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What is Intellectual Property?

 A product of intellect that can have 

commercial value – with legal 

attributes

 Can encompass ideas, expression of 

ideas, business images, 

manufacturing products, processes 

and machines, goodwill, business 

methods, computer programs, and 

much more



Mechanisms for Protecting 

Intellectual Property Assets

Patent 

Trademark

Copyright

Trade Secret

Contract 

FDA Exclusivity



PATENT TRADEMARK COPYRIGHT

Covers? Functional or ornamental 

aspects of an idea

Name/symbol associated 

with product or service

Expression of an idea

How 

obtained?

Federal grant Federal registration Federal registration

Rights 

Granted?

Excluded others from:

- making

- using

- selling

- offering for sale

- importing

Exclude others from 

using confusingly similar 

trademark

Exclusive right to:

- reproduce work

- prepare derivative 

work

- distribute copies

- public performance

- public display

Term? Utility or plant –

20 years from  

filing

Design –

15 years from

issuance

10 years –

Renewable   

forever if in use

still

Life of author plus 70 years 

unless a work for hire



Source of U.S. Patent Law

 Patent Law is Constitutional Law
 Article I, 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 
 United States Code (U.S.C.), Title 35

 Administrative Rules 
 Code of Federal Regulations, Title 37  

 Rules of Practice – Manual of Patent Examining Procedure

 Bargain
 Term of Exclusivity in exchange for Description of Invention (and 

Ultimate Dedication to Public)



Inventorship

Who can apply for a U.S. Patent?

 Inventor(s) (or Applicant)

Who is an inventor?

Who owns a Patent Application or 

Patent?



Inventorship

“Inventorship” comprises a higher standard 

than “authorship”

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



Why is Inventorship Important?

Once a patent issues, its list of 
inventors is presumed to be correct

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

A patent failing to list all of the true 
inventors can be invalidated



Who owns a Patent Application 

or Patent?
Inventor(s)

35 U.S.C. 262

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.

Assignee

Duty to Assign



University Ownership Of Patents

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



Types of Patents

Utility Patents - functional features

Design Patents - ornamental features of
appearance

Plant Patents - new varieties of
asexually reproduced plants



Utility Patent Example



Compound Claim

Claim 1. A compound according to Formula I;

wherein:

R1, R2, R3, and R4 are each independently selected from the
group consisting of H, alkyl, alkoxy, halide, and alkylhalide
groups;

R5 is H or alkyl;

R6 is H, alkyl, or NR7R8, wherein R7 and R8 are each
independently selected from the group consisting of H and
alkyl; and

X is 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 I or a pharmaceutically

acceptable salt thereof:
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Medical 

Devices 

and 

Instruments



Device Claim





Diagnostic/ Prognostic 

Method Claims



Plant Patent Example



Design Patent Example



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



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 
 (e.g., protein markers correlating with increased risk of disease)

 Screening Methods
 “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.



Laws of Nature, Natural Phenomena, and/or 

Natural Products

 If so, does the claim recite something “significantly 
different”?
 Fact specific and developing area of law

 Non-naturally occurring 

 Fusion peptides?

 cDNA?

 New diagnostic tool

 New assay?

 New probe ?

 New Treatment Methodology

 Something more, extra solution activities



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) 

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

Purely procedural techniques



Exceptions to the Exception

Activities that do not constitute a 
“medical activity”

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

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

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



Statutory Requirements of 

Patentability

 Invention must be:
 Useful (“utility”)

 New (“novelty”)

 Not obvious

 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



Utility

Generally easy to meet

Can be an issue for early genomics  

inventions 

Nucleic acid or protein sequences with 

unknown function 



Novelty
 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 

inventor-derived disclosures; absolute novelty in 

most other countries



What is “Confidential 

Information”?
 Includes any information that, as disclosed, or

due to its nature, would cause a reasonable

person to know that it is confidential and

proprietary.

 Examples - trade secrets, ideas, inventions,

techniques, processes, procedures,

protocols, technical data, know-how, designs,

formulas, concepts, software, training or

service manuals.



What is Not Confidential 

Information?

 Information known or otherwise publicly disclosed

outside a company/university



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?



Preserving Novelty 

(and your patent rights)

A variety of devices to protect confidential
information:

 Don’t Tell!!!

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

 Label Confidential (e.g., grant applications)

 FILE FIRST!!!
-Communicate with your Office of Technology

Transfer



Nonobviousness

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

Proposed Subject Matter

Differences

Prior ArtPrior ArtPrior Art



Disclosure Requirements

Written Description 

Enablement

Best Mode

 The specification shall contain a written description of the 

invention, 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



Enabling Claim Scope

 Disclose representative number of examples

 Provide more  disclosure for unpredictable 

aspects 

 Realistic claim scope based on available 

evidence



The Enablement Double-Standard

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

 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)



When is a Discovery Ready for 

Pursuing Patent Protection?

Obviousness 

Earlier filing date limits prior art.

Enablement

Sufficient refinement necessary to 
sufficiently enable and describe.

Balance



Should You Patent Your Invention?

 Is the invention commercially valuable?
 Identify competition

 How active is the field?

 Does technology in the field evolve quickly?

 Can you police the relevant market?
 Can you identify infringers by examining literature and 

the appropriate marketplaces?

 Are effective remedies available?

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



Provisional Patent Application
 Attributes

 No examination

 Abandoned after 12 Months

 Basis for priority of Non-provisional application

 Requirements
 Identify as Provisional

 Specification complying with §112, ¶1
 “Adequate Disclosure”

 Purpose
 Secure a filing date

 Advantages
 Avoid Patent Bar

 Patent Pending

 Limit upfront patent application investment

 Disadvantages
 Delay

 Increase overall Patent Application Investment



 Attributes
 Document that may mature into a Patent

 Requirements
 Specification

 Enabling 

 Support all Claims

 Best Mode

 Drawings – if necessary to understand invention

 Claim

 Purpose
 Obtain patent protection

 Advantages
 Accelerate process of obtaining issued patent

 Patent Pending

 Limit overall patent application investment

 Disadvantages
 Risk of Negative Prior Art Surfacing

 Increase Upfront Patent Application Investment

Non-provisional Patent Application



Prosecution
What to Expect after an Application is Filed

 First Non-final Office Action 
 About 2-3 year after filing non-provisional

 §103 obviousness rejections common

 Additional Office Actions
 Final 

 Notice of Allowance

 Patent Issues
 About 3-5 years after filing non-provisional

 Maintain Patent



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



Rights of a Patent Owner



IP Checklist

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

Maintain invention confidentiality!!!

Carefully determine inventorship!!!

Do your due diligence!!!



Bottom Line

COMMUNICATE with your 

Office of Technology Transfer!

http://www.marshall.edu/tto/

(304) 696-4365



Thank You!

Terry L. Wright, J.D.

Stites & Harbison, PLLC

400 West Market Street

Louisville, KY 40202

502-779-5829

twright@stites.com

mailto:twright@stites.com
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