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Hﬂ What Every Startup Should Do?

* Consider Freedom-To-Operate

* Get Patents
* Fast
* Protect Against Post Grant Challenges

* Protect Against Trade Secret Litigation



H’ Why Freedom-To-Operate ?

* A 3rd party patent covering your intended commercial
product can stop you from selling the product

* No product, no revenue



Eﬂ Get Patents

* Pharma: Stop Generics

* Biotech: Stop Biosimilars

* Med Device: Stop Copiers

* Impress Investors & help funding

 Stop Potential Competitors



H’ Protect Against Post Grant Challenges

* Before the America Invents Act, your patent could only be challenged
by someone who is potentially infringing

* Today: Your patent can be challenged even if nobody is infringing
» Inter Partes Review
» Post Grant Review



Eﬂ Protect Against Trade Secret Litigation

Why should you care? Do you have action in place?

* Dr. Lee works at Company A

* Dr. Lee leaves Company A and comes to work for Company B

* Dr. Lee takes a file from his computer at Company A

* Dr. Lee saves the file onto his computer in his office at Company B

* Company A sues Company B for trade secret misappropriation,
alleging that the file Dr. Lee took from his computer at Company A
contained trade secrets



Eﬂ IP Strategy for Small Startup Biotech
Companies

1. High Value Patent Prosecution

2. High Value Freedom-To-Operate

3. Protecting Against Post Grant Challenges
4

. Protecting Against Trade Secret Challenges



Eﬂ High Value Patent Prosecution

1. High Value Patent Drafting

* Avoid Unnecessary Expenses
* Flexible Drafting

2. Continuation Practice



b

1. Excessively long invention disclosures
» except for experimental portion, disclosure should be about 2 pages or less

Unnecessary Expenses In Patent Applications

2. Long Background Sections

.
a avavyala ava i a a Aala a ) aa ava - - - a - ave a - - - ava )
U NS \J VV\ U NS \J A Y v U A A A \A \.J

{Chang - Med-ChemVol38,05-29-35)% "
Instead, put information in the detailed description without references
e.g. In some embodiments, X inhibitors may be effective in treating diseases related to Y.

Poor formatting: tables, chemical structures, use of symbol font
Poorly written experimentals
Too many claims — should target ~ 20 claims in US

o U&= W

Excessive back and forth between client and lawyers



Hn Maximizing Value-Avoid Excess Verbiage

* Many attorneys do not remove extra disclosure, such as boilerplate,
under the theory that “it cannot hurt.”

- Is this familiar to you: you give very little information to an attorney,
and the patent attorney come backs with a very long patent
application?

* However, extra disclosure can hurt in at least the following ways:

1. Extra cost

2. Prior art against later applications
3. Undesired claim construction

4. Complications in prosecution
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H’ Maximizing Value-Avoid Excess Verbiage

Extra Cost:
* Increased translation time - SSS
 Potential increased attorney time - $SS

* Increased cost to client - YOU

Translation Fee:

Pages in Application: 250
Translation into Chinese: approximately $20,000
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High Value Patent Drafting

. Simple claiming

e Simple claims are less expensive, and less likely to contain
mistakes

. Rich descriptions

* It is much less expensive to put very extensive descriptions
into the specification, and build flexibility into the
application
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2. A compound having the Formula 1A%

1a!

0

or a pharmacentically acceptable salt thereof, wherein:

R! is selected from the group consisting of (C,-Cy)
cycloalkyl. (4- to  10-membered)-heterncyeloalkyl,
(Cy=C praryl and (5- to 14-membered jheteroaryl, and,
where chemically permissible, the (C,-Cleyeloalkyl.
(4-to 10-membered fheteracycloalkyl, (C,-C, laryl and
(5= to 1d-memberedjheteroary] moiet re optionally
substituted with one 1o three R?;

when present, each R is independently selected from the

group consisting of halogen, oxo, cyano, hydroxy.

SF.. nitro, optionally substituted (C,-CJalkyl,
aptionally substituted (Co-Cglalkenyl, optionally sub-
stituted (C,-CJalkynyl, aptionally substitued (C -C,)
alkylthio, optionally  substituted  (C)-Cjalkoxy,

N(R* IR, NR*WC—(DR). Cl=UNRY)
(R%), —C(—O—0—NR*}R), —C—01—R*,

C{=—0) OR*, and aptionally substituted (C4-Cy)
cycloalkyl;

when present, each R is independently selected from the
group consisting of halogen, cyano, hydroxy, —5SF.,
nitro, optionally substimited (C-C Jalkyl, optionally
substituted (C,-CJalkenyl, optionally substituted (C.-
Colalkynyl, optionally substituted (C,-Cj)alkylthio,
aptionally  substituted (C-CJalkoxy, — N{RVWRY),

N{RHC—=(O)R"), Cl—0)(RFNR7),
C{—0)—O—NR" IR C(=0)—R*,  and
C{—0)—0RY,

R* and R™ are each independently selected from the group
consisting of hydrogen. and optionally substituted (C, -
Celalkyl:

R® and R” are each independently selected from the group
consisting of hydrogen, optionally substitmed (C-C.)
alkyl. {C,-Cyleyeloalkyl, (4- to 10-membered)hetero-
eyeloalkyl. (Cy-C,Jaryl, and (5- to 10-membered jhet-
eroaryl, and where chemically permissible, the (C,-Cy)
cycloalkyl, -(4- to  10-membered heterncycloalkyl,
(Co-C praryl, and (5- to 10-membered)heteroaryl are
optionally substituted with one to three RY; or

R® and R” taken together with the nitrogen to which they
are attached form a (4- 10 10-membered heerocy-
cloalkyl, and where chemically permissible, the {4- to
10-membered)-heterocycloalkyl is optionally substi-
tuted with one io three R,

when present each R? is independently selected from the
group consisting of halogen, oxo, cyvano, hydroxy,
SF.. nitro, optionally substituted (C,-C;Jalkyl,
aptionally substinuted (C5-C alkenyl, optionally sub-
stituted {C,-Cglalkynyl, optionally substitted (C,-C,)
alkylthio, optionally  substituted  (C}-Cgjalkoxy,

Simple Claiming

N(RFHR), N(R*HC={OJR), Cl=0),{R%)
(R7), —C(=0)—O—N{R*NR), —C(—=0)—R*, and
(=0} 0ORY,
when present each R” is independently selected from the
group consisting of halogen, oxo. cyane, hydroxy,
—=8F.. nitro, optionally  substitmed  (C,-Clalkvl,
optionally substituted (C,-CJalkenyl. optionally sub-
stituted (C,-CJalkynyl, optionally substimted (C,-C,)
alkylthie, optionally  substinted () -Calkoxy,
N(RFHR®), NRIC—={OJR®), —C(—0)N(R")
(R*). —C(=0)—0—NR"WR"). —C(=0)—R", and
C[—0)—0R"; and
b 15 represented by an integer selected from 0 or 1.

A compound represented by a formula:

R1

N We

) would

e VR P draft

R3/ this
way.

or a pharmaceutically acceptable salt thereof;

wherein a dashed line represents the presence or absence of a bond;

R!is an optionally substituted Cs.10 carbocyclic group or an optionally substituted Cs.14 hetercyclyl group;

R? and R? are independently R?, an optionally substituted Cs.10 carbocyclic group, or an optionally
substituted Cs.14 hetercyclyl group;

R*is F, Cl, Br, I, CN, OH, -SFs, NO,, C1.6 hydrocarbyl, -OR?, -SR?, -NR?R, -NR*CORP, -CONR?R®, -COONR®R?, -

COR?, -CO;R?;
each R? and R® is independently H or optionally substituted Cisalkyl;

andaisOor1.
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Hﬂ Flexible Description

* Focus description, with both breadth and detail, on what you
have done or are likely to do in the next 18 months

* Devote little or no description to technology that you are
unlikely to work on in the next 18 months

14



H’ Avoid Excess Verbiage

Prior art against later applications

Early disclosure can be used as prior art against a later application:

Example-Formulations:
e.g. drug delivery system
 Compound A is invented in 2010. Although the inventors were not using

compound A in drug delivery system X, Application disclosed drug delivery
system X for use with compound in Application 1 filed in 2010.

* In 2017, it was discovered that drug delivery system X is really useful with
Compound A.

* Now Application 1 is prior art against any new application filed in 2017.

15



Hﬂ Preparing A Flexible Specification

Common Practice:

In a further aspect, the present invention relates to a formulation comprising from about 0.05 mg to about 15 mg trans-
1{4-[2-[4-(2,3-dich|or0ﬁ enyI)-p(iferazin-1-y|]-ethy|]-c¥clohex 1}-3-,3-dimethyl-urea, or a pharmaceutically acceptable
salt thereof, wherein the single dose administration of formulation provides an in vivo plasma profile comprising (i) a
mean C__ of less than about 26.3 ng/mL, (ii) a mean AUC, ; ¢, of more than about 2 ng.hr/mL and (iii) amean T__, of
about 3 or more hours. For example, the formulation provides an in vivo plasma profile comprising (i) a mean C,__, of less
’F]han about 22.5 ng/mlL, (ii) a mean AUC, ¢, of more than about 3 nghr/mL and (iii) a mean T, of about 3 or more

ours.

In one embodiment, the formulation comprises about 0.1 mg trans-1{4-[2-[4-(2,3-dichlorophenyl)-piperazin-1-yl]-
ethyl]cyclohexyl}-3,- 3-dimethyl-urea, or a pharmaceutically acceptable salt thereof, wherein the single dose
administration of formulation provides an in vivo plasma profile comprising (i) a mean C__, of less than about 0.2 ng/mlL,
#ii) a mean AUC, ; . of more than about 2 ng.hr/mL and (iii) a mean T, _, of about 3 or more hours. For example, the
ormulation provic?es an in vivo plasma profile comprising (i) a mean C_,, of less than about 0.2 ng/mL, (ii) a mean AUC,_
i~in Of more than about 3 ng.hr/mL and (iii) a mean T, ., of about 3 or more hours.

In one embodiment, the formulation comprises about 0.25 mg trans-1{4-[2-[4-(2,3-dichlorophenyl)-piperazin-1-yl]-
ethyl]-cyclohexyl}-3- ,3-dimethyl-urea, or a pharmaceutically acceptable salt thereof, wherein the single dose
administration of formulation provides an in vivo plasma profile comprising (i) a mean C_,, of less than about 0.5 ng/mL,
#ii) a mean AUC ., of more than about 5 ng.hr/mL and (iii) a mean T, ,, of about 3 or more hours. For example, the
ormulation provides an in vivo plasma profile comprising (i) a mean (f?nax of less than about 0.4 ng/mL, (ii) a mean AUC,_
of more than about 7 nghr/mL and (iii) a mean T, _, of about 3 or more hours.

infin
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Hﬂ Preparing A Flexible Specification

Better Practice:

In some embodiments, a formulation comprises trans-1{4-[2-[4-(2,3-dichlorophenyl)-
piperazin-1-y|]-ethy|L—cycIohexyI -3-,3-dimethyl-urea, or a pharmaceutically acceptable salt
thereof (referred to herein as a “subject compound” for convenience). Any therapeutically
effective amount of a subject compound may be used, such as about 0.05-15 mg, about

0.1 mg, or about 0.25 mg. (More ranges are desirable)

With respect to formulations comprising a subject compound (referred to herein as a
“subject formulation” for convenience), in some embodiments the formulation provides a
mean C,_ . of less than about 26 ng/mL, less than about 23 ng/mL, less than about 0.5
ng/mL, fess than about 0.4 ng/mL or less than 0.2 ng/mL. (More ranges are desirable)

(Sjome IS:;lIJb)jECt formulations provide a mean T, , of at least about 3 hours. (More ranges are
esirable

Some subject formulations provide a mean AUC,, ... of at least about 3 ng.hr/mL, at least

about 5 ng-hr/mL, or at least about 7 ng-hr/mL. (More ranges are desirable)

17



H’ Continuation Practice

* First Patent: $10-20K or more
 Continuation Patent: likely to be $1-5K
* Very useful to strengthen against challenge

* If you want 40 claims, two patents with 20 claims each are
likely to be cheaper than one patent with 40 claims

18



H’ High Value Freedom-To-Operate

* Timing and investment considerations
* Doing your own searches

e What not to write

19



H’ High Value Freedom-To-Operate

A. Timing and investment considerations
 Written FTO can be $20-30K or more
* Written documents are risky for law firms = much more expensive

* Could do a limited search with an oral report for far less (S3-6K
depending upon extent of search)

B. Doing your own search

* Understand the difference between a patent and a patent
publication

 Managing your lawyer’s time
 What not to say

20
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Doing your own searches

. Use PTO and WIPO database
. For structure searching, may need to use SciFinder

. There are commercial searching firms that will do a

search as well

. Determine whether you think any patents may be a

problem

. Bring your search results to your patent attorney

21



USPTO Database

http://appft.uspto.gov/netahtml/PTO/index.html

@ htp; /appft.uspto.gov/netahtml/PTO/index.htm|

atft » Page 1 of 1

Edit View Favorites Tools Help

LMS+ Time Entry € Surface ¥

R United States Patent and Trademark Office

An Agency of the Department of Commerce

Patent Full-Text Databases

PatFT: Patents

Full-Text from 1976

Quick Search
Advanced Search
Number Search

View Full-Page Images
PatFT Help Files

PatFT Status, History
PatFT Database Contents

Report Problems

<< BOTH SYSTEMS >>

The darabases are operating normally.

Notices & Policies

How to View Images

Assignment Database
Public PAIR
Searching by Class
Sequence Listings

Attorneys and Agents

AppFT: Applications

Published since March 2001

Quick Search
Advanced Search
Number Search

View Full-Page Images

AppFT Help Files
AppFT Status, History

Report Problems
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http://appft.uspto.gov/netahtml/PTO/index.html

WIPO Database

https://patentscope.wipo.int/search/en/structuredSearch.jsf

' £] https://patentscope wipa.int/search/en/structuredSearch.jsf ~ @ World Intellectual Prope... & Search...

WIPO - Search International a... * |

: Edit View Favorites Tools Help

) LMS+ Time Entry &) Surface ¥ a-
= B Mobile | Deutsch | Espariol | Frangais | B33 | £11 0| | Portugués | Pycciuia | 537 | 4l |
WIPO é PATENTSCOPE
_—_‘,.-" Search International and National Patent Collections
WORLD INTELLECTUAL PROPERTY ORGANIZATION
Q search  Browse | & Translate | ¥ News a e
Home » IP Services » PATENTSCOPE
Field Combination «
Front Page v | = @
AND * | WIPO Publication Number v | = ®@
AND « | Application Number v | = ®
AND ~ | Publication Date v| = @
AND ~ || English Title - = ®@
AND ~ || English Abstract v = @
AND ~ || Applicant Name v = ®@
AND = | International Class v | = ®
AND ~ | Inventor Name | = @
AND ~ || Office Code v = @
AND ~* | English Description v | = ®
AND ~ | English Claims v | = @
AND Inventor Name - Is Empty: @ N/A O ves O No
AND Licensing availability = |:|
Language: English - Stem: E Office: + All

(+) Add another search field | (-) Reset search fields Tooltip Help[ ]| Q Ssearch Reset


https://patentscope.wipo.int/search/en/structuredSearch.jsf
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a9 United States

1

33A

a2y Patent Application Publication o) Pub. No.: US 2019/0099433 A1

DELAVENNE et al.

(43) Pub. Date: Apr. 4, 2019

(54) ANTIBACTERIAL USE OF HALOGENATED
SALICYLANILIDES

(71) Applicant: Union Theapeutics A/S, Hellerup (DK)

(72) Inventors: Emilie Flora Aurore DELAVENNE,
Le Mans (FR); Daniel Jean Jacques
SIMON, Seborg (DK); Morten Otto
Alexander SOMMER, Virum (DK);
Rasmus Vendler TOFT-KEHLER,
Kobenhavn o (DK)

(21) Appl. No.: 16/125,511

PCT

Publication Classification

(51) Int.CL
AGIK 31/609 (2006.01)
AGIP 17/00 (2006.01)
AGIP 31/04 (2006.01)
AGIK 9/00 (2006.01)
AGIK 4726 (2006.01)
AGIK 47/14 (2006.01)
AGIK 47/10 (2006.01)
AGIK 9/06 (2006.01)
(52) US.CL
CPC oo, AGIK 317609 (2013.01); AGIP 17/00

(2018.01); AGIP 31/04 (2018.01); A6IK 9/06
(2013.01); A6IK 47/26 (2013.01); AGIK 47/14
(2013.01); A6IK 47/10 (2013.01); A6IK

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

World Intellectual P =
T remivation T 00 0 TS0 0O
International Bureau -/ (10) International Publication Number
(43) International Publication Date / WO 2018/132742 A1l
19 July 2018 (19.07.2018) WIPO ! PCT

(51) International Patent Classification:
HOIL 23/66 (2006.01) HOIL 25/07 (2006.01)
HOIL 23/552 (2006.01) HOIL 23/498 (2006.01)
HOIL 23/485 (2006.01)

(21) International Application Number:

PCT/US2018/013628

(22) International Filing Date:

(72) Inventors: GIBB, Shawn R.; 10336 Remembrance Trail,
Huntersville, North Carolina 28078 (US). AICHELE,
David; 9511 Cennetta Ct., Huntersville, North Caroli-
na 28078 (US). VETURY, Ramakrishna; 11544 Dart-
ington Ridge Lane, Charlotie, North Carolina 28262
(US). BOOMGARDEN, Mark D.; 10119 Compton Lane,
Huntersville, North Carolina 28078 (US). SHEALY, Jef-
frey B.; 18102 Bear Track Drive, Davidson, North Carolina

a2 United States Patent

Marron

Patent Versus Patent Publication

us MR TR AR
US 201900994

US 10,000,000 B2
Jun. 19, 2018

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

(54) COHERENT LADAR USING INTRA-PIXEL
QUADRATURE DETECTION

(71)  Applicant: Raytheon Company, Waltham, MA
(Us)

(72) Inventor: Joseph Marron, Manhattan Beach, CA
(US)

(73) Assignee: Raytheon Company, Waltham, MA
(Us)

(56) References Cited

U.S. PATENT DOCUMENTS
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Is a Patent - You Could Infringe

Not a Patent, You Cannot Infringe - But Might Need to Monitor
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Hﬂ Managing your lawyer’s time

If you think a patent might be a problem, ask a very narrow
question for your patent attorney to answer:

e.qg. “If we make compound X, is it likely that we literally infringe
Patent 9,999,9997?”

Open ended questions increase costs.

- Make it clear that you are not interested in attorney doing any
additional FTO at this time.

- Tell your lawyer you understand that there may be other patents out
there, but that you are only concerned about this one at this time.

25



Hﬂ What Not To Say

AS A GENERAL RULE, NEVER WRITE DOWN BAD NEWS

* Best to have any discussion of FTO orally without any written record

* If you must have a written record, say something like:
- “Patent 9,999,999 should be examined more closely to determine its scope”

* What not to say:
- Any admission that you infringe any patent, e.qg. Doing X would infringe patent
9,999,999.

- Any admission that anything is not patentable, e.qg. We cannot patent compound
X because Jones makes it obvious.
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H’ Protecting against Post Grant Challenges

Scope

e Before Inter Partes and Post Grant Review, the Patent Owner
chose whether to bring a lawsuit and risk a challenge to a patent

* Broad claims were safe unless Patent Owner decided to risk the
claims

* Now, any party can challenge any patent that it wants

27



Eﬂ Advantages of Narrow Scope

The Actual Patent Claim subj

ect to Post Grant Review:

* A method of treating disease X, comprising orally administering
Compound A to a human being in need thereof, wherein the human being
receives about 80 mg to about 500 mg of Compound A within a period of

six months.

There were three players in this space, our claim covered all three:
 Company M: For disease X, would have used 100 mg within a period of six months
* Our client: Targeting about 300 mg within a period of six months
 Company T: Targeting about 480 mg within a period of six months
e Company T challenged the patent

28



Hﬂ Advantages of Narrow Scope

Instead to have 3 separate patents

1. A method of treating disease X, comprising orally administering Compound A to a
human being in need thereof, wherein the human being receives about 80 mg to about
250 mg of Compound A within a period of six months.

- Covers Company M’s Product

2. A method of treating disease X, comprising orally administering Compound A to a
human being in need thereof, wherein the human being receives about 250 mg to about
350 mg of Compound A within a period of six months.

- Covers Client’s Product

3. A method of treating disease X, comprising orally administering Compound A to a
human being in need thereof, wherein the human being receives about 350 mg to about
500 mg of Compound A within a period of six months.

- Covers Company T’s Product

does not risk the entire scope

* Taken together, the coverage is the same as the single patent, but challenging one patent
* PGR against Patent covering Company T’s Product, but Client’s other Patents not at risk.

29



Hn Protecting Against Post Grant Challenges

A. Quantity
* Each patent has to be challenged individually

* More patents mean more opportunities to maintain a valid patent

B. Continuation

 When patents are challenged, can get new patents that address
weaknesses in the patent.
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Ha Protecting Against Trade Secret Litigation
(do you have right policy in place?)
* Need Stringent Controls

* Don’t allow new employees to download files onto company
computers

* Before starting employment, tell new employees not to
remove any files from the computers at work without
permission from their current employer

* Interview new employees to insure compliance
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Save Money
O
h ‘ (Dos & Don’ts)

Dos

* Draft short patent application

* Do your own prior art search /

e Consult patent attorney for overall IP portfolio strategy To focus on
 Aim for multiple patents high valve IP

Protect against PGR & Trade Secret Litigation

Don’ts o Don’f focus on
e Draft long patent application .
_ saving money
* Not consult patent attorney for overall IP portfolio strategy only
* Have lawyer do extensive search and/or FTO for you K /

* Aim for single patent
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