panel Change Order issued on September 28. 2018
judges named herein now constitute the panel. Paper§

Trials @uspto.gov -

We have reviewed and considered the arguments m Patent Owner’s
Request and conclude that Patent Owner has not carried its burden of
demonstrating that the Board misapprehended or overlooked any matters
rendermg the Fmal Written Decision. 37 C.F.R. §42.71(d). Rather, Patent
Owner uses 1ts Request as an opportunity to argue positions with which we
disagreed m our Fmal Written Decision. Merely disagreeing with our
analysis or conclusions does not serve as a proper basis for a request for
rehearmg. Patent Owner also uses its Request to raise matters without
adequately demonstrating where those matters previously were raised. Thus,

Patent Owner’s challenge does not meet the standard set forth for a request

for rehearmg.
The Request for Rehearing 1s denied. Y . P
" Dena a St mtieatomen ‘\""’/A-” - .
—,..]. - s o Il SR
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Patent owner’s appeal

PaperNo.
Date Filed: December 19, 2018

UNITED STATES PATENT AND TRADEMA™

-~ — - " . pp—

BEFORE THE PATENT TRIAL ANDY In accordance with 37 C.F.R. § 90.2(a)(3)(11), Janssen indicates that the

memonvmanacenest  1ssues on appeal include, but are not limited to: the Board’s determination of
unpatentability of claims 1-20 of U.S. Patent No. 8,822,438 (the “’438 patent™)

under 35 U.S.C. § 103, and any finding or determination supporting or related to

Case IPR2016-00286
Patent 8,822,438 B2

this issue, as well as all other issues decided adversely to Janssen in any orders,

PATENT OWNER’S NOTICE O

decisions, rulings and opinions.

! Case IPR2017-01317 was joined with this proceeding.

46



Federal Circuit holding

BTG International Limited v. Amneal Pharmaceuticals LLC, 923 F.3d 1063 (2019)

P Reycio Yoow ing - Negativ Treacment

Distinguished by In re Eamesto (Sacubieril Vaisartm) Patent Litigation,
DDal, July 7,2023
923 F3d 1063
United States Court of Appeals, Federal Circuit.

BTG INTERNATIONAL LIMITED,
Janssen Biotech, Inc., Janssen
Oncology, Inc., Janssen Research &

D LLC, Plaintiffs-Appell
V.
AMNEAL PHARMACEUTICALS LLC,
Amneal Pharmaceuticals of New York,
LLC, Dr. Reddy's Laboratories, Inc., Dr.
Reddy’s Laboratories, Ltd., Wockhardt Bio
AG, Wockhardt USA LLC, Wockhardt Ltd.,
Mylan Pharmaceuticals Inc., Mylan Inc.,
West-Ward Pharmaceuticals Corp., nka
Hikma Pharmaceuticals USA Inc., Hikma
LLC, Teva Ph ical
USA, Inc., Defendants-Appellees
Par Pharmaceutical, Inc., Par
Pharmaceutical Companies, Inc., Rising
Pharmaceuticals, Inc., Defendants
BTG International Limited, Janssen Biotech,
Inc., Janssen Oncology, Inc., Janssen Research
& D LLC, Plaintiffs-Appell
V.
Amerigen Pharmaceuticals,
Inc., Amerigen Pharmaceuticals
Limited, Defendants-Appellees
Janssen Oncology, Inc., Appellant

V.
Amerigen Pharmaceuticals Limited,
Argentum Pharmaceuticals LLC, Appellees
Janssen Oncology, Inc., Appellant

v.

WESTLAW

Mylan Pharmaceuticals Inc., Amneal
Ph icals LLC, Amneal Ph: ical
of New York, LLC, Dr. Reddy's Laboratories,
Inc., Dr. Reddy's Laboratories, Ltd.,
Teva Pharmaceuticals USA, Inc., West-
Ward Pharmaceutical Corporation,
Hikma Pharmaceuticals LLC, Appellees
Janssen Oncology, Inc., Appellant
V.
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appealed Appeals were consolidated. -

[Holding:] The Court of Appeals, Wallach, Circuit
Judge, held that substantial evidence supported PTAB's
determination that clasms were invahid as obvicus.

[Holding:] The
Judge, held that substantial evidence supported PTAB's
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Court of Appeals,

Wallach,

determination that claims were mvalid as obvious.

Circuit



PTAB Orange Book patent/biologic patent study
FY24 Q2 Update (through March 31, 2024)

Statistics



AlA petitions filed by technology

(Sept. 16, 2012 to Mar. 31, 2024)

Mechanical &

Business Method Chemical
3,925 916
5%
De;ég“ 2% of all AlA petitions challenge

<1% Orange Book patents
siomier | 2% of all AlA petitions challenge
. 330/6 biologic patents

Orange Book

Electrical/Computer 555
10,333 3%
62% Biologics
313

2%

4 Includes all trial types



Institution rates by technology

(Sept. 16, 2012 to Mar. 31, 2024)

Electrical/Computer 66% (5,370 of 8,168)
Busli\:ll(::: ?\;I1:ecta;|lo§ G5% (2,152 et 3.320)
Overall 64% (8,798 of 13,663)
Orange Book 62% (300 of 487)
Biologics 61% (165 of 272)
Other Bio/Pharma 59% (319 of 537)
Chemical 58% (462 of 801)
Design 38% (30 of 78)

Institution rate for each technology is calculated by dividing
petitions instituted by decisions on institution (i.e., petitions
instituted plus petitions denied). The outcomes of decisions on

institution responsive to requests for rehearing are excluded.
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The institution
rate for
biologic
patents (61%)
is similar to the
institution rate
for Orange
Book patents
(62%)




Outcomes of AlA petitions challenging
Orange Book patents (sept. 16, 2012 to Mar. 31, 2024)
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The outcomes of decisions on
institution responsive to requests for
rehearing are included.

Joined and pending petitions are
excluded.



Outcomes of AlA petitions challenging
biologic patents (sept. 16, 2012 to Mar. 31, 2024)

FWD
Mixed
7
3%

FWD All
Unpatentable

The outcomes of decisions on
N institution responsive to requests
_ reqaavese  TOr rehearing are included.

Judgmt

Joined and pending petitions
are excluded.

Biologic Petitions

Institution
Denied
104
39%
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Claim outcomes for Orange Book patents

(Sept. 16, 2012 to Mar. 31, 2024)

Not Challenged
1,159

Disclaimed

Disclaimed
67

Instituted Patentable
15829 I 1,123

Claims in the
Patents
6,619
Challenged
5,460
Unpatentable
933
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*No DI” and “No FWD"
means the claim was
challenged but not
addressed in a DI/FWD,
e.g., due to settlement.

Orange Book patents:

17% of challenged
claims and 33% of
instituted claims were
found unpatentable by
a preponderance of the
evidence




Claim outcomes for biologic patents
(Sept. 16, 2012 to Mar. 31, 2024)

Not Challenged *"No DI" and “No FWD"
523 means the claim was
challenged but not
addressed in a DI/FWD,
e.g., due to settlement.

3,000

2,500

2,000 — SN Biologic patents:
Pat
3449 27% of challenged
1,500- Challenged claims and 59% of

2,926 Disclaimed

instituted claims were
found unpatentable by
a preponderance of the
evidence

1,000

Instituted
1,328

500

Unpatentable
l 787
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Questions?
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