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1. Introduction

This is a case in which Kabushiki Kaisha Tokai lka, the owner of a patent right on an invention
titled “Composition for Promoting Growth of Subcutaneous Tissue and Subcutaneous Adipose Tissue” (the
“Invention”), claimed damages from a doctor who opened a clinic in 2019 and performed breast
augmentation surgery called “3-WAY Blood-Based Breast Augmentation” using acellular plasma gel until
around October 2022 (the “Surgery”). The plaintiff alleged that manufacturing a surgical preparation
solution containing acellular plasma gel infringed its patent right. After the registration of the patent, the
plaintiff received an assignment of the patent right from an individual who was the sole shareholder of
Tokai lka, and also the original applicant/holder of the patent (the “Original Applicant”). For convenience,
the patent on the Invention will be referred to as the "Patent” and the patent right on the Patent will be
referred to as the “Patent Right".

The claim at issue for the Invention is “a composition for promoting growth of subcutaneous tissue
for use in breast augmentation, comprising autologous plasma, basic fibroblast growth factor (b-FGF) and a
fat emulsion.”

The Tokyo District Court Decision dated March 24, 2023 (Case No. 2022 (wa) 5905), the original
decision from which the appeal was made, found that the defendant administered acellular plasma gel
(which the plaintiff alleged constitutes "autologous plasma”, which was disputed by the defendant),
trafermin (constituting "basic fibroblast growth factor”) and Intralipos (constituting “fat emulsion”) to
patients. However, the court determined that it was not sufficient to find that the defendant administered
a pharmaceutical composition that contained these components at the same time, and therefore dismissed
the plaintiff's claims with prejudice.

The case discussed in this newsletter is the appeal case brought by the plaintiff against the district
court decision. At the appeal stage, the court adopted a procedure for inviting amicus submissions based
on Article 105-2-11 of the Patent Act.

2. Conclusion of the Decision

The court upheld the plaintiff's (appellant’s) claim and awarded the plaintiff JPY 15,032,196
(claimed amount: JPY 100,000,000) and delay damages therefor, ruling that: (1) the act of the defendant
(appellee) fell under the working of the Invention (“manufacturing” of a composition at issue); (2) the Patent
did not violate Article 29, Paragraph 1 (the requirement of industrial applicability) of the Patent Act, and
there were no other grounds for invalidity; and (3) the act of the defendant does not fall under the
exceptions for experiments, research or pharmaceutical dispensing (Article 69, Paragraphs 1 and 3 of the

Patent Act), nor does the exercise of the Patent Right constitute an abuse of rights.

3. Issues in the Case

The issues in this case are wide-ranging. These issues are outlined below.



(1) Issues relating to the satisfaction of the claim elements

i. Does “acellular plasma gel” fall under “autologous plasma”?

The defendant argued that “autologous plasma” should be construed as meaning
“platelet-poor plasma” only, which contains only a small amount of platelets, in light of
the prosecution history and other factors. On the other hand, “acellular plasma gel” does
not fall under "autologous plasma” because it is manufactured from plasma from which

cell components have been completely removed.

il. Did the defendant manufacture a composition obtained by mixing plasma,

trafermin and Intralipos?

There was a dispute as to whether the defendant mixed the above three components into

one drug and administered it to the recipients, as a matter of fact.

iii. Does the defendant’s separate administration of “Agent A,” which contains plasma
and trafermin, and “Agent B,” which contains Intralipos, to patients constitute

“manufacturing” of a composition?

The defendant claimed that during the Surgery, Agent A is first administered deeper into
the breast, then Agent B is administered near the skin surface of the breast, and then
Agent A and Agent B are alternately administered in the middle section. Therefore, it was

disputed whether such an act also falls under “manufacturing.”

(2) lIssues relating to the validity of the Patent

i. Was the requirement for industrial applicability violated (Article 29, Paragraph 1 of
the Patent Act)?

The defendant argued that, in substance, the Invention is no different from the invention
of a method of breast augmentation surgery in which the collection of blood, the
manufacture of a composition, and the administration thereof are performed in a
sequence, and given that a medical act is considered not to fall under the category of an
“invention of industrial application” as set forth in Article 29, Paragraph 1 of the Patent

Act, the Invention is also not industrially applicable.

(Excerpt from Article 29, Paragraph 1 of the Patent Act:

"A person that invents an invention with industrial applicability may obtain a patent for



that invention, unless the invention is as follows...")

Was the support requirement (Article 36, Paragraph 6, Item 1 of the Patent Act)

violated?

This is an issue related to (1)i. above, and the defendant argued that since the Original
Applicant asserted in the course of the prosecution that “autologous plasma” is “platelet-
poor plasma,” a claim that can be read as containing any other plasma does not satisfy

the support requirement.

Was the clarity requirement (Article 36, Paragraph 6, Item 2 of the Patent Act)

violated?

The defendant argued that “autologous plasma” did not satisfy the clarity requirement
because (a) its structure and properties were not specified, and (b) the person from whom
“autologous plasma” is derived can only be determined subjectively by the doctor, and
therefore the structure and properties of “autologous plasma” could not be objectively

determined.

(3) Issues relating to the exceptions to the effect of patent rights

Does the defendant’s act fall under the exception for experiments and research

(Article 69, Paragraph 1 of the Patent Act)?

The defendant argued that in vitro experiments conducted before the method of the
Surgery was somewhat established and clinical experiments to verify the effects of such
method of the Surgery fall under the exception for experiments and research. The plaintiff
did not allege the former as an infringement of the Patent Right, and there was no dispute

that the in vitro experiments did not constitute infringement of the Patent Right.

Does the defendant’s act fall under the exception for pharmaceutical dispensing

(Article 69, Paragraph 3 of the Patent Act)?

The defendant argued that (a) although the Invention relates to cosmetic medicine,
cosmetic medicine is also a field that contributes to the improvement of mental and
physical health and self-esteem by reconstruction of physical characteristics; and (b)
therefore, an invention relating to a pharmaceutical preparation for such purposes falls
under a “medical invention (medicine meaning a product used in the diagnosis, therapy,

treatment or prevention of human diseases; hereinafter the same applies in this

10



paragraph) that is to be manufactured by two or more medicines being mixed together.”
In addition, even if there was no dispute that a prescription was not used in preparing the
pharmaceutical composition for the Surgery, the defendant argued that the nature of the
act of dispensing medicine by a doctor does not change depending on the presence or
absence of a prescription, and therefore the issuance of a prescription is not an essential

requirement.

(Excerpt from Article 69, Paragraph 3 of the Patent Act:

"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 is not effective against the act of preparation of a medicine
as per a physician’s or dentist's prescription nor against medicine prepared as per a

physician’s or a dentist’s prescription.”)

iii. Does the exercise of the Patent Right constitute an abuse of rights?
The defendant argued that the plaintiff was exercising the Patent Right against a series of
medical practices, which constituted an abuse of rights, or that it should be ruled simply

that the effect of a patent right does not extend to medical practices.

(4) Issues relating to damages

i. Is Article 102, Paragraph 2 of the Patent Act (presumption of damages based on
profits gained by the infringer) applicable?

The defendant argued that since the plaintiff is a company engaged in the sale and lease,
etc. of medical devices and does not engage in the business of implementing the
Invention, it is impossible to find that the plaintiff would have made profits but for the
defendant’s infringement of the Patent Right. In response, the plaintiff argued that: (a)
the plaintiff granted an unregistered exclusive license (dokusenteki tsujo jisshiken) to the
Original Applicant and received an assignment of the right to claim damages from the
Original Applicant; and (b) even if the court did not find the grant of an unregistered
exclusive license to be true, the plaintiff would have made profits but for the defendant's
infringement because the plaintiff managed the intellectual property rights and the
Original Applicant operated a clinic, implemented the invention and was making profits.

Regarding (a), the defendant disputed the fact.

11



What is the amount of damages?

There was a dispute concerning the calculation of damages.

(5) Solicitation of amicus submissions

As mentioned above, a solicitation of amicus submissions was made in accordance with Article

105-2-11 of the Patent Act. The following five points were the subjects for amicus submissions:

Whether the Patent was granted in violation of the requirement of industrial applicability

((2)i. above)

Whether the Invention fell under the category of “a medical invention that is to be

manufactured by two or more medicines being mixed together” ((3)ii. above)

Does the act by the defendant of instructing a nurse or assistant nurse to manufacture a
medicine (without issuing a prescription) in which all three components are mixed
together fall under "the act of preparation of a medicine as per a physician’s or dentist's

prescription”? ((3)ii. above)

Given that the act by the defendant of manufacturing the composition at issue was closely
related to medical practice, can it be said that the Patent Right did not extend to such

act? (Corresponding to (3)iii. above)

If the defendant separately used a pharmaceutical composition containing “autologous
plasma” and "basic fibroblast growth factor (b-FGF)” and a pharmaceutical composition
containing “fat emulsion” for the Surgery, and these compositions were mixed in the body
of the patient, does the Surgery performed by the defendant constitute “manufacturing”

of a "“composition”? ((1)iii. above)

4. Summary of the Court’s Decision

The summary of the court’s judgment on each issue is as follows.

(1) Issues relating to the satisfaction of the claim elements

Does “acellular plasma gel” fall under “autologous plasma“?

The court ruled that the argument made by the Original Applicant in the examination
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process could not be interpreted as excluding "plasma containing no platelets (plasma
from which platelets have been completely removed)” from “autologous plasma” and that
the limited interpretation alleged by the defendant could not be adopted considering the

specifications and prosecution history of the Patent.

Did the defendant manufacture a composition obtained by mixing plasma,

trafermin and Intralipos?

Although the details are omitted in this newsletter, the court ruled that it can be
reasonably inferred that the defendant produced a pharmaceutical composition mixed
with all three components, based on the examination of evidence such as the drug
notebook prepared by the nurses and assistant nurses and the materials prepared by the

defendant.

Does the defendant’s separate administration of “Agent A,” which contains plasma
and trafermin, and “Agent B,” which contains Intralipos, to patients constitute

“manufacturing” of a composition?

Because the plaintiff's argument in ii. above was accepted, the court made no ruling on

this point.

(2) lIssues relating to the validity of the Patent

Was the requirement for industrial applicability violated (Article 29, Paragraph 1 of
the Patent Act)?

The court held that the Invention fell within the scope of “an invention with industrial
applicability” based on the following observations: (a) it is not provided under the Patent
Act that products to be administered to a human body are excluded from patentability,
and the amendment to the Patent Act of 1975 has made it clear that inventions for
pharmaceuticals can also be patented; and (b) the act of manufacturing drugs, etc. using
an ingredient extracted from a human body as a raw material is not necessarily performed
by a doctor or integrally with the act of administration, and in light of recent
developments in regenerative medicine and related fields, the necessity of protection can

be recognized.

Was the support requirement (Article 36, Paragraph 6, Item 1 of the Patent Act)

violated?
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As stated in (1)i. above, the court held that the specifications support the Invention while

rejecting the defendant'’s interpretation of “autologous plasma”.

Was the clarity requirement (Article 36, Paragraph 6, Item 2 of the Patent Act)

violated?

The court held that the clarity requirement was not violated because it was clear from the
descriptions in the patent specifications that the "autologous plasma” was manufactured

using blood collected from the patient.

(3) Issues relating to the exceptions to the effect of patent rights

Does the defendant’s act fall under the exception for experiments and research

(Article 69, Paragraph 1 of the Patent Act)?

The court first stated as follows regarding the purpose of Article 69, Paragraph 1 of the
Patent Act: “The purpose of Article 69, Paragraph 1 is to seek harmony between the
patentee and the general public interest from the viewpoint of the industrial policy, based
on the understanding that the practice of a patented invention for the purpose of
experiment or research does not normally impair the economic interests of the patentee,
whereas applying the effect of a patent right to such an experiment would instead hinder
the progress of technology and damage the development of the industry.” The court then
gave the following interpretation: “The act of working a patented invention for
consideration prejudices the economic interest of the patent right holder. ... Even if the
purpose of research coexists with such act, such act should be found not to constitute
‘working of the patented invention for the purpose of experiments or research’ unless
there are special circumstances.” The court then rejected the argument that Article 69,
Paragraph 1 of the Patent Act applied, based on the finding that the defendant had
received consideration for the Surgery including the monitoring period (even if a discount

was given).

Does the defendant’s act fall under the exception for pharmaceutical dispensing

(Article 69, Paragraph 3 of the Patent Act)?

The court held that the purpose of breast augmentation is “primarily for aesthetic
purposes” as stated in the patent specifications, and “even in light of [the descriptions in
the patent specifications and] current social conventions, the composition of the
Invention cannot be regarded as a product for the purpose of diagnosis, therapy,

treatment or prevention of human diseases.” The court went on to state that it is also
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difficult to define a condition requiring breast augmentation, which is primarily for
aesthetic purposes, as a “disease” in the general sense. Furthermore, the court interpreted
the intent of Article 69, Paragraph 3 of the Patent Act as follows: “"Dispensing a ‘medicine’
is performed by a doctor who selects, from among many kinds of medicines, a medicine
which can be expected to have the most appropriate medicinal effect for the treatment
and related care of a human disease. The doctor gives instructions to a pharmacist, etc.
through a prescription, and it is understood that [the purpose of Article 69, Paragraph 3
of the Patent Act is] intended not to prevent the doctor’s selection of medicine from being
hindered by patent rights from the viewpoint of realizing the public interest of the smooth
implementation of medical practice.” The court determined that, “... at least in the case of
the selection of a drug to be used for breast augmentation surgery relating to the
Invention, such public interest cannot be readily admitted,” and thus also rejected the

defendant’s argument that the exception should apply.

iii. Does the exercise of the Patent Right constitute an abuse of rights?

Based on the facts described in (1)i. and (3)ii. above, the court concluded that the

plaintiff's claim does not constitute an abuse of rights.

(4) lssues relating to damages

i. Is Article 102, Paragraph 2 of the Patent Act (presumption of damages based on
profits gained by the infringer) applicable?

The court rejected the plaintiff's arguments that Article 102, Paragraph 2 of the Patent Act

was applicable.
il. What is the amount of damages?

Based on the court's rejection of the plaintiff's arguments that Article 102, Paragraph 2 of
the Patent Act was applicable, the court instead applied Article 102, Paragraph 3
(reasonable royalty rate) and awarded damages equal to 8% of the sales plus reasonable

attorneys' fees as the amount of damages.

5. Requirements for Industrial Applicability (Article 29, Paragraph 1 of
the Patent Act)

With respect to the requirement for industrial applicability (Article 29, Paragraph 1 of the Patent
Act), which was the subject of the solicitation of amicus submissions, the court held that the Patent meets

the requirement for the reasons explained above.
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Although there is no explicit provision in the Patent Act, industrial applicability is not recognized
for inventions of methods for surgery, therapy or diagnosis of humans. This interpretation has been
generally accepted in practice (Tokyo High Court Decision dated April 11, 2002 (Hanrei Jihou Vol. 1828, p.
99); Japan Patent Office "Examination Guidelines for Patent and Utility Model”, Part Ill, Chapter 1, 3.1.1).
The Tokyo High Court Decision dated April 11, 2002 states that while “the argument ... that medical practice
itself should be patentable is worth listening to as a matter of legislative policy,” if medical practice itself is
subject to a patent, doctors have to perform medical practices in constant fear of being pursued for patent
infringement and such a system is “extremely unreasonable in view of the nature of medical practice, and
it is a reasonable interpretation that the patent system in Japan does not accept such result.” Some
scholars are of the view that the medical industry is not included in the scope of “industry” within the
meaning of the Patent Act (Shigeki Chaen, “Patent Law (2nd edition),” p. 61, etc). Furthermore, the
Examination Guidelines of the Japan Patent Office state that “Cosmetic methods having surgical operations
whose purpose is not therapeutic or diagnostic are also considered methods of surgery performed on

humans.”

On the other hand, it is also widely accepted that inventions of pharmaceutical products or other
products used in medical practice are eligible for a patent. In the case of the Invention, although it has the
feature of using plasma collected from a patient, it is an invention that is defined as a product and specified
by the composition of the product, and therefore cannot be said to be a type of medical practice itself. In
this sense, the judgment in the decision discussed here is deemed to be consistent with prior practice.

However, the written opinion submitted by the Japan Federation of Bar Associations in response
to the solicitation of amicus submissions also pointed out that “the question of whether or not to grant a
patent for medical practice should be resolved by legislation” (Japan Federation of Bar Associations
“Opinion in Response to the Solicitation of Third Party Opinions in the Appeal Case of Intellectual Property
High Court No. 2023 (ne) 10040, Appeal Case Seeking Compensation for Damages”, p. 5), and this problem

has yet to be fundamentally resolved.

6. Exception for Pharmaceutical Dispensing (Article 69, Paragraph 3 of
the Patent Act)

The court rejected the defendant’'s argument that the exception for pharmaceutical dispensing
was applicable (Article 69, Paragraph 3 of the Patent Act), which was another major issue discussed in the
amicus submissions. The direct reason given by the court is simple: the composition of the Invention “for
use in breast augmentation” cannot be said to be for any type of “diagnosis, therapy, treatment or
prevention of human diseases” in light of the language of the claim, the patent specifications and social
conventions. However, in response to the defendant’'s arguments, the court explicitly stated that the intent
of Article 69, Paragraph 3 of the Patent Act is to ensure that a doctor’s selection of medicine is not interfered
with by patent rights, from the viewpoint of realizing the public interest of the smooth implementation of
medical procedures. Furthermore, the court also indicated that such public interest could not be recognized
with respect to the choice of a medicine for breast augmentation, which is the subject of the Invention. On
a related note, the court did not make a ruling on the question of whether the exception would still apply

if no “prescription” had been issued as required by the wording of the Patent Act.
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The court's interpretation of the intent of Article 69, Paragraph 3 of the Patent Act in this decision
is in line with common understanding. The ruling on this point is understandable given that the patent
specifications expressly state that breast augmentation is performed for the purpose of “aesthetics”, and
in light of the current understanding of the meaning of “disease” in Japan.

However, the meaning of “disease” can change from time to time. Patent infringement can bring
serious consequences such as injunctions and payment of damages. While it is generally preferable for
there to be clear rules in place, it is also undeniable that courts will have to decide on the “public interest”
issue based on the circumstances of each case.

7. Conclusion

In conclusion, the content of the decision itself aligns with the established understanding of the
relationship between medical-related acts and patent rights. However, this decision is of value for reference
in future practice, given that this decision, rendered by the grand panel of the Intellectual Property High
Court after soliciting opinions from the general public, offers a general view on the relationship between
breast augmentation surgery, which is not medical treatment in the traditional sense, and Article 29,
Paragraph 1 of the Patent Act, as well as the applicability of Article 69, Paragraph 3 of the Patent Act, which
has rarely been determined in past judicial precedents.
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