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Introduction

On March 19, 2025, the Grand Panel of the Intellectual Property High Court (the “IPHC”) rendered their judgment
in a patent infringement case. The court reversed a Tokyo District Court’s judgment and found that the defendant
had infringed the plaintiff’s patent. This case represents the 16th Grand Panel judgment of the IPHC! and was
subject to a proceeding calling for third-party opinions (Japanese procedure allowing for non-party submissions of
briefs similar to amicus curiae briefs)?.

This newsletter provides an overview and explains the significance of this judgment based on the text of the
judgment published on the official website of the IPHC.

Summary of the Judgment

1. Outline of the case

This case involves a dispute over an alleged infringement of a patent for a “Composition for Promoting
Subcutaneous Tissue and Subcutaneous Fat Tissue Growth” (the “Patent”) specifically a “Breast Enhancement
Composition” comprising three components:

I.  autologous (self-derived) plasma;

Il.  basic fibroblast growth factor (b-FGF); and

IIl.  fat emulsion.

The plaintiff, who holds the Patent, sued a physician who operated a beauty clinic, claiming that the “Blood Breast
Enhancement Surgery” offered at the clinic infringed upon the Patent because, in performing such surgery, the

1 A Grand Panel judgment is not a judgment relating to a single case; rather, several judgments/decisions relating to several cases
addressing the same legal issues were rendered by the Grand Panel of the IPHC on the same day. By counting such group of
judgments/decisions collectively as one Grand Panel judgment, this case is recognized as the 16th Grand Panel judgment issued.
2 A proceeding calling for third-party opinions (set out in Article 105(2-11) of the Patent Act) was introduced by the 2021
amendment to the Patent Act. This case is the second case in which third-party opinions were solicited by way of this proceeding.
For information on the first case where third-party opinions were solicited, please refer to our NO&T IP Law Update No.1,
“Judgment rendered by the Grand Panel of the Intellectual Property High Court on May 26, 2023, regarding the Principle of
Territoriality” (June 2023) and No.10, “Patents: — The Principle of Territoriality: Two Notable Judgments of the Supreme Court of
Japan rendered on March 3, 2025” (March 2025).
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physician engaged in unauthorized manufacturing and use of a composition within the technical scope of the
patented invention.

At the trial of this case, the Tokyo District Court (the “District Court”) dismissed the plaintiff’s claim, finding
insufficient evidence that the defendant had prepared a drug comprising the three above-mentioned components
of the Patent. The plaintiff appealed the District Court’s judgment to the IPHC.

2. Conclusion of the Judgment

The IPHC reversed the District Court’s judgment, finding that the defendant had in fact prepared and administered
to patients a breast enhancement composition comprising the three above-mentioned components of the Patent.
The IPHC granted in part the plaintiff’s claim for damages.

While the primary difference between the District Court’s and the IPHC’s judgments concerns findings of facts
regarding how the defendant administered the composition, the IPHC also ruled on other legal issues that were
not addressed in the District Court’s judgment, including the industrial applicability of the patented invention
(addressed in Article 29(1) of the Patent Act) and the applicability of the physician’s prescription exemption
(addressed in Article 69(3) of the Patent Act).

3. Findings and Reasoning supporting the IPHC’s Judgment

(1) Findings of fact regarding the manner in which the drug was administered by the appellee

The defendant alleged that two separate compositions were administered to the patients during the Blood Breast
Enhancement Surgery: a cell-free plasma gel (comprising growth factors and other drugs) and a composition
comprising emulsifiers and nutrients. The defendant denied preparing a single composition comprising all of the
three components recited in the Patent (i.e., the components indicated as |, Il and lll above).

The District Court recognized the possibility that the three components may have been administered separately
(though they might have mixed inside the patient’s body), and therefore found that the defendant had not
manufactured nor administered a composition comprising the three above-mentioned components of the Patent.

The IPHC, however, determined that the defendant had in fact combined all three components of the Patent into
a single composition before administering it to patients.

It should be noted that the IPHC’s judgment does not address the legal question of whether separate
administration of components that subsequently mix inside a patient’s body would constitute patent infringement,
as the court determined in this case that the three components were combined before administration.

(2) Industrial Applicability of the Patented Invention (Article 29(1) of the Patent Act)

An invention must demonstrate industrial applicability to be patentable under Article 29(1) of the Patent Act.
Although the Patent Act of Japan has no specific provision which explicitly denies patentability for medical
procedures, in light of relevant court precedents and actual Japanese patent examination practice, it is generally
recognized that a method of surgery, therapy, or diagnosis of humans conducted by a doctor (a so-called “medical
activity”) does not fall under “an industrially applicable invention” set out in Article 29(1) of the Patent Act, and
thus is not considered patentable.

The defendant argued that because the patented invention includes “autologous plasma” as a component, it is
necessary to obtain blood from the patient to manufacture the composition, and the composition is intended to
be administered to the same patient. Therefore, the defendant claimed that this invention, which contemplates
medical procedures both before and after the “manufacture” of the patented composition, does not constitute an
“industrially applicable invention” and the patent should be invalidated.
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The IPHC rejected this argument for the following reasons:

. The 1975 amendment to the Patent Act of Japan made it clear that pharmaceutical inventions are patentable
even though they are intended for human administration. Therefore, it is difficult to interpret that a “product
invention” can be seen in effect as a “method invention” for medical procedures merely because it is intended
to be administered to humans.

. The manufacture of products using materials obtained from humans is not necessarily performed by
physicians. Research and development performed by the pharmaceutical and other industries contribute
significantly to the development of such technologies, and these technologies can be used to maintain and
restore human life and health. Therefore, patent protection should be provided to encourage technological
development.

J For these reasons, a “product invention” that uses materials obtained from humans and is intended to be
returned to those same humans cannot be considered in effect as a substantial “method invention” or a
medical procedure as a whole that lacks industrial applicability.

(3) Applicability of the Physician’s Prescription Exemption (Article 69(3) of the Patent Act)

One of the main issues in the appeal was whether the defendant’s act of preparing a composition comprising all
three components of the Patent was exempt from patent infringement under Article 69(3) of the Patent Act.

Article 69(3)

A patent right for a medical invention (medicine meaning a product used in the diagnosis, therapy, treatment,
or prevention of human diseases; hereinafter the same applies in this paragraph) that is to be manufactured by
two or more medicines being mixed together or for the invention of a process by which a medicine is
manufactured by two or more medicines being mixed together has no effect against the act of preparation of a
medicine as per a physician’s or dentist’s prescription or against medicine prepared as per a physician's or a
dentist’s prescription.

The IPHC ruled that based on the patent specification, the patented composition was clearly intended for breast
enhancement for primarily aesthetic purposes, and taking into account current societal norms, such a composition
could not be considered “a product used in the diagnosis, therapy, treatment, or prevention of human diseases”.

Therefore, the patented invention does not qualify as “a medical invention ... to be manufactured by two or more
medicines being mixed together” and therefore Article 69(3) of the Patent Act does not apply, regardless of
whether the defendant’s act constitutes “dispensing based on a prescription.”

(4) Amount of Damages

The IPHC found that between May 27, 2020, and July 24, 2021, the defendant manufactured compositions within
the technical scope of the patented invention and used them in the Blood Breast Enhancement Surgery at his clinic,
generating approximately 170 million yen in revenue during this period.

Considering various factors, the court calculated damages under Article 102(3) of the Patent Act as 8% of the above
revenue, and awarded the plaintiff approximately 15.03 million yen (including attorney’s fees).

Significance of this Judgment

This judgment affirms that “product inventions” requiring medical procedures before and after manufacturing
(obtaining blood from a patient and administering the final product to the same patient) can be qualified as
“industrially applicable inventions” under the Patent Act.

While Japan Patent Office’s Examination Guidelines state that “methods of surgery, therapy or diagnosis of humans”
lack industrial applicability and include “methods of processing something taken from a human being premised on
returning it to the same person for treatment” as a type of medical procedure, this judgment clarifies that when
claimed as a “product invention” rather than a “method invention”, such invention can be patentable. This confirms
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that medical-related inventions, when claimed as “product inventions”, generally have industrial applicability in
accordance with Japan Patent Office’s Examination Guidelines.

Regarding medical-related inventions and patents, there are two regulatory approaches: (i) the “upstream
regulation” approach taken by Japan and Europe, which excludes treatment methods from patentability, and (ii)
the “downstream regulation” approach taken by the United States, which includes treatment methods as
patentable subject matter but provides exemptions for medical practitioners. Although the introduction of
downstream regulation has been considered in Japan’s Industrial Structure Council and Intellectual Property
Strategy Headquarters, no consensus has been reached, and advances in patenting cutting-edge medical
technologies have been addressed through revisions to the Examination Guidelines rather than through legislative
changes.

The judgment also clarifies that compositions intended primarily for aesthetic purposes do not qualify as
“substances used for diagnosis, therapy, treatment or prevention of human diseases” under Article 69(3) of the
Patent Act. While some argue that Article 69(3) of the Patent Act should not be interpreted restrictively, this
judgment clearly establishes that compositions for aesthetic purposes are not covered by this exemption.

Finally, as mentioned earlier, this judgment did not address whether separate administration of components that

subsequently mix inside a patient’s body would constitute patent infringement. This remains an open question for
future cases.
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This newsletter is given as general information for reference purposes only and therefore does not constitute our firm’s legal
advice. Any opinion stated in this newsletter is a personal view of the author(s) and not our firm’s official view. For any specific
matter or legal issue, please do not rely on this newsletter but make sure to consult a legal adviser. We would be delighted to
answer your questions, if any.

NAGASHIMA OHNO & TSUNEMATSU www.noandt.com

JP Tower, 2-7-2 Marunouchi, Chiyoda-ku, Tokyo 100-7036, Japan
Tel: +81-3-6889-7000 (general) Fax: +81-3-6889-8000 (general) Email: info@noandt.com

Nagashima Ohno & Tsunematsu, based in Tokyo, Japan, is widely recognized as a leading law firm and one
of the foremost providers of international and commercial legal services. The firm’s overseas network
includes locations in New York, Singapore, Bangkok, Ho Chi Minh City, Hanoi, Jakarta* and Shanghai. The
firm also maintains collaborative relationships with prominent local law firms. The over 600 lawyers of
the firm, including about 50 experienced lawyers from various jurisdictions outside Japan, work together in
customized teams to provide clients with the expertise and experience specifically required for each client
matter. (*Associate office)

If you would like to receive future editions of the NO&T IP Law Update by email directly to your Inbox, please fill out our
newsletter subscription form at the following link: https://www.noandt.com/en/newsletters/nl _ip/.

Should you have any questions about this newsletter, please contact us at <newsletter-ip@noandt.com>.

Please note that other information related to our firm may be also sent to the email address provided by you when subscribing to
the NO&T IP Law Update.

© 2025 Nagashima Ohno & Tsunematsu


https://www.noandt.com/en/newsletters/nl_ip/
mailto:newsletter-ip@noandt.com
https://www.noandt.com/en/
mailto:info@noandt.com

	Introduction
	Summary of the Judgment
	1. Outline of the case
	2. Conclusion of the Judgment
	3. Findings and Reasoning supporting the IPHC’s Judgment
	(1) Findings of fact regarding the manner in which the drug was administered by the appellee
	(2) Industrial Applicability of the Patented Invention (Article 29(1) of the Patent Act)
	(3) Applicability of the Physician’s Prescription Exemption (Article 69(3) of the Patent Act)
	(4) Amount of Damages
	Significance of this Judgment

