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Disclaimer

The information and contained in this presentation is provided for educational purposes only.  IT IS NOT 
LEGAL ADVICE.  

If you have fact-specific and/or substantive legal questions regarding patents, patent law, or any other topic 
covered by this presentation, PLEASE CONSULT AN ATTORNEY.
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The Unique Life 
Science Industry



Life Science Industry
• 30,000+ life science companies

• substantial overlap with biotech and pharma

• dedicating efforts to improve the lives of organisms 
‒ broad: humans and animals

‒ broad: oncology and speech therapy

• niches within the niche
‒ DNA sequencing technologies

‒ therapeutic modalities

▪ small molecule drugs, big molecules (antibodies), gene therapy, 
cell therapy, RNA therapy, oligonucleotides, etc.

‒ device modalities

▪ inhalers, injectors, implants, etc.  
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Life Science Companies: Value Drivers and Commercialization

Antibody

Bispecific antibody

Sequencing technology

Gene therapy

Oligonucleotide

AI platform for speech therapy

Plant based “meat”

Small molecule drug

Drug discovery assays

Molecular database
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Therapeutic 
Modalities



Substantial Commercialization Delay
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R&D (1-3 
years)

Man. 
(1-2 yrs)

• FDA Regulatory Approval 

• products: drugs (human and veterinary), biologics, medical devices, food and tobacco 
products

Usual commercialization timeline

Life Science commercialization timeline (w/ FDA approval)

Commercialization $$$$

R&D (4-8 years) Pre-clinic 
(1-2 years) Clinical trials (4-7 years) Commercialization $$$$
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IP Toolkit



What Is Intellectual Property?

• Intellectual Property (IP) are legal rights protecting “creations of the mind.”

– Owner has the right to exclude others from practicing their IP.

– Provides an incentive for innovators to create new works.

• Major categories of IP rights under US law:

– Patent

– Copyright

– Trademark

– Trade Secret
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The Patent Path v. Trade Secret Path
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• Major categories of IP rights under US law for Inventions:
– Patent
– Copyright
– Trademark
– Trade Secret

Patent Trade Secret



The Patent Path
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Patent

• A patent is the right to exclusively practice an invention.

• A patent is a social contract between the government and the 
inventor.

– patere (latin) = “to lay open”
– Inventor discloses their invention to the public
– Government grants inventor a limited monopoly.

• Patents are limited in lifespan and geography.

• Patents are not self-enforcing. Trade Secret



Requirements for a U.S. Patent
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• Utility (35 U.S.C. § 101)

• Novelty (35 U.S.C. § 102)

• Non-Obviousness (35 U.S.C. § 103)

• Adequate Disclosure (35 U.S.C. § 112)
– Written Description
– Enablement
– Definiteness



Patent Prosecution
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• Patent Prosecution is the process of obtaining a patent.

– Begins with a patent application, ends with an issued patent.

– U.S. patent applications are reviewed and issued by the USPTO.

• The patent examiner and the inventors’ counsel negotiate the scope of the claims:

Examiner
Reviews 
Claims

Attorneys
Amend Claims

Application
Filed



Critical steps in patent’s life
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Strategy Patent 
application 

filed at 
USPTO

Examinatio
n 

at USPTO

Issue as a
Patent

Survive a 
challenge



Patent hurdles to clear
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The Patent Path
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Patent Trade Secret

Patents
Filing with USPTO
Limited to ~20 years
Published
Comply with statutory requirements
Limited to geography
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The Patent Path and 
Profits



Patent Strategy Drives Profitability
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2024 2026 2028 2030 2032 2034 2036 2038 2040 20482042 2044 20462022 2050

R&D Start Clinical 
Entry

FDA 
Approval

Composition of matter (exp. 2044)

Total Sales

Patent Expiry

“Patent 
Cliff”

Pre-clinic 
(1-2 years) Clinical trials (4-7 years) Commercialization $$$$



Patent Strategy Drives Profitability

19

2024 2026 2028 2030 2032 2034 2036 2038 2040 20482042 2044 20462022 2050

R&D Start Clinical 
Entry

FDA 
Approval

Composition of matter (exp. 2044)

Formulation (exp. 2046)

Dosing (exp. 2050)

Total Sales

Patent Expiry

Pre-clinic 
(1-2 years) Clinical trials (4-7 years) Commercialization $$$$
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Patent Litigation



Slides on patent litigation????
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Basics of Trade Secret Law
Defend Trade Secrets Act of 2016 (DTSA)



What is a Trade Secret? – DTSA Definition 
[T]he term “trade secret” means all forms and types of financial, business, 
scientific, technical, economic, or engineering information, including 
patterns, plans, compilations, program devices, formulas, designs, 
prototypes, methods, techniques, processes, procedures, programs, or 
codes, whether tangible or intangible, and whether or how stored, 
compiled, or memorialized physically, electronically, graphically, 
photographically, or in writing if—

(A) the owner thereof has taken reasonable measures to keep such 
information secret; and

(B) the information derives independent economic value, actual or 
potential, from

(i) not being generally known to, and 

(ii) not being readily ascertainable through proper means by, 
the public.

18 U.S.C. § 1839(3)
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Examples of Trade Secrets 

• Source code, software and 
algorithms

• Formulae

• Recipes

• Manufacturing process or 
techniques 

• Invention

• Prototype

• Engineering notes

• Technical reports, and opinions

• Product blueprints, plans, and 
drawings

• Database compilations
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• Negative Know-How 
(knowledge that a certain 
approach doesn’t work)

• Customer lists

• Marketing information

• Competitive analysis

• Survey results

• Market predictions, analyses, 
or forecasts

• Pricing or financial information 

• Business strategies



What Does Trade Secret Protection Get You Practically?

1. Eternal protection*

2. Emergency right to pursue ex parte seizure orders

3. Court-ordered injunctions to prevent actual or threatened misappropriation

4. Reaches conduct that occurs outside of the United States

5. Powerful damages remedies including unjust enrichment and actual 
damages

6. Both punitive damages and attorneys’ fees available for “willful and 
malicious” misappropriation

7. Potential criminal liability 
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* (for as long as the trade secret remains secret)



Trade Secret Cases Are Grabbing Headlines
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What if an Invention is Reverse Engineerable?

Reverse engineering

process of developing or manufacturing a known product 
by “working backward” from its final form

• taking apart the known product

• using analytical methods to characterize the known 
product

If a third party can reverse engineer the known product 
without any misappropriation – no recourse under trade 
secret law
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Protecting the Secrecy of a Trade Secret

Employee Documentation and 
Procedures

Employment agreements

‒ Perpetual confidentiality 
obligations for trade secrets

Separation procedures and 
documentation

IP and security policy training

Annual certification
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Security Measures

Physical & IT security measures

‒ Written policies

‒ Roles-based access

‒ Control over work on company 
computers

‒ Passwords, firewalls, 
encryption, etc.

Confidential files and documents 
marked as such

Third-Party Interactions

Restrict physical access to 
manufacturing and other 
sensitive areas

Perpetual confidentiality 
obligations for disclosure of trade 
secret information (or do NOT 
disclose any!)

Practical Takeway:  Trade secret protection starts with thoughtful contracting 
and non-disclosure practices, IT security, and restricted access.



The Formula for Stating a Trade Secret Claim
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Access + Substantial 
Similarity

Practical Takeway:  Trade secret cases often start without “smoking gun” 
evidence of misappropriation.



Who Had Access to Your Trade Secrets?
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Former 
Employee Former Partner

Potential
Partner



What If You Have Access To Someone Else’s Trade Secrets

� Your former employer likely owns all company documents, even if you authored them.  Check 
your employment agreements.

� Use “clean teams” and “information walls” to protect your own R&D employees and efforts

� Document independent development, reverse engineering, and related investment

� Exercise care when crafting and signing non-disclosure agreements:  broad definitions of 
“confidential information” can result broad allegations of trade secret misappropriation

- Limits on the enforceability of “orally disclosed” trade secrets 

- Limits on allegations based on what people can remember (i.e., “residuals” clauses).
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Practical Takeway:  While trade secret law does not prevent employees from 
taking their “general knowledge, skill, and experience” with them, the dividing 

line is not always clear
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Thank you


