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 J.D., MBA, B.S. (Computer Science)
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Ryan N. Phelan is a registered patent attorney who counsels and works with clients in all areas of intellectual property (IP), 
with a focus on patents. Ryan holds a degree in computer science and was a technology consult at Accenture. Throughout 
his legal career, Ryan Phelan has prepared and prosecuted 100s of patent applications in emerging areas and technical 
industries. Ryan has extensive experience in and has represented clients in technical areas such as medical devices, 
artificial intelligence (AI) and machine learning, computer engineering and architecture, networking, Internet of Things (IoT), 
and Big Data systems, among others.



Ranked among the 
“World’s Leading 
Patent Professionals” 
and “The World’s 
Leading IP Patent and 
Technology Licensing 
Lawyers”

- IAM Patent 1000

Ranked nationally and 
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“Best Law Firms”

- U.S. News & World 
Report and Best 
Lawyers

Marshall Gerstein – Awards and Rankings
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Presentation Topics
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1. Defining SaMD and SiMD 

2. Protecting SaMD and SiMD Inventions

3. Open Source issues regarding SaMD and SiMD 
Inventions

4. Artificial Intelligence (AI) Considerations



1. Defining SaMD and SiMD



Software as a Medical Device (SaMD)
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Software as a Medical Device (SaMD): “software intended to be used for one 
or more medical purposes that perform these purposes without being part of a 
hardware medical device”

--definition from FDA.gov (defined by the International Medical Device Regulators Forum (IMDRF))

• Basically, SaMD is standalone software that serves as a medical product in 
and of itself. Generally, SaMD is software capable of running on a general 
purpose (nonmedical purpose) computing platform. 

• Examples from the FDA:

– “Software that allows a smartphone to view images obtained from a magnetic resonance 
imaging (MRI) medical device for diagnostic purposes”

– “Computer-Aided Detection (CAD) software that performs image post-processing to help detect 
breast cancer”



Software in a Medical Device (SiMD)
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Software in a Medical Device (SiMD): “software embedded in a medical 
device”

--definition from FDA.gov

• Basically, SiMD is software that is part of a hardware medical device, such 
as implanted software in medical equipment. 

• Examples from the FDA:

– “Software used to "drive or control" the motors and the pumping of medication in an infusion 
pump”

– “Software used in closed loop control in an implantable pacemaker or other types of hardware 
medical devices”



2. Protecting SaMD and SiMD Inventions



Protecting SaMD and SiMD Inventions

Preparing Patent Applications for SaMD and SiMD Inventions involves typical considerations, 
including, e.g.:

• 35 USC§101 (Patent Eligibility)

• 35 USC§102 (Novelty)

• 35 USC§103 (Non-Obviousness)

• 35 USC§112 (Written Description/Enablement)

Of these, Patents related to SaMD and SiMD typically face challenges under 35 U.S.C. §
101 because software-related patents can be attacked as a non-patent eligible “Abstract 
Ideas” per the Alice/Mayo Supreme Court decisions
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The Alice Two-Part Test (Overview)

On June 19, 2014, the U.S. Supreme Court interpreted U.S. Patent Law (35 U.S.C. 
§101) to formulate a Two-Part Eligibility Test for Software-related Inventions:

1. determine whether the claims at issue are directed to [a] patent-ineligible 
concept[].

2. [if an ineligible concept/abstract idea is identified], we then … search for an 
‘inventive concept’ — i.e., an element or combination of elements that is sufficient 
to ensure that the patent in practice amounts to significantly more than a patent 
upon the [ineligible concept/abstract idea] itself.

— Alice Corp. v. CLS Bank International, 573 U.S. 208 (2014)
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The Alice Test (Part 1) – Judicial Exception

What is a “patent-ineligible” concept?
• A concept that falls within one of the three categories of judicially 

created exceptions:

1. Abstract Ideas (e.g., Mathematical formulas)

2. Laws of Nature (e.g., Electromagnetism to transmit signals)

3. Natural Phenomena (e.g., isolated DNA)

— Alice Corp. v. CLS Bank International, 573 U.S. 208 (2014); see also MPEP §2106 (I).
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The Alice Test (Part 1) – Abstract Ideas

After Alice, the Courts and the Patent Office routinely 
scrutinize whether software-related claims are directed to 
patent ineligible Abstract Ideas. A list of court-identified 
Abstracts Ideas are enumerated follows:
• Fundamental Economic Practices (e.g., commercial transactions, Alice)

• Certain methods of Organizing Human Activity (e.g., managing 
transactions)

• An Idea of Itself (e.g., “ideas that can be performed in the human mind”)

• Mathematical formulas (e.g., E = mc^2)

— MPEP §2106.04(a)(2) (Examples of Concepts The Courts Have Identified As Abstract Ideas).
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Software inventions after Alice

Federal Circuit – Software is Patentable (Enfish)

We do not read Alice to broadly hold that all improvements in computer-related 
technology are inherently abstract …

… that the improvement is not defined by reference to ‘physical’ components does 
not doom the claims. To hold otherwise risks … creating a categorical ban on 
software patents.

[W]e are not persuaded that the invention’s ability to run on a general-purpose 
computer dooms the claims
— Enfish, LLC v. Microsoft Corp. et al., 822 F.3d 1327 (Fed. Cir. May 12, 2016)
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Protecting SaMD and SiMD Inventions

SiMD and SaMD correspond to categories of software-based medical devices 
as considered by the courts, at least from the perspective of patent eligibility.

14

SiMD SaMD



Protecting SaMD and SiMD Inventions

Example medical device technology as considered by courts: cardiac 
monitors, infusion pumps, catheter navigation system, biometric devices, etc.

“Particular machines” are typically patent-eligible: Because claims directed 
to medical device technology typically include, or include the use of, these 
specialized tangible devices (i.e., “particular machines”), courts have been 
reluctant to find that such claims are patent-ineligible.

Showing an “improvement” to the underlying medical device or its technical 
field can further demonstrate that a related claim is patent eligible.
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Protecting SaMD and SiMD Inventions

Eligibility Practice Tip 1: where applicable, practitioners should draft claims 
that focus, at least in part, on a “particular machine” (i.e., a SiMD invention)

Case example: Baxter Int’l, Inc. v. CareFusion Corp. No. 1:15-cv-09986 (N.D. 
Ill. May 13, 2016).

Two patents were asserted that were each directed to an “infusion pump,” 
having or using well-known technologies: 
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• The first patent claimed standard “circuits” for monitoring 
voltage and triggering alerts upon detection of a low 
battery. 

• The second patent claimed an “algorithm” for automatically 
controlling a level of a patient’s medication. 



Protecting SaMD and SiMD Inventions

For each patent, the Baxter court found that the respective claims were “directed 
to a concrete and tangible form, expressly limited to specific intravenous 
pumps.” 

According to the Baxter court, this “concrete and tangible form, and discrete field 
of application,” distinguishes the patents “from the broad, disembodied ‘data 
collection’ or ‘data processing’ patents held ineligible by a number of courts in 
recent years.” 

Accordingly, the Baxter court held that each patent was directed to patent-
eligible subject matter.

As of September 2021: Case currently proceeding to trial; no further 35 USC 
101 issues raised.
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Protecting SaMD and SiMD Inventions

Eligibility Practice Tip 2: Showing an improvement to an underlying medical 
device or its technical field can further demonstrate that a related claim is patent 
eligible (useful for SaMD type of inventions). 

Case example: CardioNet, LLC v InfoBionic, 955 F.3d 1358 (Fed. Cir. 2020).

• The claims-at-issue recited a cardiac monitoring device that used 
conventional computer components (e.g., a signal processor).

18



Protecting SaMD and SiMD Inventions
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1. A device, comprising:

a beat detector to identify a beat-to-beat timing of cardiac activity;

a ventricular beat detector to identify ventricular beats in the cardiac 
activity;

variability determination logic to determine a variability in the beat-to-
beat timing of a collection of beats;

relevance determination logic to identify a relevance of the variability in 
the beat-to-beat timing to at least one of atrial fibrillation and atrial 
flutter; and

an event generator to generate an event when the variability in the beat-
to-beat timing is identified as relevant to the at least one of atrial 
fibrillation and atrial flutter in light of the variability in the beat-to-beat 
timing caused by ventricular beats identified by the ventricular beat 
detector.



Protecting SaMD and SiMD Inventions

District court had found such claims ineligible because they were “drawn to 
automating basic diagnostic processes that doctors have long used.” 

Fed. Cir. reversed, finding the claims patent eligible because the claims focused on 
an improvement as described in the written description.

The improvement was to the field of cardiac monitoring device technology, where an 
underlying cardiac monitoring device, using the invention, would more accurately 
detect the occurrence of atrial fibrillation and atrial flutter—as distinct from V-
TACH and other arrhythmias—that allows for a more reliable and immediate 
treatment of those two medical conditions.

Thus, even though the cardiac monitoring device involved a computing device that 
monitored “data” (e.g., heartbeat data), the claims of the cardiac monitoring device 
were not directed to an “abstract idea” because of the improvement.

20



Protecting SaMD

Patents, Design Patents and Trade Secrets
Maia H. Harris

September 28, 2021



2

Software-as-a-Medical Device (SaMD) and Software-in-a-Medical Device (SiMD)

Examples of SaMD/SiMD and Regulatory Framework
Protecting SaMD and SiMD Inventions

Patent Prosecution

Patent Enforcement

Other Enforcement Options

Joint Development and Collaboration Agreements

Artificial Intelligence Considerations

Agenda



3

Unique Challenges Presented by SaMD:

Medical device software might behave differently when deployed to different hardware platforms

Often an update made available by the manufacturer is left to the user of the medical device software to 
install

Due to non-physical nature, medical device software may be duplicated in numerous copies and widely 
spread, often outside the control of the manufacturer

Software manufacturers often have
• Rapid development cycles
• Frequent introduction of upgrades or other modifications to their software
• Deliver updates by mass and rapid distribution

And…Machine Learning and Artificial Intelligence

“Software as a Medical Device”: Possible Framework for Risk Categorization and Corresponding 
Considerations, IMDRF/SaMD WG/N12FINAL:2014

SaMD Regulatory Framework
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SaMD Categories

“Software as a Medical Device”: Possible Framework for Risk Categorization and Corresponding 
Considerations, IMDRF/SaMD WG/N12FINAL:2014

Software as a Medical Device: Clinical Evaluation, Guidance for Industry and Food and Drug 
Administration Staff, December 8, 2017

SaMD Regulatory Framework
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SaMD Category Examples

Category IV: SaMD that calculates the fractal dimension of a lesion and surrounding skin and builds a 
structural map that reveals the different growth patterns to provide diagnosis or identify if lesion is 
malignant or benign.

Category III: SaMD that uses a microphone of a smart device to detect uninterrupted breathing during 
sleep and sounds a tone to rouse the sleeper.

Category II: SaMD that uses data from individuals for predicting risk score for developing stroke or heart 
disease for creating prevention or interventional strategies.

Category I: SaMD that analyzes images, movement of the eye or other information to guide next 
diagnostic action of astigmatism.

“Software as a Medical Device”: Possible Framework for Risk Categorization and Corresponding 
Considerations, IMDRF/SaMD WG/N12FINAL:2014

SaMD Regulatory Framework



6

Real World Example:

US FDA Artificial Intelligence/Machine Learning [AI/ML]-Based Software as a Medical Device [SaMD] 
Action Plan, January 2021

SaMD Regulatory Framework
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Examples: What is NOT SaMD? 

Software required by hardware medical device to perform the hardware’s medical device intended use

Software that relies on data from a medical device, but does not have a medical purpose, e.g., software 
that encrypts data for transmission from a medical device

Software that enables clinical communication and workflow including patient registration, scheduling 
visits, voice calling, or video calling

Software that monitors performance or proper functioning of a device for purpose of servicing the device, 
e.g., software that monitors X-Ray tube performance to anticipate need for replacement

“Software as a Medical Device”: Possible Framework for Risk Categorization and Corresponding 
Considerations, IMDRF/SaMD WG/N12FINAL:2014

SaMD Regulatory Framework
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Software-as-a-Medical Device (SaMD) and Software-in-a-Medical Device (SiMD)
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Trade Secrets
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Defend Trade Secrets Act of 2016 (DTSA) 18 U.S.C. § 1836 et seq.

Private Civil Actions

Injunctive relief, damages, civil seizure

State Trade Secret Acts (UTSA)

Injunctive relief

Damages

Economic Espionage Act (EEA) 18 U.S.C § 1831 et seq.

Criminal prosecution

Imprisonment, fines, restitution

Trade Secrets – The Statutes
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Geographic Limitations 

“Geographic limitations are not ordinarily appropriate in trade secret injunctions”
Restatement (Third) of Unfair Competition § 44 cmt. d (1995).

Inter-state applicability, e.g.
• RGIS, LLC v. Gerdes, 817 F. App’x 158, 163 (6th Cir. 2020) (under Michigan UTSA)

International applicability, e.g.
• Clearone Communications, Inc. v. Bowers, 643 F.3d 735 (10th Cir. 2011) (under Utah UTSA)
• Lamb-Weston, Inc. v. McCain Foods, Ltd., 941 F.2d 970, 974 (9th Cir. 1991) (under Oregon common 
law)

Time Limitations

Until the end of life of the trade secret

Trade Secrets – Scope of Injunctive Relief
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Software-as-a-Medical Device (SaMD) and Software-in-a-Medical Device (SiMD)
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No one size fits all approach

Critical point is joint development/collaboration

All parties contribute in some defined way

Know your partners

Diligence

Motivation and goals of all parties

Location: US parties only or OUS as well?

Contract terms can only address so much…

Need to make sure at least your team understands the terms, the process, and the importance of both

JDA/Collaboration Basics
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Clear definition of purpose/goals of the collaboration critical to framing IP rights

Consider carefully defining at least 3 categories of IP:

IP or technology developed by the parties outside of the collaboration (“Background IP”)

IP or technology developed by the collaboration (“Joint IP”)

IP or technology developed in the course of the collaboration but that will not be considered Joint IP 
(“Excluded IP”)

Defining IP Rights
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Typically defined as IP a party to the collaboration already owns prior to the collaboration

Considerations:

Can the parties use the IP during the collaboration?

For what purpose and under what terms?
• License?
• Does license continue after collaboration?  Does it extend to work done outside of the collaboration?

Static or dynamic definition?

Background IP
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Typically defined as IP developed by the parties as a result of collaboration

Considerations:

Ownership
• Is collaboration a separate legal entity?
• Are inventors employees of collaboration or the parties

Rights to Joint IP
• What rights do original collaborating parties have to use the Joint IP?
• If jointly owned, how to enforce?

Joint IP
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Hardest to define: IP created in course of collaboration but that is ancillary to or for some reason 
not a part of the collaboration.

May not be recognized as primary goal of collaboration
• E.g., clinical data gathered as part of trials

Could be developed in parallel with collaboration, or be a derivation on or modification of Joint IP or 
Background IP

Considerations:

Should improvements or modifications to Background IP be part of collaboration or sharing of rights?
• If any use of Background IP in future modification, is it subject to royalties?

Should improvements in Joint IP be shared?

Should cross-licenses to improvements be required (royalty-free or otherwise)?

Excluded IP
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Control of patent prosecution, maintenance and decisions to file

Dispute resolution:

Tiered resolution steps involved independent neutral

Disputes during course of collaboration: what happens to project?

Choice of law and forum selection clauses

US and OUS participants: consider arbitration

University or government entities/funding complicate rights and licensing

No one size fits all approach

Other Considerations
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PATENT ENFORCEMENT – INFRINGEMENT LITIGATION

Patent Infringement Action

• Competitor vs. Competitor

• Higher likelihood of injunction

• Non-practicing entity

• Higher risk of stay

• For AI patent litigation generally, 73% of all such litigation is in US (as of 12/31/2020)

• Complexities increase motion practice, cost

• Pleading, proving infringement challenging

McAndrews Presentation for Strafford 3



PATENT ENFORCEMENT – C&D LETTER

Issue – to whom is C&D Letter sent? 

Risk of Sending Patent C&D Letter

• Declaratory Judgment risk: The letter may give rise to facts that show there is a substantial 

and immediate controversy between the parties giving declaratory judgment jurisdiction

• DJ Jurisdiction – accused infringer may get to choose forum

McAndrews Presentation for Strafford 4



PATENT ENFORCEMENT: 
POTENTIAL PITFALLS

McAndrews Presentation for Strafford 5



POTENTIAL PITFALLS

Pitfall #1 – Ineligible Subject Matter

• Since 2014, Alice Corp. v. CLS Bank Int’l has invalidated numerous software patents

• 2-part test, but software patents almost always meet part 1 (as an “abstract idea”)

• Question: Does claim contain “inventive concept” to transform claimed abstract idea into patent-

eligible invention? 

• Inventive concept met by:

• Improving the computer or other technology

• Specific technical problem & specific technical solution

• Patent claims cover more than just software/abstract idea (e.g., non-generic structural or 

hardware limitations)

• Limited to certain fields/applications

McAndrews Presentation for Strafford 6



POTENTIAL PITFALLS

Pitfall #1 – Ineligible Subject Matter (cont’d)

• Inventive concept not met by: 

• “well-understood, routine, and conventional” steps

• Pre-emption – claim covers all fields or all applications of abstract idea

• invention could be performed (1) using a pencil and paper, or (2) by a human w/ no 

computer

• use of well-understood, routine, and conventional techniques

• generic computer components used in routine manner

McAndrews Presentation for Strafford 7



POTENTIAL PITFALLS

Pitfall #2 – Rule 12 motion to dismiss based on Alice

• 1725% increase in motions to dismiss post-Alice (June 2014 – July 2018)

• 50-70% grant rate (in whole or in part)

• Increase of ~30% or more

• Best jurisdictions for patentees: D.N.J., W.D. Tex.

• Worst jurisdictions for patentees: N.D. Cal., E.D. Va., W.D. Wash.

• Dismissal vs. summary judgment?  

McAndrews Presentation for Strafford 8



POTENTIAL PITFALLS

Pitfall #3 – Post-grant review (PGR) based on Alice

• For AIA patents (effective filing date on or after March 16, 2013)

• Section 101 eligibility may be challenged in PGR

• Savvy defendant may time motion to dismiss so PGR can be filed even if motion to 

dismiss is denied.

• Burden of proof: preponderance of evidence

McAndrews Presentation for Strafford 9



POTENTIAL PITFALLS

Pitfall #4 – Product changes over time

• For software with adaptive algorithm (AI)

• Changes behavior at time it is run

• May infringe sometimes

• May not infringe at first, then infringe later (or vice versa)

McAndrews Presentation for Strafford 10



POTENTIAL PITFALLS

Pitfall #5 – Who is the infringer

• Typical AI product:

• Entity 1: Developer

• Entity 2: Owner of program 

• Entity 3: Operator

• Entity 4: Trainer

• AI product may also make additional product that infringes 

• Any one could be direct or indirect infringer; also existence of infringement may change over 

time

• Problem – indirect infringement requires intent

• Problem – substantial non-infringing uses? 

McAndrews Presentation for Strafford 11



REMEDIES AND SETTLEMENT
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REMEDIES AND SETTLEMENT

District Court 

• Multiple parties? Back to pre-AIA type litigation (more choice of venue, etc.)

• Complex motion practice

• Motions to dismiss, motions re transfer (multiple parties), motions re non-infringement

• Remedies: damages, injunction

• Complexity - against whom is injunction issued? 

International Trade Commission

• Importation – ITC Section 337 investigations are heard by Administrative Law Judges

• Primary remedy: exclusion order

• Fast-paced, often settle due to accelerated pace

McAndrews Presentation for Strafford 13



OTHER PATENT ENFORCEMENT: 
DESIGN PATENTS
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DESIGN PATENTS

District Court 

• E.g., design covering GUI generated by SaMD

• Can also change over time (e.g., OR or cath lab interface)

• Even more complexities re infringement

• Additional remedy – disgorgement of profits under Section 289

• Can also change over time (e.g., OR or cath lab interface)

International Trade Commission

• To remedy importation

• Increased difficulties in infringement proof

McAndrews Presentation for Strafford 15



QUESTIONS?
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3. Open Source issues regarding SaMD and SiMD Inventions



Open Source – Legal Basis (governed by two legal areas)

Open Source Software (OSS) is governed by two underlying legal areas: 

1. Copyright law – Developer/Author has original Copyright on Software 

2. Contract law (i.e., via an OSS License) – The Author provides the 
copyrighted software pursuant to a license w/ specific provisions 
imposing conditions/obligations

22



Contract law: Use of Copyright governed by OSS License(s)

• Use of the copyrighted source code is governed by a OSS 
license

• A OSS license grants the rights of copyright to all 
downstream users, typically with no restrictions or limitations

• However, the OSS license imposes obligations/conditions 
on exercise of the license 

• If the conditions are violated (e.g., failure to provide 
notice/attribution, distribute under same OSS license (copyleft), 
provide source code (copyleft), etc.) then the OSS license 
terminates; exposure to copyright/contract law results

23



Most Common OSS License(s)

License Type Notes

BSD (Berkeley Software Distribution) permissive Simple; many variants in use (e.g., “2-clause”; “3-clause”)

MIT (Mass. Inst. Technology) permissive Similar to BSD

Apache 2.0 permissive More detailed than BSD/MIT; contains express patent grant

GPL (General Public License) copyleft GPLv2 (1991); GPLv3(2007; rewrite of GPLv2 for clarity)

LGPL (Lesser GPL) copyleft Weaker copyleft than standard GPL: Allows “dynamic 
linking” to OSS code w/o triggering OSS obligations

AGPL (Affero GPL) copyleft Strong copyleft: OSS obligations triggered by SasS use

Mozilla Public License (MPL)(Firefox)/
Eclipse Public License (EPL)(eclipse IDE)

copyleft Weaker copyleft than GPL/LGPL: can integrate Eclipse/ 
MPL code so long as the code is in its own file; patent grant

Common Dev. And Distr. License (CDDL) copyleft Based on the MPL with similar weaker copyleft provisions

-Most common OSS Licenses in use; the OSI has approved over 100+ open source licenses, but most are variants of these

24



OSS – License Obligations Triggered by Distribution

• “Distribution” means providing a copy to another person/entity.

• OSS obligations are triggered by distribution: The conditions of most open 
source licenses (e.g., the requirements to deliver notices/make attribution, make 
source code available, or redistribute only on the same terms) are triggered by 
distribution of code.

• If no OSS distribution, then there are no OSS obligations: For almost all 
pen source licenses, if you do not redistribute the software, you need not meet 
any conditions to exercise the license. 

• A limited (non-public) disclosure may not constitute a “distribution”:

– Disclosure to (1) a limited group; (2) for a limited purpose; and (3) where the recipients(s) are 
without the right of diffusion, reproduction, distribution or sale

25



OSS – Use case: External distributions (Product or  Server)

Company Boundary
Company Internal Systems 
(e.g., servers)

OSS

Proprietary 
Software

• Distribution can occur when a copy of OSS is distributed by a server (via an app) or is 
loaded into a product and distributed to an end user

User Device (e.g., iPhone)

Server distributes 
copy of OSS

Product

User

Copied onto

Provided to

26



4. Artificial Intelligence considerations



U.S. Patent filings for AI-related inventions increase by more than 
100% (2002-2018)

28

In the 16 years from 2002 to 2018, annual AI patent applications increased by more 
than 100%. See: https://www.uspto.gov/sites/default/files/documents/OCE-DH-AI.pdf



USPC 706 / CPC G06N – Filings by Tech Center (Juristat)
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• USPC 706 – Data Processing - Artificial Intelligence
• CPC G06N – Computer Systems Based On Specific Computational Models 



USPC 706 / CPC G06N – Allowance by Tech Center (Juristat)

30

• USPC 706 – Data Processing - Artificial Intelligence
• CPC G06N – Computer Systems Based On Specific Computational Models 



Artificial Intelligence Example (Melanoma classification)
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E.g., Machine Learning (Overview of Modeling and Classification) 

1 2 3

K-Nearest 
Neighbor (NN) 
Algorithm

Neural Network 
Algorithm

Associate Data Train Model (Ex Models) Classify Value(s) w/ Model

Model

New Data

Classification
(e.g., refer to 
dermatologist)



Patenting AI-Related Inventions (Claim Drafting Pattern)
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Claim and describe Technical Features and Details of the AI-related Invention to 
show an “improvement” to a computer, control of a particular machine, or the 
production of a tangible result or object, etc. 

For AI-related inventions, such technical features and details may typically be identified in 
the AI-invention workflow and its related components, for example:

• The pre-processing of training data (e.g., generating unique datasets)

• The training process (e.g., which algorithm is used and/or improvements a machine-
learning or neural network algorithm) 

• The use of trained models (e.g., to control machines or to provide unique results)

• Also consider: The hardware improved by a trained AI model or algorithm

1

2

3



Potential FDA Approach to regulating AI-Related Inventions
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“Traditionally, the FDA reviews medical devices through an appropriate 
premarket pathway, such as premarket clearance (510(k)), De Novo 
classification, or premarket approval.”

“The FDA’s traditional paradigm of medical device regulation was not designed 
for adaptive artificial intelligence and machine learning technologies.”

-- from FDA.gov (Artificial Intelligence and Machine Learning in Software as a Medical Device)



Potential FDA Approach to regulating AI-Related Inventions
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In a “potential approach, the FDA would expect a commitment from 
manufacturers on transparency and real-world performance monitoring for 
artificial intelligence and machine learning-based software as a medical device, 
as well as periodic updates to the FDA on what changes were implemented as 
part of the approved pre-specifications and the algorithm change protocol.”

“Such a regulatory framework could enable the FDA and manufacturers to 
evaluate and monitor a software product from its premarket development to 
postmarket performance. This approach could allow for the FDA’s regulatory 
oversight to embrace the iterative improvement power of artificial 
intelligence and machine learning-based software as a medical device, 
while assuring patient safety.”

-- from FDA.gov (Artificial Intelligence and Machine Learning in Software as a Medical Device)



Thank you! 



Contact Information

Maia H. Harris

maia.harris@troutman.com

Scott P. McBride

smcbride@mcandrews-ip.com

Ryan N. Phelan, J.D., MBA

rphelan@marshallip.com
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