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Disclaimer

The information 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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Agenda

*Pre-litigation readiness

*Sending and responding to cease-and-desist letters

Fundamentals of litigation in the U.S.
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Pre-Litigation Readiness



Primer: What is Intellectual Property?

Intellectual property is a general term for categories of rights in intangible creations of the mind.

There are four main types of IP:

. Protect rights in useful inventions and discoveries, like compounds, methods of treatment, and
manufacturing processes.

. Protect commercially valuable confidential information, like business and financial plans,
formulas, recipes, and customer information.

Copyrights. Protect expressive works, like art, music, dance, and literature, and also software.

Trademarks. Protect product, service, and company identifiers, like brands, logos, and package designs.
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Trade Secret vs. Patent

Legal basis

Subject Matter

Disclosure
Duration
Acquisition

Enforcement

Reverse engineering

Examples

Cost

Common law, state and federal law

Any valuable, confidential information (formulas, processes,
know-how)

Kept secret; no public disclosure required
Indefinite, as long as secrecy is maintained
No formal filing; protect by maintaining secrecy

Against improper acquisition (e.g., misappropriation, theft)

Permissible (no misappropriation if obtained independently)

Proprietary synthetic routes, reaction conditions, purification
protocols

Generally lower (no filing fees, but costs for maintaining
secrecy & litigation if needed)

Federal law

Inventions that are novel, useful, and non-obvious (including
chemical compounds & methods)

Must disclose in patent specification in exchange for exclusivity
Limited (usually 20 years from filing)
Must file application with USPTO (or other patent offices)

Against anyone making, using, selling, or importing the patented
invention (strict liability)

Not allowed (even if reverse-engineered, infringes if covered by
valid patent)

Novel chemical entities, formulations, new reaction mechanisms,
or uses

Significant cost for patent application, maintenance, and possible
enforcement
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Checklist of Considerations

Big Picture

What is the end goal? Injunction, damages, a license, other competitive
advantages from litigation?

Identifying the IP
Patents v. Trade Secrets
Check your contracts

Co-Development agreements, APl agreements, University agreements,
Licenses (in and out), Individual confidentiality agreements, Individual consulting
agreements, Agreements with fact witnesses/mutual releases

Document Collection

Have key documents ready to be produced early in the litigation
Countersuits

Evaluate whether the defendant has any counterclaims against you
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Checklist of Considerations (cont.)

The Patents and Key Witnesses

Inventors, inventor interviews, prosecution history, ownership, claims for assertion, claim
construction issues, continuation and future applications

Key non-inventor witnesses, proper agreements in place for non-employees
Patent Challenges

Anticipation and obviousness, 112, inequitable conduct, inventorship, declaratory judgment
counterclaims

Experts
Retain your best experts before the other side does
Damages

If damages is your goal — thorough investigation into theory of damages, evidence to back it
up

Parties and Jurisdiction

Who do you sue? Where? Benefits of different venues?
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Being Prepared for Litigation as a Defendant

Patents

10

Know the patent landscape — do your due diligence
Have your own IP for offensive and defensive purposes

Good internal written policies and procedures regarding documenting
inventions, review of contracts before signing etc.

Document hygiene — remember that R&D docs may be produced later in a
litigation! Pay special attention to lab notebooks and key R&D
documents

Protection of attorney-client privileged communications

Raise issues with your IP litigation counsel when appropriate
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Being Prepared for Litigation as a Defendant

 Misappropriation requires acquiring the trade secret of another by

* Avoid the receipt of third-party confidential information unless/until
necessary

* Policies against receiving competitive trade secret information
e Care in hiring
 Keep R&D separate from competitive intelligence team

 When developing a close competitive product, documentation of
independent development / reverse engineering
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Case Examples

Casting a Wide Technology Net
REGENXBIO v. Sarepta & the 271(e) safe harbor
«  Where patented cultured host cells are not subject to FDA regulatory
approval, they are not a “patented invention’ under 271(e)(1)” and
safe harbor does not apply

FTO for Partners and Suppliers
Lonza v. Adva
* Preliminary injunction granted against Adva which made bioreactors
for point-of-care manufacturing of autologous cell therapies.
Customers of Adva would have been out of luck. A lawsuit directed
against a key vendor or partner could have major disruptive effects
without much recourse or ability to participate in litigation
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(5 GooDWIN



Case Examples (cont.)

Read the Contracts
AsymmetRx v. Biocare
+ When you are conducting diligence, it is essential that you make
sure any licenses of important IP provide those rights so that you'll
be able to assert the patents down the road if it is necessary.
Medicines Co. v. Hospira

« Contracts can create on-sale bar issues to invalidate a patent later.

Make sure your contracts won't invalidate your patent!

Know Your Partners
Fate Therapeutics v. Shoreline Biosciences
+ Make sure you look at the key individuals and the origins of the
technology, and investigating whether there may be claims of
trade-secret misappropriation

13
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Sending and Responding to
Cease-and-Desist Letters



Sending a Cease-and-Desist Letter
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Goals

Consider what you want — the recipient to license
the patent? Create a record for future suit (damages
or inducement)? Try and force a design-around?
Slow them down?

Timing

Notice letter can set the time frame for damages to
begin accruing.

Level of Detail

Balance between providing notice v. creating
declaratory judgment jurisdiction.

(5 GooDWIN



Sending a Cease-and-Desist Letter: Risks

If there is a “substantial case or controversy” between two parties, an
accused infringer can file a declaratory judgment action asserting that
the patent is not infringed, invalid, or unenforceable.

“All the circumstances” test for “substantial case or controversy”:

» The strength of any threatening language in communications

» Level of detail in infringement analysis

* Whether patent holder gave deadline to respond

» Prior litigation between parties

» Patentee history of enforcement

» Whether patentee identified specific infringing products

» Whether patentee’s threats caused recipient to change its behavior

Takeaway: Be careful that your cease-and-desist letters don’t cause
YOU to be sued in a declaratory judgment action.
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Sending a Cease-and-Desist Letter Risks: Case Examples

Notice Letters that DID confer declaratory judgment jurisdiction

Explicitly threatens litigation unless the recipient ceases specific allegedly infringing conduct.

Accused recipient of “likely selling other infringing products in the United States” and warned the recipient that the sender
“‘enforced its IP.”

Two letters: First identified patents and products. Second rejected recipient’s offer of 120-day standstill where neither party
would sue. Neither had a “statement of infringement, identification of specific claims, claim charts, prior pleadings or litigation
history, or the identification of other licensees.”

. Had an express statement that a party “has absolutely no plan whatsoever to sue”

Notice Letters that DID NOT confer declaratory judgment jurisdiction

. Letter that identified patent and product line without more.
. Letter framed primarily as an information-gathering request rather than an overt threat or affirmative assertion of rights.
. Offering a license without additional threats or demands.
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Sending a Cease-and-Desist Letter Risks: Notice
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35 U.S.C. § 287

If patentee is selling a product that practices the patent, can get pre-suit damages when product is
marked providing constructive notice to public, or when patentee provides actual notice to alleged

infringer.

Indirect infringement

Knowledge of patent + knew or should have known that third party’s acts were infringing the patent

Willfulness

Knowledge of patent + knew or should have known the conduct infringed the patent
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Sending a Cease-and-Desist Letter: Willful Infringement

After a finding of willful infringement, the court can
decide whether to award:

Enhanced Damages, 35 U.S.C. § 284

Courts may increase damages up to three times the
amount found.

Standard

* Objective recklessness — not required

» Subjective willfulness alone may warrant enhanced
damages

Lower burden of proof (preponderance of the evidence)
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Receiving a Cease-and-Desist Letter

Evaluate assertions in the letter — Do Not simply
ignore it

Non-infringement, invalidity, unenforceability
(opinion?)

Know your adversary

Potential options for response:

* File declaratory judgment action, administrative
challenge to patent validity

* Detailed response with reasons why the IP isn’t
applicable, or invitation to discuss license

« Short, little detail, “pound sand”

* No response at all
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Basics of Patent Litigation in the
United States



Key Venues for Intellectual Property Suits
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Federal courts handle most intellectual property
litigation.

The Patent Trial and Appeal Board (PTAB)
reviews certain patent validity challenges.
Damages and infringement are not raised here.

The International Trade Commission (ITC)
handles disputes where certain imported
products are accused of patent infringement or
being made via trade secret misappropriation.
Has been used more for life science companies
in recent years.

Each venue has unique advantages and
procedural rules.
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Stages of Litigation in U.S. District Court and ITC

23

Pleadings stage initiates the legal process with essential
documents laying out the parties’ positions of all claims
and defenses

Fact Discovery stage involves exchanging evidence and
information — this is where documents are collected and
produced to the other side, depositions occur

Expert Discovery is when each party’s experts exchange
expert reports, then the experts are deposed

Trial stage is where the case is presented in court to a
judge or jury

For District Court cases, it can be anywhere from 18
months to several years between pleadings and trial

ITC cases are very fast with institution to hearing (trial)
usually within 1 year or less
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Conclusion

Importance of Preparation Understanding Enforcement Litigation Avoidance
Preparation is crucial for life science A deep understanding of enforcement Avoiding litigation or minimizing damages
companies to effectively address potential mechanisms (and pitfalls) helps is oftentimes better than a win in litigation.
IP disputes and challenges. companies to protect their innovations Work with sophisticated counsel to

and intellectual property effectively. navigate asserting your IP, or responding

to threats of oth rting their IP.
Threats of litigation at different parts of 0 fhreats ot Gihers assering thelr

your company’s life cycle can be
disruptive, and even fatal
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Thank You

Please connect with us on Linkedln and reach out
with any questions or comments:

NDaughtrey@goodwinlaw.com
JWeinger@goodwinlaw.com



