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What Can a Patent Owner Do To Maximize
Patent Protection?

1) Avoid unrealistic expectations

2) Devise a STRATEGY early in the
life of the technology

3) Be aware of what the competition is
doing, and 1s patenting

4) Be aware of what the courts are
doing

“You're lucky to be built with all

5) Be futurIStlc, but SCC (1) Open Source Hardware. They removed

my right arm due to a patent dispute.”
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Strategic Planning

e Does not begin with the patent application

e Begins with the invention and what your plans
are for capitalization of that invention.

| HAVE A GREAT NO, I'M GONNA WAIT
IDEA FOR A TRING/ ARE YOU GONVA - ' SoMEONE. ELSE
TO EXECVTE IT, AND
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Strategic Planning

* Need a strategic plan early on — why?

* You must be able to maximize patent
protection for your technology

* You must be 1n a position to vigorously assert
and defend your technology
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e [P Law primarily offers protection to the owner of IP by
giving the owner a right to file a lawsuit asking the court to
enforce transgressed rights.

e Rights are essentially “exclusionary,” but not defensive.
Owner must exercise their “affirmative” rights by taking
infringers to court.

e The legal granting of rights is not “freedom to practice.” A
party practicing its proprietary rights may, in fact, infringe
aspects owned by others.

The CoLp SToP ANYONE FROM SHOULD GET EVERY-

VIRUS, & YOURE NG COLDS! TWNG FOR FREE!
INFRINGING/ GETT
” j ) SAUL EWING
,E ARNSTEIN
: : & LEHR
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Freedom to Operate versus Patentability

There 1s no relationship between the two.

* Freedom to Operate (FTO) — you have the right to make,
use or sell the product without infringing third party patents
— Doorknob and button analogy

» Patentability — whether or not you can obtain a patent for
your invention — is your invention novel, non-obvious,
useful and have you enabled it and satisfied the written
description requirement?

1(5)
i
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Objectives of Patent Strategy

e (Obtain a Monopoly 1n your space
* Develop an Offensive and a Defensive IP position

Offensive

» File applications covering your product, processes,
treatment modalities, formulations, delivery, packaging,
etc.

* Do not ignore filing “follow-on applications to cover
more defined aspects of the base technology
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Bottom Line

e Develop a patent strategy that maximizes
patent protection for your
products/methods

= Multiple layers of protection: composition, method of use,
method of making, different components or subsystem of a
device, etc.

* International filing: market potential, enforceability; local
considerations, e.g., China, Hong Kong, Netheland, Hungary

* Timing — PCT; regular vs accelarated
* Within the budget

SAUL EWING
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Other Aspects to Strategic Planning

e Must have a plan to deal with competitors

e Must have a plan that takes regulatory review into
account

 Must have a plan to ensure commericalization of the
invention!!
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Implementation of the Strategic Plan

* When should you file?
* Why should you file?
* What should you file?

* What are the competitors doing and how far along are they
compared to you?

* What 1s the status of the technology?
— Lead technology?
— Follow-on technology?
— Time line for development?
— Time line for funding/partnering/exit?
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Be Flexible

 Modity the strategy based on the new
developments in-house, in the market and 1n

patent laws :

o
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An Assertive Approach

e Offensive

- how to deal with third party patents that
may block your ability to practice

- How to enforce your own patents

\F | STEAL YOUR COPY, " IF | MAKE A NEW CoPY I IF YoU COMPETE (iTH My
you DONT WNE T WE BOTH HAVE ONe// (WONOPOLY, | DON’T HAUE
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How to Deal with Third Party Patents That
May Block Your Ability to Practice

e Design around

= Joint effort between patent attorneys and
scientists

* Doctrine of equivalents

- performs substantially the same function in the
substantially the same way to achieve substantially
same results.
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* Challenge the validity of the patent
— Inter Parties Review (IPR)

based on patents and printed publications; can be initiated immediately
following issuance of patents examined under the first to invent

rules or 9 mo after issuance of patents examined under the first to
file rules (March 15, 2013)

— Post Grant Review (PGR)

based on any grounds that can be used to challenge the validity of a
patent claim (with the exception of failure to disclose the best
mode; can be initiated within 9 mo after issuance of patents
examined under the first to file rules

- Declaratory Judgment

- Ask a federal court to declare non-infringement, invalidity, and/or
unenforceability of a patent

- Need existence of an actual controversy

SAUL EWING
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How to deal with third party patents that
may block your ability to practice

e J.icense and cross license

» JP due diligence
» Future IP

SAUL EWING
ARNSTEIN
© Copyright 2017 Saul Ewing Arnstein & Lehr LLP & LEHR




IP Due Diligence

* Different parties will have different objectives and focus
* The VC will be focused on the exit strategy

* Big Pharma, Big Biotech will take a longer view and
focus on the product pipeline

* As the technology matures and makes its way through
clinical trials, expect more IP and FDA due diligence

SAUL EWING
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The “Acid Test of IP”

e  Who really owns the technology?

— Assigned?
— Licensed? What are the terms?
— Collateral?
— Compliance with Bayh Dole? If not, can it be cured?
» Integrity of the patents in hand or pending
— What is really covered? — hopefully the lead product
— Are the claims too broad, could they be invalidated under current law?
— Nature of PTO Office Actions
— Time to expiration

— Improvements

— Position of patent(s) in industry/sector patent mapping
* Freedom to practice — when to assess and at what level?

— Does what is covered completely define the product?

— Are there other patents that block entry?

— Are those patents available for purchase or license?
* At what cost?

SAUL EWING
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The “Acid Test of IP”’

What agreements has the university entered into?

MTA, CDA, Collaboration Agreements, Sponsored Research
Agreements with academic institutions, etc.

How do the provisions of those agreements affect your IP?

Are there agreements that have been terminated where some terms
survive and affect your IP?

What does your license agreement look like? Provisions to comment
on prosecution? What do they mean?

P i A ey 8 i s e
“‘_'_'1"”.‘_'__‘_..-,_-1-
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How to Manage Your IP in Preparation for

Due Diligence
Organize and Identify your Patent Portfolio

— Include a complete patent docket including all foreign IP

— Have all IP Protocols, Invention Disclosures and procedures
available

If you have Opinions, Reports & Litigation

— Be aware of Attorney-Client privileged communications and/or
work-product documents

Make sure you understand your Regulatory Issues

SAUL EWING
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Patents:
Standing in the shoes of the investor/partner

* Integrity of the patents or patent applications —
for each patent or application:

» Who owns it?

» What is really covered by the claims — is the lead
product covered? T

» If pending, will a patent issue?
» If issued, will it withstand challenge?
» What is the enforceable patent term?

SAUL EWING
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INVENTORSHIP

OWNERSHIP
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Inventorship

e A Patent Application must name the correct
inventors

* A legal determination; NOT a moral
decision

I COULD HAVE STOPPED DO YOU
ITPC\)DchBRP’;;_II:lS:}rE YOU FROM LUORKING{ON KNOW WHAT I‘M
APPLICATION. IT, BUT T DIDNT. I™M NEGATIVE

spAcE 1S, LIVING
DILBERT? IN IT!!

LIKE AN ARTIST WHO
UNDERSTANDS
NEGATIVE SPACE.

©2010 Scott Adams, Inc./Dist. by UFS, Inc.

Dilbert.com DiIbertCartoonist@gmail.oom

2-5-10
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Ownership

e Ownership resides solely with the named inventor(s),
unless there 1s an agreement that assigns the invention to
another

e Each co-inventor owns an undivided interest in the entire
patent, irrespective of their level of contribution

e A joint inventor who contributed to the invention of only
one claim has an undivided interest in the whole patent

I'M THE
N&, BUT OMNLY REAL
WE Wikl INVENTSR IN
AFTER OUR THE BUNCH
PATENT IS
APPROVED

T —

Y e @
(8 | )
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Conception

A definite and permanent 1dea of a complete and
operative invention, including every feature of
the subject matter sought to be patented

QOO0OH! | AM 5000
CREATIVE!
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Joint Invention

[ ]
e 4 W
& N R =
{

il J"

Joint Inventors:
* Need not have physically worked together
or at the same time
* Need not make an equal contribution

 Need not make a contribution to the
subject matter of every claim

e Must have a collaboration N—

ARNSTEIN
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Joint Inventorship Problems

e Collaborations often do not go well

e One group begins a project and another
takes i1t over

* What happens when chemical compounds
invented by one party for which a use 1s
discovered by another party?

-

SAUL EWING
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& What Can Possibly Go Wrong?
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Claims of PCT/US2013/030995

1. A compound, or a pharmaceutically acceptable salt or ester thereof, having a structure of

formula II: o "

I=
I=

R‘m RS
Rt Rﬂ
wherein X is a divalent linking moiety; and

are each individually H, optionally-substituted alkyl, optionally-substituted alkoxy,
optionally-substituted aryl, optionally-substituted cycloalkyl, optionally-substituted
heterocyclic, halogen, amino, or hydroxy, provided that at least one of R3 or R® is an
optionally-substituted alkyl, a substituted alkoxy, optionally-substituted aryl, optionally-
substituted cycloalkyl, optionally-substituted heterocyclic, or halogen.

2. The compound of claim 1, wherein at least one of R'-R!9 is an optionally-substituted N-
heterocyclic.

3. The compound of claim 2, wherein at least one of R'-R? is an optionally-substituted N-
heterocyclic, and at least one of R6-R!0 is an optionally-substituted N-heterocyclic.

SAUL EWING
4. The compound of claim 1, wherein at least one of R? or R3 is an N-heterocyclic. ARNSTEIN

© Copyright 2017 Saul Ewing Arnstein & Lehr LLP & LEHR™




e Disclose to your Patent Manager

* They evaluate the technology to determine whether there is a
commercial need and the invention is potentially patentable

» They engage a patent attorney to work with you to develop and file a
patent application, usually a provisional application

» Before the one year deadline to convert, the Patent Manager and
outside counsel assesses the technology and any new data

e Again work with a patent attorney to prepare a PCT application

e Thirty months from the filing date of the provisional application, the
application is filed in the US and other countries

SAUL EWING
ARNSTEIN
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= - The Process

i

y
-

 Examined by patent examiner in each country

e Multiple office actions may be 1ssued rejecting the
claims

e Patent attorney works with you to develop
arguments and possible amendments to the claims
to overcome the rejections

SAUL EWING
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Claims
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The Process

 Notice of Allowance/Notice of Intent to Grant

e Issuance/Grant of patent with an enforceable patent
term of 20 years from the filing of the PCT or non-
provisional filing date

SAUL EWING
ARNSTEIN
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Filing Timeline
%—
* File a U.S. Provisional Application

* One year from that filing date, file in the PCT, or US
or both

* Thirty months from filing the provisional application
(thirty one 1n some countries), file in national phase
countries across the world

* Potentially can have issued patents in multiple
countries all claiming priority to the originally filed
. . . SAUL EWING
provisional application N
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i% Approx. Costs
- =
* U.S. Provisional Application $6,000 - $12,000

* PCT $10,000; US $8,000

 National phase countries across the world $50,000 -
$200,000

* Attorney prosecution and government filing fees for
one family could exceed $1,000,000

SAUL EWING
ARNSTEIN
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Application: Title “Compositions and Methods for treating a disease”
Priority: U.S. Prov Appl 61/911,911
PCT: PCT/US2008/012345

U.S. Patent No. 9,999,999
ISSUED June 2017
Filed: July 2010 (5 OA, 2 RCE)

DIV U.S. Appl. No. 15/555,555
—>| Filed: May 2017
PEMDING

AU Patent No. 2009111234
ISSUED

DIV AU Pat. No. 2015200201
ISSUED

CA Patent No. 2,007,007
ISSUED

EP Appl. No. 09 703 373.2
Resp to 2" OA: Nov 2016
PENDING

JP Pat. No. 5,666,777
ISSUED

CN Appl. No. 200987654312.1
Resp to 61 OA: Apr 2017

IN Patent No. 2345678
ISSUED

© Copyright 2017 Saul Ewing Arnstein & Lehr LLP

Arguments & Requests: Sep 2018
Oral Proceedings: Oct2018

Office Action:

3mo-Junl, 2018
6mo—5Sep1, 2018

DIV JP Pat. Appl. No. 2015-151459
5t .
3 Response to 1 OA: Sep 2016
ISSUED

CN Appl. No. 20170999888.3
PENDING
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Patent Application

* The Disclosure — all of the text, figures, tables,
etc. that disclose the invention and the manner
of making and using it

* The Claims — a precise recitation of the
invention, in numbered paragraphs at the end of

the application SAUL EWING
ARNSTEIN
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Claims
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Patentability

The claims are assessed by an Examiner to see if they satisfy the
following criteria:

eUtility and Non-natural [35 U.S.C. § 101]
*Novel [35 U.S.C. §102]
eNon-obvious [35 U.S.C. § 103]

*Claims are enabled by the specification as-filed [35 U.S.C.
§ 112]

*Claims satisfy the written description requirement [35 U.S.C.
§ 112] =

SAUL EWING
ARNSTEIN
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The Disclosure Dilemma
“PUBLIC DISCLOSURE” @

L
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Baltimore
Lockwood Place
500 East Pratt Street, Suite 900
Baltimore, MD 21202-3171
T:410.332.8600 * F: 410.332.8862

Chicago
161 North Clark
Suite 4200
Chicago, IL 60601
T:312.876.7100 « F: 312.876.0288

New York
555 Fifth Avenue, Suite 1700
New York, NY 10017
T: 212.672.1995 « F: 212.372.8798

Princeton
650 College Road East, Suite 4000
Princeton, NJ 08540-6603
T:609.452.3100 « F:609.452.3122

Boca Raton Boston
433 Plaza Real 131 Dartmouth Street
Suite 275 Suite 501

Boca Raton, FL 33432 Boston, MA 02116
T:561.962.4145 « F:954.962.4245 T:617.723.3300 ¢ F:617. 723.4151

Harrisburg
Penn National Insurance Plaza
Suite 1000 2 North Second Street, 7th Floor
Fort Lauderdale, FL 33301 Harrisburg, PA 17101-1619
T:954.713.7600 « F: 954.713.7700 T:717.257.7500 « F: 717.238.4622

Fort Lauderdale
200 E. Las Olas Blvd.

Philadelphia
Centre Square West
1500 Market Street, 38th Floor
Philadelphia, PA 19102-2186
T: 215.972.7777 « F: 215.972.7725

Newark
One Riverfront Plaza
Newark, NJ 07102
T: 973.286.6700 « F: 973.286.6800

Springfield Washington
808 South Second Street 1919 Pennsylvania Avenue, N.W.
Springfield, IL 62704 Suite 550

T:217.789.7959 « F:312.876.6215 Washington, DC 20006-3434

T:202.333.8800 + F:202.337.6065

Wilmington
1201 North Market Street
Suite 2300 « P.O. Box 1266
Wilmington, DE 19899
T: 302.421.6800 « F: 302.421.6813
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Chesterbrook
1200 Liberty Ridge Drive
Suite 200
Wayne, PA 19087-5569
T:610.251.5050 « F:610.651.5930

Miami
Southeast Financial Center
200 S. Biscayne Blvd., Suite 3600
Miami, FL 33131
T:305.428.4500 « F: 305.374.4744

Pittsburgh
One PPG Place
30th Floor
Pittsburgh, PA 15222
T:412.209.2500 « F:412.209.2570

West Palm Beach
515 N. Flagler Drive
Suite 1400
West Palm Beach, FL 33401
T:561.833.9800 * F: 561.655.5551
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