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PatentPC Attorney Bao Tran discusses when
Software Becomes a Medical Device & the
need for Med-Device patent protection

Patentable software that performs
medical functions (diagnosis, prevention,
monitoring, treatment of disease) can be

regulated as Software as a Medical Device

LOS ANGELES, CA, UNITED STATES,
November 21, 2024 /
EINPresswire.com/ -- As technology
continues to evolve, the convergence
of software and healthcare is creating
exciting opportunities for innovation in
the medical field. From wearable
fitness trackers to sophisticated
diagnostic tools, software is
increasingly becoming an integral part
of patient care and health
management. However, for founders
and inventors developing software
with health-related functions,
understanding the regulatory
landscape is critical, especially in
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determining when software crosses the threshold from being a general-purpose tool to being

classified as a medical device.

PatentPC, a leader in patent law and intellectual property services for technology-driven
companies, is shedding light on a crucial question in the intersection of healthcare and software:
When does software become a medical device? As advancements in digital health technologies
continue to blur the lines between traditional medical devices and software solutions, innovators
and businesses alike are grappling with regulatory classifications that could significantly impact
their product development and market strategies.

Understanding the Basics: What Is a Medical Device?
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The U.S. Food and Drug Administration
(FDA) defines a medical device as an
instrument, apparatus, implement,
machine, or other similar article that is
intended for use in the diagnosis,
treatment, or prevention of diseases. A
medical device can also be used to
affect the structure or function of the

body without chemical action.

Traditionally, this definition applied to

physical products such as surgical

instruments or diagnostic machines.

However, in recent years, the definition
of a medical device has expanded to

include software. Software that
performs or supports medical
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functions, such as diagnosing diseases or providing therapeutic recommendations, may now fall
under the FDA's medical device regulations.

Software becomes a medical
device when it performs
medical functions such as
diagnosis, prevention,
monitoring, or treatment,
thereby falling under
regulatory scrutiny as
Software as a Medical
Device”

Bao Tran, Attorney at
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Software as a Medical Device (SaMD): A Growing Category

The FDA, along with regulatory agencies around the world,
recognizes a specific category known as "Software as a
Medical Device" (SaMD). SaMD refers to software that is
intended to be used for medical purposes on its own,
without being part of a hardware medical device. This
includes software that can diagnose conditions, suggest
treatment plans, or monitor patients' health status in real-
time.

Examples of SaMD include:
+ A mobile app that analyzes images of skin lesions to
assess the risk of skin cancer.

+ An algorithm that predicts the likelihood of a heart attack based on patient data.
+ A software platform that uses artificial intelligence to detect early signs of diabetic retinopathy

from retinal scans.

For founders and inventors, developing SaMD represents a significant opportunity to impact
healthcare, but it also comes with strict regulatory oversight.

The Key Question: When Does Software Become a Medical Device?



Determining whether your software
qualifies as a medical device hinges on
its intended use. Here are some of the
critical factors that determine whether
software is classified as a medical
device:

1. Intended Purpose: If the software is
designed to diagnose, treat, prevent, or
mitigate a disease or condition, it may
be classified as a medical device.
Software that assists in medical
decision-making, analyzes clinical data,
or monitors patient vitals likely falls
into this category. White Book for the

2. Risk to Patients: The FDA classifies 1t World Robot Patent
medical devices into different Drafting Symposium
categories based on their risk to
patients. If the software could pose a
risk to patient safety if it malfunctions
or provides incorrect information, it is
more likely to be considered a medical
device. High-risk software includes
those used in critical care settings,
such as monitoring heart rates or
glucose levels.

3. Standalone Functionality: If the
software functions independently and
is not an accessory to a physical device,

it could be considered SaMD. For ‘ \
example, a mobile app that guides PowerPatent BioTechX First Draft solution for Patents
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conditions or provides diagnostic
insights based on data is more likely to
be classified as a medical device.

4. Clinical Use vs. Consumer Use:
Software intended for clinical use, such
as assisting healthcare professionals in diagnosing or treating patients, is more likely to be
regulated as a medical device. On the other hand, consumer health apps designed for general
wellness, such as fitness trackers, are often exempt from medical device regulations, provided
they do not claim to diagnose or treat medical conditions.
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Regulatory Landscape for Software as a Medical Device



Once software is classified as a medical device, it becomes subject to regulatory oversight. In the
United States, the FDA is the primary regulatory body for medical devices, including SaMD. Here
are the key steps for founders and inventors to navigate the regulatory process:

1. FDA Classification: Medical devices are classified into three categories based on risk:

o Class | (Low Risk): These devices pose minimal risk to patients and are subject to the least
regulatory oversight. Examples include software that tracks general health metrics, such as heart
rate or sleep patterns.

o Class Il (Moderate Risk): These devices require more oversight and often need to undergo
premarket clearance. Examples include software that monitors blood glucose levels or assists in
the management of chronic conditions.

o Class Il (High Risk): These devices pose significant risk and must undergo rigorous testing and
clinical trials before receiving FDA approval. Examples include software used for diagnosing
critical conditions such as cancer or heart disease.

2. Premarket Submission: For Class Il and Il devices, a premarket submission is required. This
typically involves providing evidence that the software meets safety and effectiveness standards,
which may include clinical data, validation studies, and risk assessments.

3. Post-Market Surveillance: After the software is approved, the FDA requires ongoing
monitoring to ensure that it continues to perform as expected. This may involve reporting
adverse events, conducting periodic audits, and maintaining records of software updates.

4. International Standards: In addition to FDA regulations, software developers must also be
aware of international standards, such as the European Union's Medical Device Regulation (MDR)
and the International Medical Device Regulators Forum (IMDRF). These standards outline the
requirements for medical devices in global markets and are critical for founders aiming to
expand internationally.

Intellectual Property (IP) Considerations for Medical Software

In the competitive landscape of medical software, protecting your innovation is crucial. Securing
intellectual property rights not only safeguards your proprietary technology but also provides a
competitive advantage in a crowded market.

1. Patent Protection: While securing patents for software can be challenging due to legal
restrictions on patenting abstract ideas, software that offers a novel and non-obvious solution to
a medical problem may be patentable. For example, an algorithm that improves the accuracy of
a medical diagnosis or a unique method for processing health data may be eligible for patent
protection.

2. Trade Secrets: In some cases, founders may opt to protect their software as a trade secret
rather than seeking patent protection. This approach is particularly useful for software
algorithms that are difficult to reverse-engineer. However, trade secret protection requires strict
confidentiality measures, so it may not be the best fit for all businesses.

3. Licensing Agreements: If your software relies on third-party data or technology, be sure to
have clear licensing agreements in place. These agreements should define the rights and
responsibilities of each party, including how the software can be used and how revenue will be
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shared.

4. Copyright and Trademark: While patents and trade secrets are the primary forms of IP
protection for medical software, copyright and trademark protection should not be overlooked.
Copyright protects the code and user interface of the software, while trademarks protect the
brand name and logo associated with the product.

Challenges and Opportunities for Founders and Inventors

Developing software that qualifies as a medical device offers immense potential to revolutionize
healthcare. However, it also comes with unique challenges, including regulatory compliance,
clinical validation, and IP protection.

1. Balancing Innovation with Regulation: Navigating the regulatory process can be daunting,
especially for early-stage startups. It is essential to strike a balance between pushing the
boundaries of innovation and adhering to regulatory requirements. Partnering with legal and
regulatory experts early in the development process can help founders avoid costly mistakes
and delays.

2. Funding and Investment: Securing funding for medical software can be challenging due to the
high cost of clinical trials and regulatory approval. However, the growing demand for digital
health solutions presents significant opportunities for investors. Founders should be prepared to
demonstrate the clinical and commercial viability of their product to attract investment.

3. Building Trust with Healthcare Providers: For medical software to succeed, it must gain the
trust of healthcare providers. This requires not only regulatory approval but also clinical
validation and real-world evidence of its effectiveness. Collaborating with healthcare
professionals during the development process can help ensure that the software meets the
needs of both patients and providers.

For founders and inventors in the digital health space, understanding when software becomes a
medical device is critical to success. By recognizing the regulatory requirements, protecting
intellectual property, and addressing the challenges unique to medical software development,
entrepreneurs can position their innovations to make a meaningful impact on healthcare.

About PatentPC

PatentPC is a leading provider of patent and intellectual property services, specializing in helping
technology companies protect their innovations. With decades of experience and a focus on Al-
powered patent drafting, PatentPC empowers inventors to efficiently build valuable patent
portfolios while navigating the complexities of the regulatory landscape.
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