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What Is Intellectual Property?

N A product of intellect that can have
commercial value — with legal
attributes

~Y

N Can encompass ideas, expression of
iIdeas, business images,
manufacturing products, processes
and machines, goodwill, business
methods, computer programs, and
much more
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Mechanisms for Protecting
Intellectual Property Assets

Patent
Trademark
Copyright
Trade Secret
Contract

FDA Exclusivity
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PATENT TRADEMARK COPYRIGHT
Covers? Functional or ornamental | Name/symbol associated | Expression of an idea
aspects of an idea with product or service
How Federal grant Federal registration Federal registration
obtained?
Rights Excluded others from: Exclude others from Exclusive right to:
Granted? - making using confusingly similar | . reproduce work
- using trademark - prepare derivative
- selling work
- offering for sale - distribute copies
- importing - public performance
- public display
Term? Utility or plant — 10 years — Life of author plus 70 years
20 years from Renewable unless a work for hire
filing forever if in use
Design — still
15 years from
iIssuance
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Source of U.S. Patent Law

Patent Law is Constitutional Law

N Article |, Section 8, Clause 8: “Congress shall have the power to ...
promote the Progress of Science and the useful Arts by securing
for limited Times to Authors and Inventors the exclusive Right to
their respective Writings and Discoveries”

Patent Act
N United States Code (U.S.C.), Title 35

Administrative Rules
N Code of Federal Regulations, Title 37
N Rules of Practice — Manual of Patent Examining Procedure

Bargain
N Term of Exclusivity in exchange for Description of Invention (and
Ultimate Dedication to Public)
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Inventorship

Who can apply for a U.S. Patent?
N Inventor(s) (or Applicant)

Who Is an inventor?

Who owns a Patent Application or
Patent?
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Inventorship

N “Inventorship” comprises a higher standard
than “authorship”

N Each “inventor” must make some
contribution to the conception of the
Invention

Requires more than a “bare idea”

Must be a particular solution to a problem at hand, not just a
general goal or research plan

Supplying background data or general information is not
enough

Merely following instructions of another in performing
experiments is not enough

STITES - HARBISON ».c

TTTTTTTTT




Why Is Inventorship Important?

N Once a patent issues, its list of
Inventors Is presumed to be correct

N The list of inventors can be corrected if
only through an inadvertent error and
not deceptive intent, a true inventor Is
not named Iin an issued patent

N A patent failing to list all of the true
Inventors can be invalidated
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Who owns a Patent Application

or Patent?

N Inventor(s)
35 U.S.C. 262

N In the absence of any agreement to the contrary, each of
the joint owners of a patent may make, use, offer to sell,
or sell the patented invention within the United States, or
Import the patented invention into the United States,
without the consent of and without accounting to the
other owners.

N Assignee
Duty to Assign
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University Ownership Of Patents

N Bayh-Dole Act — 1980

created uniform patent policy among
federal agencies funding research

allows small businesses and non-
profits, including universities, to retain
title to federally funded inventions

STITES - HARBISON ».c

TTTTTTTTT




Types of Patents

N Utility Patents - functional features

N Design Patents - ornamental features of
appearance

NPlant Patents - new varieties of
asexually reproduced plants

STITES - HARBISON ».c

TTTTTTTTT



Utility Patent Example

a2z United States Patent

Xie

US009655995B2

US 9,655,995 B2
May 23, 2017

(10) Patent No.:
@5) Date of Patent:

(54)

(71)

(72)
(73)

(*)

(21)

(22)
(65)

(60)

(51

(52)

(58)

NANOFIBER SCAFFOLDS AND METHODS
FOR REPAIRING DAMAGED CARDIAC
TISSUE

Applicant: Marshall University Research
Corporation, Huntington, WV (US)

Inventor:  Jingwei Xie, Chesapeake, OH (US)

Assignee: Marshall University Research
Corporation, Huntington, WV (US)

Notice:  Subject to any disclaimer, the term of this
patent is extended or adjusted under 35
U.8.C. 154(b) by 293 days.

Appl. No.: 13/743,147
Filed: Jan. 16, 2013

Prior Publication Data
US 2013/0183352 Al Jul. 18, 2013

Related U.S. Application Data

Provisional application No. 61/586,866, filed on Jan.
16, 2012.

Int. CI1.
AGIL 27/38 (2006.01)
AGIF 2/08 (2006.01)
(Continued)
Us. ClL.
CPC .......... AGIL 27/3882 (2013.01); A61F 2/68
(2013.01); AGIL 27/18 (2013.01); A6IL
27/227 (2013.01);
(Continued)

Field of Classification Search
CPC ... AGIL 2400/12; AGIL 27/18; A61L 27/24:
AG61L 27/32; AGLL 27/34; A61L 27/54;

(Continved)

(56) References Cited
U.S. PATENT DOCUMENTS

. 4351738
424/426

5843741 A * 12/1998 Wong et al. ..
2009/0081276 Al* 3/2009 Alsberg et al

(Continued)

FOREIGN PATENT DOCUMENTS

WO 2008070166 Al 6/2008

OTHER PUBLICATIONS

Khil et al., “Novel Fabricated Matrix Via Electrospinning for Tissue
Engineering”, 2003, Journal of Biomedical Materials Research, vol.
72, pp. 117-124.*

(Continued)

Primary Examiner — Michael B Pallay
(74) Attorney, Agent, or Firm — Stites & Harbison,
PLLC: Terry L. Wright

(57) ABSTRACT

Compositions are provided comprising a nanofiber scaffold
that is seeded with one or more relevant cells and has a
basketweave configuration that mimics the structure of a
tissue, such as a cardiac tissue. Methods for treating dam-
aged cardiac tissue in a subject are also provided and include
applying an effective amount of the composition to damaged
cardiac tissue. Methods for making nanofiber scaffold com-
positions are further provided and include electrospinning a
biodegradable polymer onto a mandrel to create a mat of
electrospun nanofibers, dividing the mat into nanofiber
strips; and weaving the strips into a nanofiber scaffold
having a basketweave configuration that mimics the struc-
ture of a tissue.

31 Claims, 15 Drawing Sheets
(12 of 15 Drawing Sheet(s) Filed in Color)




Compound Claim

Claim 1. A compound according to Formula I;
R, R,
NR, ]\ RN
Lok,
H R, R] H
wherein:

R, R,, R;, and R, are each independently selected from the
group consisting of H, alkyl, alkoxy, halide, and alkylhalide
groups;

R: is H or alkyl;

Re Is H, alkyl, or NR;Rg, wherein R; and Ry are each

mdependently selected from the group con3|st|ng of H and
alkyl; and

Xis O.
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Method of Treatment Claim

Claim 1. A method of treating a microbial
Infection in a subject in need of such
treatment...comprising administering to
the subject a compound according to
Formula | or a pharmaceutically
acceptable salt thereof:

R, R,
NR, | NR,
RG/Z(N O s O N)\RG
H R, R, H

STITES - HARBISON ».c

TTTTTTTTT




O
oo United States

oz Patent Application Publication 1o rub Mo US 200000023012 A1

Voar 1431 Fub, Daie: Jam, 28, 2010
(341 REVHCE ANDMETHOD TO FREVENST HIF Reelarcd 1.5, Applica o Deta
FRACTERE= E
100y ot g eoqial Spplicanin Mo, &G RN, Tiksd o Jul
I3, JimE
(75} Imvmicr Slichacl J. Vaor Louinille, KY

(L% bl arian 4 Lisllicanian [ ]
i#00 In i
oo ahe poe Adidesis AGLE S 7SS [edLe T
STTUVES & A RBISis M08 AR UACL . HllE SRS
A0 W NLARKET 51, SUTTE D ; AT

T
LOUVISVILLE. KY 401013351 {U5} =

& i boe B presorTtin abesa shall having
1. i

- P - P s o Do gl ondd @ s 5 i MR L]
(73 Asignee: II:I:::: Eﬁlrﬁi:.r:.lﬁ::i:.fl LE ergraginng, Tk neoril hiadl a1 the Tt evel. Thie shall i posi-
1%¢ -I ville, K 11751 k itoned in g hel eol o prodeiermined depis ina oo The hole
T "" CunTnds frein (R groned Drosoanmno 1o 1 kenora] besd ol the
Tearvar, sochi thot ehie Oisn eedl i paos ieamesd L Wi Semional besad

CHF Agppl e DL ) ared b s o 8 s iomed i e groster-irechamer The
kv i s orreabkal sibslantialy porpasliculir e lomg anis

and
nstruments

STITES - HARBISON ».c

ATTORNEYS




Device Claim

1. A device for preventing a hip fracture, comprising:

a shaft having a first end and a second end, wherein the
shaft is positioned in a hole of a predetermined depth in
a femur, which 1s characterized, in part, by a femoral
head, a greater trochanter, a femoral neck, and a femoral
shaft, said hole extending from the greater trochanter to
the femoral head, such that the first end of the shaft is
positioned in the femoral head and the second end is
positioned in the greater trochanter: and

an expanding means for engaging the femoral head at the
first end:

wherein the device is oriented along a generally horizontal

axis that 1s substantially perpendicular to a long axis of
the femoral shatt.
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Diagnostic/ Prognostic
Method Claims

1. A method for predicting a response that a subject to be
administered an erythropoietic agent would have to the
administered erythropoietic agent, the method comprising:

(a) providing a serum sample from the subject;

(b) measuring an amount in the sample of the peptide
consisting of SEQ 1D NO: 13;

(c) comparing the amount of the peptide in the sample to a
control level of the peptide;

(d) predicting that the subject will have a good response to
the erythropoietic agent when there is a measurable
increase in the amount of the peptide consisting of SEQ
ID NO: 13 in the sample as compared to the control
level; and

(e) administering an amount of the erythropoietic agent to
the subject based on the results of the predicting step (d).
wherein a differing amount ot the erythropoietic agent is
administered when the subject 1s predicted to have a
good response relative to the amount of the erythropoi-
etic agent administered when the subject 1s not predicted
to have a good response.
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Plant Patent Example

a2 United States Plant Patent

Coiner

LSO0PP16214P3

US PP16,214 P3
Jan. 24, 2006

(1 Matent No.:
45y Date of Patent:

(54)  HYBRID TEA ROSE PLANT NAMED ‘WIHY
NOT CHERISE?®

(500 Tatin Name: Rose hybrida
Varietal Denomination; Why Not Cherise?

(73)  Inventor: James W, Coiner, Ta Verne, CA(US)

(73)  Assignee: Coiner Norsery, Laverne, CA (LS)

(*) Nnfice: Subject to any disclaimer, the term of this
patent is extended or adjusted under 335
US.CO13A(0) by 124 days.

(21)  Appl. No.: 10/016,074

(22)  Filed: Iec. 5, 2001

(63) Prior Publication Data

US 200300060149 PL Jun, 5, 2003

1) It CL.
AT 5500 (2006.01)

...... I’I.7139

(38)  Field ot Classification Search . C PLLA130,
PIA136, 135, 139, 140
See application file for complete search history.

Primary Fxaniner Howard 1 Tocker
(74) Anarncy, Agent, or Firnr Cheistie, Parker & Tlale,
LLP

(57) ABSTRACT

Anew and distinet Hybrid Tea Ruse plant variety with dark
redl Hewers

1 Drawing Sheet

1

Classification: The present iovention relates 10 o Rosa
hyvhrida plant.
Varicty denomination: The new plant has the varietal

denomination *Why Not Cherlse?

BACKGROUND OF THE INVENTION

The present invention relates 1o a new and distinet varicly
ol rose plant af the hvbrid tea rose of the aenus Rosecene
which was created by crossing as seed and pollen parents
two (2) unkaown rose variches. The varietal denominaton
ol the new variety Is “Why Not Cherise?.

SUMMARY OF THLE INVENTTON
Amony the nowvel characteristics possessed by this new

variely which distinguishes it from other varicties of which
I am aware, 1% its dark red Howers,

Asexual reproducting by propagation by budding of the

new variely onto Dr Huey' rootstock as performed o

Wasco, Calilt shows that the Toregning and other distin-
guishing characteristics come true 1o form and are estah-
lished and transmitled through suceeeding propagations.

BRILE DESCRIPTION OF ILLUSTRATION

The accompanying, illustration shows typical specimens
ol the lowers and foliage of the new variety depleted in
color as nearly trug as it Is reasonably possible 1o make the
same 10 i colar tlusteation of this character.

DESCRIPTION OF THE NEW VARIETY

I'hie Tollowing is a detailed deseription ol 2-year budded
plants ol the new variety, with color terminolopy in aceor-
dance with The Royal THorticulural Society Colour Chart
(RALS.C.O). The tenminology used 1o eolor description
hereln relers to plate numbers o the alorsmentioned color
chart. Phenotypic expression may vary with light
availability, eovironmental and cultural conditians.

2

The following ohservations are made of specimens prown
outdoors in Wasco, Cald., ducing the month of November
budded on -Tir Tuoey ™ understock.

Plant:

Form.—Upright.

Graweh—\Very vigorous,

Size.  Teight about 5 feet; width about 3 feet

Nisewse resistonce. Cultivar exhibis average
resistance susceptibility 1o discase,

Fofigge.—Size: Terminal leallet lengih about 3 inchis;
width about 134 inches.

Onanddity. Usually 5 leafler leaves

Cedor New Toliage: Upper sicle near 14013; under sicle

near 1RZC
Mature foliage: Upper side near 147A; under side near
147

Shupe. Elliptic

Textire. Upper side smooth, semi-plossy; under sidle
malte.

fldge —Serrated.

Serrgifon. Sereale.

Petioles. Top suclace enlor near 1401, Under side
near 147¢

Stipedes.—Medium,

Adtriele—Small, slightly serrated.

Riechiv—Smouoth,

Wood:

New shoots. Bark: Smonth. Wond: Near 1371 with
anthoeyanin blush near 16A.

Ol wond —3ark: Smwooth, Wood: Near 1370,

Flowering sten.— ength about 18 [nches,

Winter hurdiness. Completely winter hardy.

DPreferred growing conditions. Tull sun.

Growth fubit. Upright

Lewvey per stenn—About 7,

prickl

about A e, randomly disteibuted, eolor near 2013,



Design Patent Example

United States Patent 19

Lucas et al,

]  Des. 264,109
[45] x4 Apr. 27, 1982

{54} TOY ACTION FIGURE

[?5] Inventors: George W. Lucas, San Anselmo;
Ralph McQuarrie, Los Angeles; Joe
Johnston, San Rafael, all of Calif.

§73] Assignee: Lucasfilm, Ltd., North Holiywood,
Calif.

[**] Term: 14 Years

[21] Appl. No.: 65,304

[22] Filed: Aug, 13, 1979
{51) Int. CL .

[52] U.S, CL
[58] Field of Searc

. D21—91
D21/150; D21/177
D21/150, 166, 171, 177,
D21/178

[56] References Cited
PUBLICATIONS

FAQ Schwarz,Spring-Summer, 1978, p. 13, Star War

Figures, top left figure.

Playthings, Jul., 1978, p. 21, lower left, Metal-Man.

Primary Examiner—Melvin B. Feifer
Attorney, Agent, or Firm—DBruce Schwab

[s7] CLAIM

The arnamental desizn for a toy action figure, substan-
tially as shown.

DESCRIPTION

FIG. 1is a front view of a toy action figure illustrating
the new design;

FIG. 2 is a right-side view thereof:

FIG. 3 is a left side view thereof;

FIG. 4 is a back perspective view thercof; and

FIG. 5 is a top plan view thereof.




Patent Eligible Subject Matter

“Anything under the sun made by man”

Patent Eligible

Non-Patent Eligible

Processes

Machines

Articles of Manufacture
Compositions of Matter

Methods of Doing Business**

Laws of Nature

Physical Phenomena
Abstract Idea

A Newly Discovered Mineral
A new Plant Found in the Wild
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Laws of Nature, Natural Phenomena, and/or
Natural Products

Focus of many recent court decisions (e.g.,
BRCA1/2)

Is the claim directed to one of the above?
Isolated DNA Molecules

Nucleic Acid Molecules encoding Polypeptides
Isolated Polypeptides

Diagnostic Methods
1 (e.g., protein markers correlating with increased risk of disease)
Screening Methods

1 “the relationships between concentrations of certain metabolites in the
blood and the likelihood that a dosage...of drug will prove ineffective ...”
is a law of nature.

2 20 2 2

]
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Laws of Nature, Natural Phenomena, and/or
Natural Products

If so, does the claim recite something “significantly
different™?

~

N Fact specific and developing area of law
N Non-naturally occurring
¢ Fusion peptides?
1 cDNA?
N New diagnostic tool
1 New assay?
1 New probe ?
N New Treatment Methodology
1 Something more, extra solution activities
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Medical Devices and the
Exception to Patent Infringement
Liability
Certain medical procedures are usually

not patented because of a broad

exception to the standard rule of liability
for patent infringement

35 U.S.C.§287 (c)

N Exempts medical practitioners and related
health care entities from liability with
respect to certain “medical activities”

N Purely procedural techniques
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Exceptions to the Exception

Activities that do not constitute a
“medical activity”

N 1) The use of a patented machine,
manufacture or composition of matter

N 2) The practice of a patented use of a
composition of matter

N 3) The practice of a patented
biotechnology process and/or the process
of making or using biological material
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Statutory Requirements of
Patentability

N Invention must be:
N Useful (“utility”)
New (“novelty”)
Not obvious

R
K
N Disclosure Requirements:

Teach how to make and use invention
(“enablement”)

Provide a written description of the invention

Disclose the best mode known by inventor for
practicing the invention
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Utlility

N Generally easy to meet
N Can be an issue for early genomics
Inventions

Nucleic acid or protein sequences with
unknown function
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Novelty

N The invention must be new (“novel”) as
compared with the “prior art”
Work by third parties as well as inventor’'s own
publicly disclosed work (i.e., non-confidential)

Inventor’'s own forward-looking statements in
previous publications can defeat novelty

In the US, limited one year grace period for
iInventor-derived disclosures; absolute novelty in
most other countries
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What is “Confidential

Information”?

N Includes any information that, as disclosed, or
due to its nature, would cause a reasonable
person to know that it Is confidential and
proprietary.

N Examples - trade secrets, ideas, inventions,
techniques, pProcesses, procedures,
protocols, technical data, know-how, designs,
formulas, concepts, software, training or
service manuals.
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What is Not Confidential
Information?

N Information known or otherwise publicly disclosed
outside a company/university




20 2 21 2 Z1 2

Confidential Information?

Journal articles?
Advertisements, and marketing literature?

Data on an internet site available to the general
public?

Grants?

A single copy of a dissertation catalogued in a
university library?

A poster presentation?
An oral presentation?
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Preserving Novelty
(and your patent rights)

A variety of devices to protect confidential
Information:
N Don’t Tell!!!

N Confidentiality Agreements (NDA) - prevent
third party from publicly disclosing
confidential information.

N Label Confidential (e.qg., grant applications)

FILE FIRST!!

-Communicate with your Office of Technology
Transfer

2
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Nonobviousnhess

A A A A

Differences

Prior Art Prior Art Prior Art

Public Policy: Should not burden the public with
patents for obvious variations (e.g., numerous
“thin” patents resulting in “patent flooding”)
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Disclosure Requirements

- Written Description
- Enablement
~ Best Mode

The specification shall contain a written description of the
iInvention, and of the manner and process of making and using it, in
such full, clear, concise, and exact terms as to enable any person
skilled in the art to which it pertains, or with which it is most nearly
connected, to make and use the same, and shall set forth the best
mode contemplated by the inventor or joint inventor of carrying out the
invention.

35 U.S.C. § 112
STITES - HARBISON s..c
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Enabling Claim Scope

Disclose representative number of examples

Provide more disclosure for unpredictable
aspects

Realistic claim scope based on available
evidence
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The Enablement Double-Standard

N An inventor must describe the invention in
sufficient detail so one skilled in the art can
make and use the invention without undue
experimentation

N HOWEVER, an invention may be anticipated
by prior art even if the invention was merely
disclosed without any supporting facts or data

(e.g., forward-looking statements)
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When is a Discovery Ready for
Pursuing Patent Protection?

Obviousness
N Earlier filing date limits prior art.

Enablement

N Sufficient refinement necessary to
sufficiently enable and describe.

Balance
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Should You Patent Your Invention?

N Is the invention commercially valuable?
ldentify competition
How active is the field?
Does technology in the field evolve quickly?

N Can you police the relevant market?

Can you identify infringers by examining literature and
the appropriate marketplaces?

Are effective remedies available?

N The patent system is not designed as a system
for recognition or reward of outstanding scientific
discovery or achievement
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Provisional Patent Application

Attributes

N No examination

N Abandoned after 12 Months

N Basis for priority of Non-provisional application
Requirements

N Identify as Provisional

N Specification complying with AL12, {1

1 “Adequate Disclosure’

Purpose

N Secure a filing date
Advantages
Avoid Patent Bar
Patent Pending
Limit upfront patent application investment
Disadvantages

N Delay

N Increase overall Patent Application Investment

20 2 2
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Non-provisional Patent Application

Attributes
N Document that may mature into a Patent
Requirements
N Specification
1 Enabling
1 Support all Claims
1 Best Mode

N Drawings - if necessary to understand invention

N Claim
Purpose

N Obtain patent protection
Advantages
Accelerate process of obtaining issued patent
Patent Pending
Limit overall patent application investment
Disadvantages

N Risk of Negative Prior Art Surfacing

N Increase Upfront Patent Application Investment

20 2 2
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Prosecution
What to Expect after an Application is Filed

First Non-final Office Action

N About 2-3 year after filing non-provisional
N ALO3 obviousness rejections common

Additional Office Actions
N Final

Notice of Allowance
Patent Issues

N About 3-5 years after filing non-provisional
Maintain Patent
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Rights of a Patent Owner

Right to Exclude others from Making, Using,
Offering for Sale, or Selling the patented invention
during the term of the patent.

Term - about 20 years from filing date.

Jurisdictional — a patent issued by Country A only
protects activities touching Country A, and does not
extend to activities within Country B.

NO grant of right to practice the patented invention,
and NO grant to practice the patented inventions of
others
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Rights of a Patent Owner

—
-
_—
Rl
—

}

I

il
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IP Checklist

N Keep good invention notebooks and
other records from the beginning for
proof of invention

N Maintain invention confidentiality!!!
N Carefully determine inventorship!!!
N Do your due diligence!!!
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Bottom Line

COMMUNICATE with your
Office of Technology Transfer!

http://www.marshall.edu/tto/
(304) 696-4365
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Thank You!

Terry L. Wright, J.D.

Stites & Harbison, PLLC
400 West Market Street
Louisville, KY 40202
502-779-5829
twright@stites.com
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