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Sound Quality
If you are listening via your computer speakers, please note that the quality
of your sound will vary depending on the speed and quality of your internet
connection.
If the sound quality is not satisfactory, you may listen via the phone: dial
1-866-570-7602 and enter your PIN when prompted. Otherwise, please
send us a chat or e-mail sound@straffordpub.com immediately so we can address
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If you dialed in and have any difficulties during the call, press *0 for assistance.
Viewing Quality
To maximize your screen, press the F11 key on your keyboard. To exit full screen,
press the F11 key again.
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Agenda
▪
▪
▪
▪
▪

What is Software as a Medical Device?
Current FDA rules
How Can SaMD Best Be Protected?
Timing IP Protection and FDA Approval
Case studies
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What is “Software as a Medical Device”?

Patient
information
inputted
• measurements
from device
• self-reported
symptoms/status
• lab results

Analysis of data

Outputs

• Algorithms
• Equations
• Reference tables,
rules, criteria
• Logic model

• Patient instructions
• Diagnosis
• Treatment plan
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What is “Software as a Medical Device”?

FDA defines Software as a Medical Device as:

software intended to be used for one or more medical
purposes that perform these purposes without being
part of a hardware medical device
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Digital Health Innovation Action Plan
• The FDA reminds everyone:
▪ We focused our oversight on mobile medical apps to only
those that present higher risk to patients, while choosing
not to enforce compliance for lower risk mobile apps;
▪ We confirmed our intention to not focus our oversight on
technologies that receive, transmit, store or display data
from medical devices;
▪ We chose not to focus our oversight on products that
only promote general wellness.
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21st Century Cures Act
• Certain medical software is no longer considered to
be regulated as a medical device, including:
▪
▪
▪
▪
▪

administrative functions
encouraging a healthy lifestyle
serves as electronic patient records
assists in displaying or story data
provides limited clinical decision support
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FDA Examples of SaMD
▪ Software that allows a smartphone to view images obtained from
a magnetic resonance imaging (MRI) medical device for
diagnostic purposes to computer-aided detection (CAD) software
that performs image post-processing to help detect breast cancer
▪ Treatment planning software that supplies information used in a
linear accelerator
▪ Software that is connected to a hardware medical device but is
not needed by that hardware medical device to achieve its
intended medical purpose is SaMD and not an accessory to the
hardware medical device
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Not SaMD Per the FDA
▪ Software used to “drive or control” the motors and
the pumping of medication in an infusion pump
(embedded software or firmware)

▪ Software that encrypts data for transmission from a
medical device
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FDA Software Precertification Pilot Program
▪ Approach for FDA:
▪ Organization-based regulatory approach that relies on: culture of
quality and organizational excellence
▪ Factors: patient safety, product quality, clinical responsibility,
cybersecurity responsibility and proactive culture

▪ Currently nine companies are “pre-certified”:

https://www.fda.gov/MedicalDevices/NewsEvents/WorkshopsConferences/ucm629292.htm
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FDA Approved Products

WellDoc’s BlueStar

Pear Therapeutics’ reSET
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Forthcoming SaMD Products
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FDA Guidance on SaMD
▪ FDA released guidance
to assist in determining
what is or is not SaMD
and whether clinical
evaluation was needed
if SaMD and what kind
▪ FDA classifies SaMD
into categories based
on risk and intended
purpose
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm524
904.pdf
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FDA Guidance on SaMD
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Protecting IP Interests in SaMD
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Source of Major Players
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Differences between Major Players
▪ Technology may outpace IP
▪ Value of innovation may be higher earlier in
patent’s life
▪ Timely pruning of assets is a strategic approach to
managing large patent portfolios
▪ Top portfolio pruners (2005-2016):
▪
▪
▪
▪

Samsung Electronics (32.6%)
Fujifilm (20.2%)
Toshiba (14.4%)
IBM (13.9%)
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Utility Patents
▪ Patentable subject matter
▪ Drafting and prosecution strategies
▪ Basis to file patent infringement lawsuits
▪ ANDA litigations are a specialized subset of patent
infringement lawsuits
▪ NPE lawsuits

▪ Remedies – injunctions and damages
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Section 101 Challenges for SaMD
▪ Innovations moving away from hardware
▪ Software at the core of medical device and digital
health innovations
▪ Software algorithm frequently treated as abstract
idea by the USPTO and the courts
▪ Need to ensure device meets Section 101 hurdle in
addition to other patentability requirements
▪ Revisit pending applications during FDA approval
process, ensuring claims are directed to eligible
subject matter while covering product
22

Mayo/Alice Test
Is the claim to a process,
machine, manufacture or
composition of matter?

No

Yes
No

Is the claim directed to a law of
nature, a natural phenomenon or
an abstract idea? (judicial
exceptions)
Yes

Does the claim recite additional
elements that amount to significantly
Yes
more than the judicial exception?

No
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What Does “Directed To” Mean?
The Federal Circuit has explained as follows:

▪ Enfish v. Microsoft Corp.: Alice’s two-part test “plainly
contemplates that the first step of the inquiry is a
meaningful one”
▪ The “directed to inquiry applies a stage-one filter to claims,
considered in light of the specification, based on whether their
character as a whole is directed to excluded subject matter.”

▪ McRO Inc. v. Bandai: Excluded subject matter is limited
to that which is “directed to a result or effect that itself is
the abstract idea.”
▪ Likened the “directed to” inquiry to a determination of the “focus” of
the claims.
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CAFC Guidance On Patenting Software
Enfish - The fact that the invention can be
implemented in software does not make it
unpatentable:
▪ “Software can make non-abstract improvements to computer
technology just as hardware improvements can . . . “
▪ “We thus see no reason to conclude that all claims directed
to improvements in computer-related technology, including
those directed to software, are abstract and necessarily
analyzed at the second step of Alice, nor do we believe
that Alice so directs.”
▪ “[T]he claims are directed to a specific implementation of a
solution to a problem in the software arts. Accordingly, we
find the claims at issue are not directed to an abstract idea.”
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CAFC Guidance On Patenting Software
McRO - The important part is claiming "how" a result is
achieved and not simply claiming the result itself.
▪ We . . . look to whether the claims in these patents focus on a
specific means or method that improves the relevant technology or
are instead directed to a result or effect that itself is the abstract
idea and merely invoke generic processes and machinery.
▪ A patent may issue “for the means or method of producing a
certain result, or effect, and not for the result or effect produced.”
▪ The abstract idea exception prevents patenting a result where “it
matters not by what process or machinery the result is
accomplished.”
▪ Claims to the genus of an invention, rather than a particular
species, have long been acknowledged as patentable.
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CAFC Guidance On Patenting Software
Thales Visionix Inc. v. United States (Fed. Cir. 2017)

▪ Fed. Cir. reversed a decision of the Fed. Cl. that
found claims directed to an inertial tracking system
ineligible
▪ Fed. Cl.: claims were directed to the idea of using
“mathematical equations for determining the relative position
of a moving object to a moving reference frame.”

▪ Fed. Cir. found the claims in Thales “nearly
indistinguishable” from those in Diehr
▪ The mathematical equations are used in conjunction with an
“unconventional utilization of inertial sensors”
▪ Use of the equations to claimed method and system
does not make the claims abstract
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CAFC Decisions on “additional elements”
Berkheimer v. HP and Aatrix Software v. Green
Shades Software
• Two 2018 decisions addressing early motions based on § 101
• Under step 2 of Alice/Mayo analysis, if “additional elements” are wellunderstood, routine, and conventional, invention is NOT subject
matter eligible
• “Whether something is well-understood, routine, and conventional to
a skilled artisan at the time of the patent is a factual determination”
• These CAFC decisions reduce likelihood of prevailing on motion to
dismiss or motion for summary judgment on § 101 grounds
• Increase likelihood that trial or decision by finder-of-fact is required
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PTO Memo addressing Berkheimer (Apr. 19, 2018)
▪ For PTO, an additional element (or combination) represents
well-understood, routine, conventional activity only when
the examiner can readily conclude that the element(s) is
“widely prevalent or in common use in the relevant industry”
▪ Examiner must “expressly support” rejection with citation to:
1) A statement by the applicant in the specification or during prosecution,
2) A court decision holding elements conventional,
3) A written publication demonstrating the well-understood, routine, conventional
nature of the additional elements, or
4) A statement that the examiner is taking official notice of conventional nature

▪ If challenged by applicant, examiner should reevaluate
▪ If examiner has taken official notice and applicant challenges, the examiner
must provide one of the items (1)-(3) above or an affidavit or declaration with
facts and reasoning
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April 19, 2018 USPTO Guidelines
USPTO issued Memorandum addressing
Berkheimer/Aatrix
• Does the additional element (or combination of elements) represent
well-understood, routine, conventional activity?
– If yes, claims are patent ineligible
– If no, if claims are directed to improvements, then can be patent eligible

• For PTO, examiners consider whether element is widely prevalent or
in common use in industry
–
–
–
–

Factual determination
Follow same analysis as §112(a) for enablement and written description
Different from 102/103 analysis
Examiner must cite to an admission by the applicant in the specification,
or something said during prosecution, court cases holding elements
conventional, or a written publication establishing, that the element or
elements are well understood, routine or conventional for rejection
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January 7, 2019 USPTO Guidelines on § 101
Revised first step of examination procedure under
Alice/Mayo:
• Provided groupings of subject matter that are abstract
– Mathematical concepts - mathematical relationships,
mathematical formulas or equations, mathematical calculations
– Certain methods of organizing human activity – includes
commercial or legal activity, marketing, managing personal
relationships
– Mental processes – concepts performed in the human mind
(including an observation, evaluation, judgment, opinion)

• If claim does not recite subject matter that falls within one
of these groupings, typically does not recite abstract idea
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Examples Provided by USPTO
Example 39
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Examples Provided by USPTO
Example 42
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Takeaways For Overcoming Section 101 Challenges

▪ A non-conventional arrangement of generic,
conventional pieces is patent eligible
▪ Use of a mathematical equation in a claimed method or
system does not make the claim abstract
▪ But as in Diehr and Thales, claim must include other nongeneric elements

▪ Consider the claim elements individually and “as a
whole” when arguing non-conventionality
▪ Argue that claimed method or system improves prior art
technology or improves the functionality of the generic
computer
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SaMD Drafting Tips

▪ Prebutting 101
▪ Control Narrative
▪ What was conventional?
▪ How does claimed
invention improve the
conventional?

▪ How you describe your
invention matters
▪ How you claim your
invention matters
▪ Separate applications
for use cases and
software improvements
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Design Patents
▪ Design patent protection may be helpful for
physical devices and user interfaces

D727,759

D805,550
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Trademark Protection
▪ Trademark protection for other elements that the consumer
comes to associate with the product
▪ Clearance requires both legal (USPTO) and regulatory
(FDA) review
▪ Global branding can be challenging

▪ Timing – registration during product development or until
after clinical trials
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Trade Dress
▪ Trade dress protection for product configuration and
packaging that you plan to use indefinitely
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Trade Dress
▪ AstraZeneca’s Registered Trade Dress:
Registration No. 2980749, 8/2/05
Goods: Pharmaceutical preparations
and substances for the treatment of
gastrointestinal diseases
The mark consists of the colors purple
and gold as applied to the surface of a
pharmaceutical capsule. The capsule
is purple with three side-by-side gold
rings that encircle the top of the
capsule.
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Trade Dress
▪ AstraZeneca v. Dr. Reddy’s Laboratories, 1:15-cv-988
▪ Court granted TRO finding a public interest in protecting the purple
trade dress for Nexium and Prilosec because the color is how the
majority of patients distinguish them from other drugs
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Copyright
▪ Copyright for software code that you expect may be directly
copied
▪ Software is considered a “literary work” under the Copyright
Act
▪ Source code, structure, sequence and organization are copyrightable
▪ Algorithms are not considered creative works

▪ Automatically copyrighted when in a “fixed and tangible”
form, but federal registration has benefits:
▪ Statutory damages
▪ Attorney fees

▪ Balance your copyright submissions with trade secrets
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Other Considerations
▪ Defensive publications
▪ For digital, not the same tradition of scientific publications
▪ The printed patent publication may have defensive value
in and of itself

▪ Open source
▪ Some layers of your software may be “open source”
▪ Understand underlying copyright license
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Other Considerations
▪ Trade Secret
▪ Definition
▪ Derive economic value from being confidential
▪ Reasonable efforts to maintain security

▪
▪
▪
▪

Not patent eligible
Potential indefinite term
Reverse engineering concerns
Can you keep it a secret?

▪ Privacy of patient data
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Interplay between IP
Protections and FDA Approval
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IP vs. FDA Considerations
▪ Publication of FDA Approval for 510(k)
▪ Considered publicly available document
▪ Often need to include significant detail in 510(k) application

▪ Publication of approval can become prior art to your
patent

▪ Keep IP Portfolio Current with FDA
Submissions
▪ FDA may require alterations to product, instructions, or
intended use
▪ Check IP portfolio to ensure that IP covers any changes
made in response to FDA suggestions
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Case Studies
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Product A: Wearable Health Tracker
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Product B: Smartphone App
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Product C: Drug Delivery Device
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Questions?
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Elizabeth D. Ferrill
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901 New York Avenue, NW
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Speaker Information
Elizabeth Ferrill is “an undisputed expert on design
patents” who is “always updated and enlightening others
with her deep knowledge,” as noted in Intellectual Asset
Management Patent 1000. She focuses her practice on
all aspects of design patents, including prosecution,
counseling, post-grant, and litigation. Elizabeth counsels
clients who hold design patents as well as those accused
of infringement.
Susan Tull has been involved in all phases and forums of
litigation. Her patent litigation, appeals, and post-grant
proceedings practices focus on technologies related to
consumer products, medical devices, automotive, and
other mechanical and electrical systems. Susan focuses
her practice on patent litigation and client counseling in
the mechanical, industrial, electrical, and medical device
fields.

Speaker Information
Cory Bell focuses on patent prosecution management,
client counseling, litigation, and a post-grant practice with
an emphasis on computer and electronic technologies.
He works with emerging and high-technology companies
in various electrical sciences, including computer
hardware and architecture, software, robotics, graphical
user interfaces, communication networks, and content
management systems.

Disclaimer
These materials have been prepared solely for educational and
entertainment purposes to contribute to the understanding of U.S. and
European intellectual property law. These materials reflect only the
personal views of the authors and are not individualized legal advice. It is
understood that each case is fact specific, and that the appropriate solution
in any case will vary. Therefore, these materials may or may not be relevant
to any particular situation. Thus, the authors, Finnegan, Henderson,
Farabow, Garrett & Dunner, LLP (including Finnegan Europe LLP, and Fei
Han Foreign Legal Affairs Law Firm) cannot be bound either philosophically
or as representatives of their various present and future clients to the
comments expressed in these materials. The presentation of these
materials does not establish any form of attorney-client relationship with
these authors. While every attempt was made to ensure that these
materials are accurate, errors or omissions may be contained therein, for
which any liability is disclaimed.
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