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What is a Medical Device?

* Instrument, apparatus, implement,
machine, contrivance, implant, in |
vitro reagent, or other similar or N
related article that is intended to:

1) Diagnose disease or other
conditions,

2) Cure, mitigate, treat, or prevent
disease, or

3) Affect the structure or function of
the body

e Class I, Il, and Ill devices
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What is Intellectual Property?

A category of intangible rights
protecting commercially valuable
products of the human intellect,
In a concrete or abstract form.

Black’s Law Dictionary (11t ed. 2019)

Trademark

FISH.
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Legal Considerations for Medical Device Startups

* Intellectual Property — Patents

« Patent prosecution
« Patent litigation

 Non-patent IP
* |P agreements

* Regulatory
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What I1s a Patent?

 Alimited monopoly granted by the government over the rights to prevent others from: making,
using, offering to sell, selling, or importing the invention(s) claimed in the patent.

» Any “useful process, machine, manufacture or composition of matter, or any new and useful
improvement thereof” that meets statutory requirements of
* subject matter eligibility,
* novelty, and

e nonobviousness

 Limited Term — 20 years for utility and plant patents; 15 years for design patents, in exchange for
a description on how to make and use the claimed invention

« Territorial — must obtain patent in every country where protection is desired.
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§101: The Statutory Subject Matter Requirement

. Ir?_ve_gltion must fall into a category that Congress deemed patent
eligible.

Patent eligible NOT eligible:

\/ Process (or method) x Product of Nature

\/ Machine x Laws of Nature

‘/ Manufacture x Natural Phenomena

‘/ Composition of matter x Abstract Ideas

FISH.
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§102: The Novelty Requirement

Public Disclosure and Grace Period

 An inventor’s public disclosures will not preclude a patent in the U.S., unless the patent
application is filed within one year of the disclosure.
« AKAthe “grace period”
« Aninventor’s public article and speeches are not prior art if made within one year of patent application.

« File a patent application sooner rather than later

 Typical bar date triggers:
« Journal articles
* Product release brochures
« Conference presentations, abstracts
» Disclosures not protected by non-disclosure agreement (NDA)
» Website postings
« Selling/Offering for sale (even under a secrecy agreement)
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§103: The Non-obviousness Requirement

« Even if novel, an invention is not patentable if it differs from the prior art only by
way of an “obvious™ modification.

« “Obvious” means obvious to a person of ordinary skill in the art at the time the
Invention was made.

« Careful not to use “obvious” in writing as this word carries a lot of weight and can come back
to haunt you in litigation

« Keeps inventor from claiming something that is not inventive over something
belonging to the public or someone else.

« Highly subjective.
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Types of Patent Applications

* Provisional (Utility only)
* Non-provisional Application
Utility & Design
« Continuation
Divisional
« Continuation-in-Part

Plant

« Patent Cooperation Treaty (PCT) application
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Utility Patents

Improved Device

1. A menstrual cup, comprising:
a rim having an upper portion, a lower portion, a
first end, a second end, and an exterior surface,
the rim defining a first lip adjacent the upper portion, the
first lip extending along the exterior surface of the rim,
the rim comprising silicone; and
a receptacle disposed adjacent and attached to
the lower portion of the rim, the receptacle defining
an interior surface, the interior surface comprising a textured
pattern, the receptacle comprising silicone, wherein a slope
of a first end of the receptacle adjacent to the first end of
the rim is less than a slope of a second end of
the receptacle adjacent to the second end of the rim;
wherein the first end of the rim extends away from
the receptacle.

US 10,888,450
Menstrual cups and methods of use
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Design Patents

Ornamental appearance of the design

“I claim the ornamental design for
a menstrual cup, as shown and described.”

FIG. 1 FIG. 1 FIG. 2

D837980 D746452 D832438
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Patent Prosecution - Example

» Applicant Files Nonprovisional Utility Application with the U.S. Patent & Trademark Office (USPTO)
» Application Publishes ~ 18 months after earliest filing date

« First Non-final Office Action Issues ~ 6-24 months after filing

USPTO performs a prior art search

Provides reasons for rejections, objections, or other required action

* Reply to First Office Action Submitted ~ 3 to 6 months after receiving office action

Applicant addresses each ground of rejection with arguments, factual evidence, and/or amendments to the claims, figures, and/or specification, as
appropriate

« §§101, 102, 103 Rejections — Are the claims directed to eligible subject matter? Do they fall under an exception? Are all elements of the claims found
in one prior art reference? Are the claims obvious in view of one or more prior art references?

+ §112 Rejections — Are the claims clear? Are they supported by the written description?

* Final Rejection Issues ~ 2 to 6 months

* Provides response to Applicant’s arguments, provides reasons for remaining issues

« After Final Response Submitted

 Notice of Allowance Issued
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U.S. Patent Litigation Timeline

« Average time to trial in U.S. District Court: 25.9 months
Year One -

Pleadings,
Motions on Pleadings

Contentions, Fact Discovery

Claim Construction

Year Two =

Fact Discovery (cont.)
Expert Discovery

Dispositive Motions

=)
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Complaint

* [nitiates lawsuit

e Must put accused
Infringer on notice of the
alleged infringement
» Often done through a

claim chart

« Defendant responds:

 Answer

 Motion to dismiss
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Case 1:20-cv-00361-UNA  Document 1 Filed 03/13/20 Page 1 of 50 PagelD #: 1

IN THE UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF DELAWARE

SPEYSIDE MEDICAL, LLC
Plaintiff,

V. Civil Action No.

MEDTRONIC COREVALVE, LLC;
MEDTRONIC, INC. and MEDTRONIC PLC,
Defendants. DEMAND FOR JURY TRIAL

COMPLAINT

Plaintiff Speyside Medical, LLC (“Speyside Medical™), for its Complaint against
Defendants Medtronic Corevalve, LLC; Medtronic, Inc; and Medtronic PLC {eolloctively,
“Medtronic™), hereby alleges as follows:

FPARTIES

L. Plaintiff Speyside Medical is a limited liability company organized under the laws
of Delaware with a place of business at 392 Rosso Court, Pleasanton, Califomnia 94566,

2 Upon information and belief, Defendant Medtronic Corevalve, LLC is a limited
liability company organized under the laws of Delaware with a place of business at 3576 Unocal
Place, Fountaingrove, Santa Rosa, CA 954031, Upon information and belicf, Medironic
Corevalve, LLC has designated Corporation Service Company, 251 Little Falls Drive,
Wilmington, DE 19808 as its registered agent for servioe of process.

i Upen information and belief, Defendant Medtronic, Inc. is a corporation

organized under the laws of Minnesota with a place of business at 710 Modironic Parkway,

The “118 Patent

Medtronic Marketing Materials

1. A method for replacing a
patient’s native aortic heart
valve in a heart, the method
COMPIISIng

Without conceding whether the preamble is a limitation of this
claim, the quotation and images below, as well as Medtronic’s
description of the Accused Products on its website, show that use
of the Acensed Products includes a method for replacing a
patient’s native aortic heart valve in a heart.

“Using mmaging and a delivery system. the physician threads the
compressed bioprosthetic heart valve through the catheter and
positions it within the diseased valve. After positioning the
bioprosthetic valve, the physician begins deploying the valve; the
middle image below shows a partially expanded valve. When
deployment is complete, the bioprosthetic valve is fully expanded
within the diseased native valve. After testing the new valve
function, the physician removes the catheter and closes the

ncision,”
, A

(https://www. medtronic. com/us-enhealtheare-
professionals/therapies-procedures/cardiovasculan/ transcatheter-
aortic-valve-replacement/tavr/about-the-therapy. html).

delivering an implantable
expandable carmier element
and an implantable
replacement valve having
leaflets endovascularly to a
vicinity of the native aortic
heart valve while the heart is
beating.

The quotation and 1mages below. as well as Medtronic's
description of the Accused Products on its website, show that use
of the Accused Products includes delivering an implantable
pandable carrier el t and an implantable repl: valve
having leaflets endovascularly to a vicimty of the native aortic
heart valve while the heart is beating

ex

“The bioprosthesis 1s manufactured by suturing 3 valve leaflets
and an mner skirt, made from a sigle layer of porcine
pericardium, onto a self-expanding, multi-level, radiopaque frame
made of Nitinol. The bioprosthesis has a porcine pericardial
tissue outer skirt (wrap), which 1s 1.5 cells in height and is
sutured to the inflow section of the bioprosthesis. It 1s designed
10 replace the native or surgical bioprosthetic aortic heart valve
without open heart surgery and without concomitant surgical
removal of the failed valve.”
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Discovery

* Fact Discovery

« Written discovery:

« Document production, interrogatories, requests for
admission

» Witness depositions
* Inventors, engineers, executives, accountants, etc.

 Infringement and invalidity contentions
* Unique to patent law

« Expert Discovery
 Infringement, invalidity, and damages reports
* Rebuttal reports
» Expert depositions
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Claim Construction (Markman)

* Unique to patent law

« Parties dispute meaning of patent terms

« Court interprets meaning

FISH.

LS. Patent No. 9.445.897

Claim Term

Speyside Proposed
Construction

Medtronic Proposed
Construction

“vascular system™

(claim 1)

“circulatory system of blood
vessels”

Supporting Intrinsic Evidence:

“circulatory system including the
heart and blood vessels™

Supporting Intrinsic Evidence:

Ex. G., "897 patent at, e.g.. Figs.
1, 2A; 1:22-25; 1:56-61; 3:48-54;
3:58-60; 5:8-24; 5:45-58; 24:26-

33: 26:14-21; 29:59-67; 32:38-50.

Ex. H, *897 FH:

6/25/15 Response to Non-Final
Office Action
(SPEYSIDE0003479-83).

Ex. G, "B97 patent at, e.g., 1:22-
26; 2:23-28; 3:48-54; 5:49-52;
5:61-6:4; 6:12-14; 24:29-33;
26:19-21.

FIGS. 1 and 2.
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Pre-trial and Trial

* Pre-trial motions

* Motions for Summary Judgment:

« Judgment of issues before trial

» No genuine dispute of material fact
« Daubert motions:

« Exclude expert witnesses' testimony
* Motions in limine:

« Exclude evidence

e Trnal

» Jury decides infringement, invalidity, and if
necessary, damages
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Remedies

* Monetary damages

« Reasonable royalty
 Lost profits

* Injunctions i
« Order to stop infringing activities l
« Can be difficult for medical
devices (public policy)
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Trade Secret Trademark Copyright

o
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Trade Secrets v. Patents

 Trade Secrets:

» Protect confidential business information (private)
» The subject of reasonable efforts to maintain its secrecy with actual or potential economic
value from not being generally known to or readily ascertainable by proper means

* No expiration, but destroyed if made public

e Patents:

* Protect inventions (public)
« A document that provides to the patent owner the right to prevent others from making, using,

offering to sell, selling or importing the invention(s) claimed in the patent
« Expires 20 years after filing
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General Elements of a Trade Secret

.@'. Secret: The information at issue is not generally
- known or readily ascertainable

Value: The information has actual or potential value
arising from the fact that it is not generally known

Reasonable Measures to Preserve Secrecy: The
owner has taken reasonable steps to ensure the
Information remains secret

FISH.
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What i1s a Trademark?

 Trademark

« Something that identifies to the public that the goods bearing that mark come

from or are quality controlled by a single source

e Service mark

« Subset of trademarks, but for services instead of goods

* |dentifies a single source of services
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Types of Marks: Word Marks

Uber /75 XBOX
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Types of Marks: Symbols

— +

E b
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http://images.google.com/imgres?imgurl=http://vmalab.org/6/6A/McEnroeGaasche/nike_swoosh%25202.jpg&imgrefurl=http://vmalab.org/6/6A/McEnroeGaasche/history.htm&usg=__tR_dB33FA4QGeK-EFRtEk3h-L4k=&h=326&w=674&sz=21&hl=en&start=1&um=1&tbnid=dthmrG78giL9qM:&tbnh=67&tbnw=138&prev=/images%3Fq%3Dnike%2Bswoosh%26hl%3Den%26um%3D1

Types of Marks

———

et T

« Slogans: “Finger Lickin’ Good”
e Sound: The 3-note chime for NBC
e Color: Red bottoms of Louboutin shoes

« Smell: Scented yarn

* Non-functional shape of packaging or product itself
(“trade dress”):

« Coca-Cola bottle shape

* Hershey's Kisses
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What i1s a Copyright?

« Authorship: Copyright protects “original works of authorship” including graphic,
literary, dramatic, musical, and other types of works

« Examples: Photographs, illustrations, books, songs, musical compositions, sound recordings,
and computer programs

» Facts are not protectable (e.g., phonebook listings, sports statistics)

« Fixation: Copyright protection arises automatically from the moment a work is
first “fixed in a tangible medium of expression” (i.e. no longer just in the author’s
head), e.g.:

* Written down on paper
» Recorded on video
« Captured in a photo
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Copyright Owner’s Exclusive Rights

* The copyright owner has the exclusive “bundle of rights” to:

* Reproduce the work

Prepare derivative works based on the copyrighted work

Distribute/sell copies of the work to the public

Perform the work publicly

Display the work publicly

Perform the work by means of a digital audio transmission (sound recordings)
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IP Agreements

* Assignments

 Employment Agreement
* Non-Disclosure or Confidentiality Agreements (NDA/CDA)
 Joint Collaboration Agreements

e Licenses

« Technology Transfer
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FDA Classification

Authorization process based on risk

e Class | — lowest risk

» Generally, no FDA authorization required

« Class Il — medium risk

« Demonstrate substantial equivalence
to a predicate device under 510(k) program
« Class Ill — highest risk/novel devices

 Demonstrate safety and effectiveness
via “premarket approval”
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Offices

Atlanta Dallas Minneapolis Orange County Silicon Valley

Munich San Diego Washington, D.C.
New York Shenzhen

Austin Delaware
Boston Houston




FISH.

© Copyright 2024 Fish & Richardson P.C. The opinions expressed are those of the authors and do not necessarily reflect the views of Fish & Richardson P.C., any other of its lawyers, its clients, or
any of its or their respective affiliates. This presentation is for general information purposes and is not intended to be and should not be taken as legal advice and does not establish an attorney-client
relationship.

These materials may be considered advertising for legal services under the laws and rules of professional conduct of the jurisdictions in which we practice. Legal advice of any nature should be sought
from legal counsel. For more information about Fish & Richardson P.C. and our practices, please visit www.fr.com.


http://www.fr.com/

	Default Section
	Slide 1: IP for Medical Device Startups
	Slide 2: Meet the Speakers
	Slide 3: What is a Medical Device?
	Slide 4: What is Intellectual Property?
	Slide 5: Legal Considerations for Medical Device Startups 
	Slide 6: Patent Background and Prosecution
	Slide 7: What is a Patent?
	Slide 8: §101: The Statutory Subject Matter Requirement
	Slide 9: §102: The Novelty Requirement
	Slide 10: §103: The Non-obviousness Requirement
	Slide 11: Types of Patent Applications
	Slide 12: Utility Patents
	Slide 13: Design Patents
	Slide 14: Patent Prosecution - Example
	Slide 15: Patent Litigation
	Slide 16: U.S. Patent Litigation Timeline
	Slide 17: Complaint
	Slide 18: Discovery
	Slide 19: Claim Construction (Markman)
	Slide 20: Pre-trial and Trial
	Slide 21: Remedies
	Slide 22: Non-Patent Intellectual Property
	Slide 23: Trade Secrets
	Slide 24: Trade Secrets v. Patents
	Slide 25: General Elements of a Trade Secret
	Slide 26: Trademarks
	Slide 27: What is a Trademark?  
	Slide 28: Types of Marks: Word Marks
	Slide 29: Types of Marks: Symbols
	Slide 30: Types of Marks
	Slide 31: Copyrights
	Slide 32: What is a Copyright?
	Slide 33: Copyright Owner’s Exclusive Rights
	Slide 34: IP Agreements
	Slide 35: IP Agreements
	Slide 36: FDA Regulations
	Slide 37: FDA Classification
	Slide 38: Thank you
	Slide 39


