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The 3D printing industry is expected to more than double in size in this decade, but with this
explosive growth come many unanswered legal questions for manufacturers and their
customers.

The “democratization” of manufacturing through 3D printing means rights holders often will
not know when others are printing copies of their products, making infringement difficult to
identify.

To say that additive manufacturing — commonly referred to as 3D printing — is taking over the world is
no understatement. Some have referred to it as the Third Industrial Revolution, and for good reason.
While largely under the radar to most consumers, numerous large corporations already are incorporating
3D printing into their production lines. For example:

» GE Aviation plans to introduce this year the first 3D printed parts for aircraft engines. The
company predicts it will produce more than 100,000 parts using 3D printing by 2020.

* Prosthetic and orthotic device manufacturers are using 3D printers to produce standard implants,
as well as surgical guides for a range of procedures, including total knee, total hip, and shoulder
replacements.

* The FDA approved in August 2015 the first 3D printed drug product, a prescription drug used in
the treatment of epilepsy.

* New Balance is manufacturing and offering for sale a running shoe with a 3D printed midsole.

« Indeed, the 3D printing industry is expected to grow from a nearly $11 billion industry in 2015 to a
$26.7 billion industry by 2019. Gartner predicts that, by 2019, 10% of out-of-production spare
parts for cars, trucks, bicycles and motorcycles, as well as military vehicles and drones, will be 3D
printed.

Many legal issues surrounding 3D printing remain unanswered. Who owns the IP? Who has liability?
What regulations apply? These and many other legal questions abound.

What Legal Issues Does 3D Printing Implicate?

3D printing is a disruptive technology with far-reaching implications for manufacturers, retailers,
consumers, intellectual property owners, and others. While 3D printing allows manufacturers to make
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complex designs, rapid prototypes and final parts in new and different ways, it also allows almost anyone
to re-create any existing product and make, use or distribute it without permission from its original creator.

The technology brings with it a host of new legal questions surrounding intellectual property, product
liability, regulatory (such as FDA), and other practice areas. Below, we present a sampling of those legal
questions.

Intellectual Property

Users and manufacturers of 3D printers and 3D printed objects will encounter issues involving patents,
trademarks, copyright, and other IP rights, whether their own or owned by others. Indeed, the Gartner
Group predicts that 3D printing will result in the global loss of at least $100 billion per year in intellectual
property by 2018.

Consider that companies that previously purchased replacement parts could print them themselves with
3D printers. Similarly, consumers seeking replacement parts for home appliances and plumbing — or
seeking finished consumer goods — could print them themselves. Each of these situations raise issues of
at least patent, trademark and copyright infringement.

Moreover, the growth of 3D printing will make product blueprints extremely valuable. Yet, they also could
become easily accessible or copied once loaded to the web or provided to a specific customer. This
raises issues of at least patent and copyright infringement.

Yet, what good is an IP right if the power to enforce it is meager? The “democratization” of manufacturing
through 3D printing means rights holders often will not know when others are printing copies of their
products, making infringement difficult to identify. And, even when it is identifiable, rights holders will need
to determine whether to pursue consumers who infringe, as well as corporations who infringe, in an effort
to protect their IP. In many instances, enforcement may be futile.

Products Liability

Defects in printed products or injuries resulting from printed products are likely to result in products liability
litigation. Manufacturers of 3D printers, chemicals and other materials used to print 3D printed products,
and 3D printed products, as well as suppliers of software for the production of 3D printed products, all are
likely targets for litigation. But who is liable? Where should a suit be brought? And under which law?

Consider this fact pattern: Someone in India uploads a file for the printing of a product; a company in
China accesses it, modifies it, and offers the modified file for sale on its website; a consumer in the United
States purchases the modified file, 3D prints it at a local store that prints from customer files, and then is
injured by the product.

Who can sue whom? Where can they sue? What law will apply? Will strict liability apply and, if so, to
whom? Is the file used to print the product even a “product” to which certain tort liability applies? Or is it
an intangible? Or is it a “good” governed by the UCC? These and numerous other questions abound.

FDA

The FDA recently approved the first 3D printed drug. Moreover, several medical device makers are
manufacturing prosthetics using 3D printing. And the FDA has approved the use of a limited number of
3D printed devices under its Emergency Use Pathway, including a 3D manufactured tracheal splint for
use on a newborn needing an anatomically-specific splint to address a disorder that made it difficult to
breath.
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The printing of medications, prosthetics, cosmetics and foodstuffs raises numerous FDA issues. Indeed,
the FDA conducted its own research into 3D printing to obtain the knowledge and experience needed to
assess the safety, effectiveness, quality and performance of FDA-regulated products developed with 3D
printing. Additionally, it has been developing a policy for regulating the commercial use of products
developed with 3D printing. Policies also will be developed for the 3D printing of medical devices by non-
traditional entities, such as hospitals, rather than the entity that sponsored the device for FDA approval.

3D printing is an exciting technology that is likely to change manufacturing as we know it. It brings with it,
though, numerous legal challenges and many unanswered questions.

Maya Eckstein is a partner at Hunton & Williams LLP. She focuses on patent and intellectual property
litigation. As head of the firm’s intellectual property practice group, Eckstein advises companies and
organizations on how to protect their valuable intellectual property rights. She represents plaintiffs and
defendants in patent infringement disputes and has significant experience planning, coordinating and
executing the defense of complex litigation involving multiple defendants and jurisdictions. She may be
reached at (804) 788-8788 or meckstein@hunton.com.
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