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1. Introduction

This case concerns a lawsuit filed by Toray Industries, Inc. (hereinafter the "Plaintiff"), a pharmaceutical
manufacturer and seller and the patentee of Japanese Patent No. 3531170 (hereinafter the "Patent,”
invention name: "Antipruritic Agent"), against Sawai Pharmaceutical Co., Ltd. and Fuso Pharmaceutical
Industries, Ltd. (hereinafter collectively the "Defendants"), both generic drug manufacturers and sellers. The
Plaintiff claimed that the Defendants' acts of manufacturing and selling Nalfurafine Hydrochloride OD
Tablets 2.5ug "Sawai" and Nalfurafine Hydrochloride OD Tablets 2.5ug "Fuso" (hereinafter the "Defendants'
Products") infringed the Patent, the term of which had been extended. The Plaintiff sought damages and
delay damages based on tort law.

The Tokyo District Court, in its original judgment (2018 (Wa) No. 38504 [Case A], No. 38508 [Case B]),
dismissed all of the Plaintiff's claims, finding that the Defendants' Products did not satisfy the constituent
requirements of the invention covered by the Patent, and that the doctrine of equivalents was not
applicable. Dissatisfied with this original judgment, the Plaintiff filed the present appeal.

In the appellate proceedings, the Plaintiff expanded its claim for damages. In addition to its own damages
as the patentee, the Plaintiff also claimed damages by asserting that it had acquired the right to claim
damages from Torii Pharmaceutical Co., Ltd. (hereinafter "Torii Pharmaceutical"), the exclusive licensee
without registration.

2. Outline of this Judgment

In these appellate proceedings, the Intellectual Property High Court reversed the original judgment and
recognized the Defendants' infringement of the Patent. Consequently, the court partially upheld the
Plaintiff's claim for damages and ordered the Defendants to pay damages. The awarded amounts were JPY
14,290,939,291 to be paid by Sawai Pharmaceutical Co., Ltd., and JPY 7,472,878,838 to be paid by Fuso
Pharmaceutical Industries, Ltd.

3. Key Facts

(1) Parties:

i. Plaintiff (Toray Industries, Inc.)
The patentee of the Patent and a company engaged in the manufacture and sale of
pharmaceutical products.

ii. Torii Pharmaceutical Co., Ltd.
The exclusive licensee without registration of the Patent held by the Plaintiff and
responsible for the sale of the Plaintiff's Product (defined below).

iii. Defendants (Sawai Pharmaceutical Co., Ltd. and Fuso Pharmaceutical Industries,
Ltd.)
Both are companies engaged in the manufacture and sale of generic pharmaceutical

products.
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(2) The Patent and its Term Extension:

The Patent
Japanese Patent No. 3531170, titled "Antipruritic Agent." The application date was
November 21, 1997 (priority date November 25, 1996, Japan), and the registration date
was March 12, 2004.
Extensions of the Patent Term
The Patent has undergone multiple extensions of the patent term as follows:
= July 15, 2015 (for five years): Based on the product named "Nopicor Capsules
2.5ug," with "nalfurafine hydrochloride" as the active ingredient, for the indication
"improvement of pruritus in chronic liver disease patients (limited to cases where
existing treatments are insufficient)." The dosage form was a soft capsule.
= July 25, 2018 (for five years): Based on the product named "REMITCH Capsules
2.5pg," with "nalfurafine hydrochloride" as the active ingredient, for the indication
"improvement of pruritus in dialysis patients (excluding hemodialysis patients)
and chronic liver disease patients (limited to cases where existing treatments are
insufficient)." The dosage form was a soft capsule.
= August 11, 2021 (for four years, 11 months, and 26 days) (hereinafter the “"Present
Extension Registration”): Based on the product named "REMITCH OD Tablets
2.5pg," with "nalfurafine hydrochloride" as the active ingredient, for the indication
"improvement of pruritus in hemodialysis patients and chronic liver disease
patients (limited to cases where existing treatments are insufficient)." This is the

primary subject of the present judgment.

(3) Language of the Patent Claim

Claim 1 of the Patent specifies "an antipruritic agent containing an opioid k receptor agonist

compound represented by General Formula (I) as an active ingredient" (hereinafter the "Present

Invention"). General Formula (l) corresponds to nalfurafine. Importantly, this claim does not include

the phrase "or its pharmaceutically acceptable acid addition salt."

(4) Plaintiff's Product and Defendants' Products:

Plaintiff's Product

"REMITCH OD Tablets 2.5ug," an antipruritic agent manufactured and sold by the Plaintiff
under the Patent. Its active ingredient is "nalfurafine hydrochloride."

Defendants’ Products

Generic drugs manufactured and sold by the Defendants, specifically "Nalfurafine
Hydrochloride OD Tablets 2.5ug 'Sawai' and "Nalfurafine Hydrochloride OD Tablets 2.5ug

'Fuso'." Their active ingredient is "nalfurafine hydrochloride."
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4. Issues and the Court's Judgment

A summary of the parties’ arguments, counter-arguments and the court's judgment for each issue are as

follows:

(1) Issue 1: Do the Defendants' Products fall within the technical scope of the Present Invention?

Plaintiff's Argument

The "active ingredient" of the Present Invention should be understood as nalfurafine, a

component that exerts a pharmacological effect regardless of its form in the preparation.

Since the Defendants' Products contain nalfurafine as their active ingredient, they fall

within the technical scope of the Present Invention.

Defendants’ Argument

Based on the interpretation of the Patent's claims, nalfurafine hydrochloride was explicitly

excluded, and the Plaintiff intentionally excluded it during the prosecution history.

Therefore, the technical scope should be limited to nalfurafine (free base).

Court's Judgment

Claim Scope and Specification: Although Claim 1 of the Patent states "opioid k
receptor agonist compound" and does not include the phrase "or its
pharmaceutically acceptable acid addition salt," the entire specification
(particularly Example 9) indicates that the compound and its acid addition salt
forms are not strictly distinguished.

Meaning of "Active Ingredient": The term "active ingredient" has generally been
understood, both before and after the Patent's filing date, to refer to a chemical
substance that dissolves in the body (blood) and exerts a pharmacological effect.
Acid addition salts are forms used to improve drug solubility and stability, and do
not alter the pharmacological effect itself.

Consideration of the Prosecution History: It was not found that the Plaintiff
intentionally excluded the phrase "or its pharmaceutically acceptable acid addition
salt" from Claim 1 during the present amendment.

Conclusion: Therefore, the Present Invention is interpreted to refer to an
antipruritic agent in which the compound represented by General Formula (I)
(nalfurafine) dissolves and is absorbed in vivo, exerting its pharmacological effect
as an "active ingredient," regardless of whether it is in acid addition salt form.
Since nalfurafine hydrochloride in the Defendants' Products dissociates into
nalfurafine in the body and exerts a pharmacological effect, the Defendants'
Products satisfy the constituent requirements of the Present Invention and fall

within its technical scope.

(2) As a literal infringement was affirmed for Issue 1, Issue 2 concerning infringement by equivalents

was not judged.
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(3) lIssue 3 (inventive step of the Present Invention) was omitted as the Defendants withdrew their

argument of invalidity due to a lack of inventive step.

(4) Issue 4: Does the Patent, with its term extended by the Present Extension Registration, etc.,

extend to the manufacture and sale of the Defendants' Products?

Plaintiff's Argument
The patent right with the patent term extension should be interpreted to extend to
products "substantially identical as pharmaceutical products" to those specified in the
Cabinet Order disposition. As the Plaintiff's Product and the Defendants' Products share
the same active ingredient and indications, they are substantially identical. Substantial
identity is not negated if the choice of excipients is based on well-known and common
technology, such as those listed in the "Pharmaceutical Excipient Dictionary."
Defendants' Argument
The Defendants' Products apply a unique group of excipients developed independently,
not merely transferred from well-known and common technology. Therefore, they are not
substantially identical to the Plaintiff's Product as pharmaceutical products. Approval as
a generic drug does not necessarily mean the Defendants' Products are substantially
identical to the Plaintiff's Product.
Court’s Judgment
= Standard for Substantial Identity: In line with the purpose of Article 68-2 of the
Patent Act, the effect of a patent right with a patent term extension extends not
only to the "product" specified by "ingredients, quantities, dosage and
administration, and indications" in the Cabinet Order disposition (pharmaceutical
product), but also to those substantially identical as pharmaceutical products.
Products are judged substantially identical if their differences are merely minor or
formal when viewed overall.
= Comparison of Plaintiff's Product and Defendants' Products: Both the Plaintiff's
Product and the Defendants' Products have nalfurafine as the active ingredient,
and their quantity, dosage and administration, and indications are identical. The
only differences are in excipients, excluding the active ingredient.
= Significance of Excipients: Excipients are generally defined as substances that do
not exhibit pharmacological action at the dosage administered, are harmless, and
do not impede the therapeutic effect of the active ingredient. The excipients in
both the Plaintiff's Product and the Defendants' Products do not possess technical
significance beyond this general understanding.
= Conclusion: The Plaintiff's Product and the Defendants' Products share the same
technical features and effects as antipruritic agents containing nalfurafine as the
active ingredient, and they are all in the OD tablet form. Therefore, the differences

in excipients are minor or formal when viewed overall.
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= Regarding Defendants' claim of unique excipient groups: As long as the excipients
do not exhibit pharmacological action and do not impede the therapeutic effect,
substantial identity is not affected.

» Therefore, the Patent with the patent term extension extends to the manufacture

and sale of the Defendants' Products.

(5) Issue 5: Is the Plaintiff's exercise of the Patent right an abuse of rights on the grounds that

the Present Extension Registration, etc., should be invalidated because obtaining approval

for "REMITCH OD Tablets 2.5ug" (hereinafter the “Present Disposition”) was not necessary

for working the Present Invention?

Defendants’ Argument

The Present Extension Registration should be invalid because it was not "necessary to
obtain the disposition prescribed by Cabinet Order" for working the patented invention.
Therefore, the Plaintiff's exercise of the right constitutes an abuse of rights.

Plaintiff's Argument

Since the active ingredient of the Present Invention is nalfurafine, and the Plaintiff's
Product satisfies the constituent requirements of the Present Invention, its marketing
approval was necessary for working the Present Invention.

Court's Judgment

As judged in Issue 1, the Present Invention is an invention of an antipruritic agent
containing nalfurafine (including its acid addition salt form) as an active ingredient, and
the Plaintiff's Product (REMITCH OD Tablets 2.5ug) is recognized as possessing the
features specified in this invention. Therefore, it was necessary to obtain the Present
Disposition, etc., under the Act on Securing Quality, Efficacy and Safety of Products
Including Pharmaceutical and Medical Devices to manufacture and sell the Plaintiff's

Product, and thus the Present Extension Registration should not be invalidated.

(6) Issue 6: Should the Present Extension Registration, etc., be invalidated because the extended

period exceeds the period during which the Present Invention could not be worked?

Defendants’ Argument

In cases of dosage form addition approval for pharmaceutical products, the patent
extension period should be based on the start date of bioequivalence tests. Including the
clinical trial period for existing soft capsules would constitute a double recovery of the
clinical trial period, which goes against the purpose of the patent extension system. The
period during which the patented invention could not be worked, including the clinical
trial period for bioequivalence tests and the examination period, is at most one year, 11
months, and 26 days from the expiration date of the Patent right.

Plaintiff's Argument

Even for approval of dosage form addition, it is stipulated by the marketing approval

system that clinical trial data for existing pharmaceutical products are used in the
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examination. The extended period of the Present Extension Registration (four years, 11
months, and 26 days or five years) does not exceed the period during which the invention
could not be worked, when these periods are included.

Court's Judgment

» Calculation of the "Period During Which Invention Could Not Be Worked": This
period is understood to be from the date when the necessary tests for obtaining
approval commenced (or the later of that date and the patent right registration
date) until the day before the approval became effective upon reaching the
applicant.

= Tests for Dosage Form Addition Approval: The approval application for REMITCH
OD Tablets 2.5ug related to the Present Disposition was categorized as
"pharmaceutical product for dosage form addition." However, not only
bioequivalence data but also materials related to clinical trials for existing
approved pharmaceutical products, such as REMITCH Capsules, were submitted
and used in the examination. These clinical trials were evaluated as necessary data
for confirming the efficacy and safety of the OD tablets.

» Period Calculation: Upon calculating the necessary examination period by
aggregating all clinical trial periods after the Patent's registration date, it was
found that the period extended by the Present Extension Registration (i.e., four
years, 11 months, and 26 days) does not exceed this period.

»  Conclusion: Including the soft capsule trial period is essential for obtaining OD
tablet approval, and since soft capsule approval does not immediately extend to
OD tablets, it does not constitute a double recovery.

» Therefore, the Present Extension Registration should not be invalidated.

(7) lIssue 7: Whether Prior Use Rights Exist

Defendants’ Argument

Sawai Pharmaceutical Co., Ltd. conducted independent development of OD tablets, filed
patent applications, and carried out clinical trials, etc., before the Plaintiff's Present
Extension Registration application, launching the Defendants' Products after receiving
approval from the relevant regulatory authority. This demonstrates an "intent for
immediate working," and Article 79 of the Patent Act regarding prior use rights should be
analogously applied. The Defendants were unaware of the specific scope of the effect of
the Present Extension Registration.

Plaintiff's Argument

The purpose of the patent extension system is to restore the patentee's period of
exclusive right. The content of the patented invention was publicly known, and the
Defendants should have been able to know it. Therefore, Article 79 of the Patent Act

cannot be analogously applied.
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Court's Judgment

= Article 79 of the Patent Act is a provision that, by granting a non-exclusive license,
protects a person who, without knowing the content of a patent application, made
the same invention and was actually working the invention or preparing to work
it. However, the Defendants' Products launched by Sawai Pharmaceutical Co., Ltd.
were prepared for manufacture and sale based on the already publicly available
Patent. Even if Sawai Pharmaceutical Co. Ltd. was unaware of the Present
Extension Registration application, the existence and content of the Patent were
publicly known and could have been easily known. Granting a non-exclusive
license in such a case would undermine the purpose of the patent extension
system and run counter to fairness between the parties.

» Therefore, there is no premise for analogously applying Article 79 of the Patent

Act in this case.

(8) Issue 8: Validity of Torii Pharmaceutical's Right to Claim Damages

Plaintiff's Argument
The Plaintiff and Torii Pharmaceutical operate the manufacturing and sale of the Plaintiff's
Product as a joint venture. As an exclusive licensee without registration, Torii
Pharmaceutical possesses the right to claim damages, and its position is a legally
protected interest under tort law.
Defendants’ Argument
A licensee without registration holds merely a contractual position, and a unique right to
claim damages against a third party should only be recognized in exceptional
circumstances, such as a de facto exclusive position, which is not applicable here.
Furthermore, if a patentee sells a product to a licensee, the right cannot be exercised due
to exhaustion. Moreover, since the license is not registered or publicly disclosed, the
Defendants were not negligent.
Court’s Judgment
= Existence of Protected Interest: A tort under Article 709 of the Civil Code is
established when a "legally protected interest" is infringed, and the existence of
an exclusive right is not necessarily required.
= Factual Background: The Plaintiff and the JT Group (including Torii Pharmaceutical)
jointly commercialized nalfurafine, covered by the Patent, as a pharmaceutical
product. The Plaintiff manufactured nalfurafine preparations (for dialysis and liver
uses), and Torii Pharmaceutical exclusively sold them. Torii Pharmaceutical also
obtained trademark registration for "REMITCH."
= Conclusion: Under such a joint venture relationship, Torii Pharmaceutical's
exclusive sale of the Plaintiff's Product can be substantially evaluated as a form of

the Plaintiff's business. Therefore, it is appropriate to interpret that this constitutes
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a legally protected interest under tort law in relation to the Defendants.
Furthermore, since Torii Pharmaceutical was publicly known as the seller of the
innovator drug, and no other seller existed in the market, it is presumed that the
Defendants were negligent regarding the infringement of Torii Pharmaceutical's
interest. Therefore, Torii Pharmaceutical is recognized to have its own right to
claim damages against the Defendants.

= Since the Plaintiff acquired this claim from Torii Pharmaceutical, both parties’
damages can be claimed jointly, and Article 102, Paragraph 1 of the Patent Act is

analogously applied to calculate the damages.

(9) Issue 9: Amount of Profit Per Unit Quantity

Plaintiff's Argument

The profit per unit quantity of the Plaintiff's Product is the sum of the amounts of profit
of the Plaintiff (manufacturing) and Torii Pharmaceutical (sales), which does not constitute
a double claim. Electricity, water, and personnel costs for raw material manufacturing are
not variable costs. One-time payments in the license agreement are not linked to sales
quantity and thus should not be deducted in the calculation of marginal profit.
Defendants’ Argument

As the Plaintiff's role is limited to manufacturing, its damages should be limited to the
equivalent of royalties. Combining the damages of both parties constitutes a double claim.
Direct costs for raw material manufacturing should be included as variable costs. One-
time license fees are direct fixed costs that should be deducted.

Court’s Judgment

» Calculation of Damages: Since the Plaintiff manufactures raw materials to final
preparations and supplies them to Torii Pharmaceutical, which then market the
products, the Plaintiff's sales to Torii Pharmaceutical constitute the Plaintiff's profit.
However, for Torii Pharmaceutical, this sales amount is deducted as a variable cost
in the calculation of marginal profit. Therefore, calculating and aggregating the
"profit per unit quantity" for both the Plaintiff and Torii Pharmaceutical does not
constitute a double claim.

» Scope of Variable Costs: The increase in electricity, water, and personnel costs
associated with the manufacturing of the active ingredient (TRK820) for marginal
additional production is extremely minimal, and thus they are not recognized as
variable costs to be deducted in the marginal profit calculation.

= One-time License Fees: One-time payments in the license agreement between the
Plaintiff and Torii Pharmaceutical are not linked to the manufacturing and sales

quantity. Therefore, they cannot be deducted in the calculation of damages.

(10) Issue 10: Existence of Circumstances Preventing Sale and Corresponding Quantity

Defendants’ Argument
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Generic drug promotion policies, drug price differences from innovator drugs, the
existence of competing products (other nalfurafine preparation capsules), the
Defendants' sales efforts and brand power, and the unique formulation technology and
characteristics of the Defendants' Products (PTP sheets, stability assurance) constitute
“circumstances preventing sale" that should lead to a reduction in the Plaintiff's damages.
The Plaintiff's Product's use of Takata Pharmaceutical's patent is also a reason for a
reduction of damages.

Plaintiff's Argument

The circumstances argued by the Defendants do not impede the causal relationship
between the infringement and the decrease of sales. The nalfurafine OD tablet market is
distinct from the capsule market. The impact of price differences is small due to high-cost
medical expense systems. Takata Pharmaceutical's patent is used under license and does
not impede the Plaintiff's sales.

Court's Judgment:

=  Meaning of "Circumstances Preventing Sale": This refers to circumstances that
impede the causal relationship between the infringing act and the decrease in
sales of the patentee's product, with the burden of proof resting on the infringer.

» Market |dentity: Nalfurafine preparations are in a different market from other
antipruritic agents. OD tablets form a different market from capsules due to
convenience of administration. In the nalfurafine OD tablet market, no other
competing products exist apart from the Defendants' Products, and a statistical
correlation between the decrease in sales of the Plaintiff's Product and an increase
in the sales of the Defendants' Products has been observed.

» Generic Drug Promotion Policies and Price Differences: Although generic drug
promotion policies and price differences exist, patients using nalfurafine
preparations often receive burden reduction measures through high-cost medical
expense systems. Therefore, the impact of price differences on purchasing
motivation is minor.

» Existence of Competing Products: Other nalfurafine preparations (capsules) are in
a different market from OD tablets and are therefore not considered competing
products.

= Infringer's Sales Efforts and Brand Power: While the name recognition and brand
power of the Defendants are acknowledged, there is no concrete evidence to
suggest that they motivated patients or medical institutions to choose the
Defendants' Products over the Plaintiff's Product in the nalfurafine OD tablet
market.

»  Features other than the Patented Invention: The Plaintiff's Product's use of Takata
Pharmaceutical's patent, as long as it is properly licensed, does not constitute a

circumstance impeding the Plaintiff's sales. The Present Invention is worked across
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the entire Defendants' Products, and damages cannot be reduced based on partial
working.
Conclusion: Therefore, no "circumstances preventing sale” under Article 102,

Paragraph 1, Item 1 of the Patent Act is recognized.

(11)Issue 11: Appropriate Royalty Rate

Plaintiff's Argument

Damages for the unassigned Defendants' Products should be calculated based on Article

102, Paragraph 3 of the Patent Act with an appropriate royalty rate of no less than 20%.

The Present Invention is a groundbreaking pharmaceutical use invention and is highly

valuable.

Defendants’ Argument

The average royalty rate in the pharmaceutical industry is around 3-5%, so the Plaintiff's

claim is excessive. The value and contribution of the Present Invention have limits.

Court's Judgment

Standard Royalty Rate Calculation: The royalty rate should be reasonably
determined by comprehensively considering: actual licensing agreements and
industry averages; the value of the patented invention itself (technical content,
importance, and substitutability); its contribution to sales and profits for the
product and the nature of the infringement; and the competitive relationship
between the patentee and the infringer, the patentee's business policy, and other
relevant circumstances revealed in the lawsuit.

If a post-infringement agreement is assumed, a higher infringement premium
should also be considered.
Industry Average: The royalty rate for the "Pharmaceutical” industry is determined

to be an average of 5.9% and a maximum of 14.5%.

Value of the Present Invention: The Present Invention is evaluated as a
groundbreaking pharmaceutical use invention for pruritus, for which existing
treatments are insufficient. It is highly important due to the lack of alternatives. It
is worked across the entire Defendants' Products, making its contribution to sales
and profit high.

Conclusion: Considering these points, the appropriate royalty rate is determined
to be 9%.

Calculation: For the unassigned Defendants' Products, damages payable by Sawai
Pharmaceutical Co., Ltd. is the amount of JPY 127,745,424, and by Fuso
Pharmaceutical Industries, Ltd. is the amount of JPY 27,342,421.

(12) Issue 12: Admissibility of Adding Consumption Tax Equivalent to Damages

Plaintiff's Argument

Damages for patent infringements are consideration for the unauthorized use of
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intangible property rights and are subject to consumption tax. Therefore, the equivalent
of the consumption tax should be added.

Defendants’ Argument

Claims based on Article 102, Paragraphs 1-3 of the Patent Act which are for compensation
for lost profits, are not subject to consumption tax. Adding consumption tax would lead
to double taxation and contradict the consumption tax system.

Court's Judgment

= Damages under Article 102, Paragraph 1 of the Patent Act (Lost Profits): This is a
calculation of the profits the Plaintiff would have gained had the infringement not
occurred. It is not a calculation of the consideration equivalent to a transfer of
assets by the Plaintiff. Therefore, it does not fall under "consideration for the
transfer of assets, etc." and consumption tax should not be added.

= Damages under Article 102, Paragraph 3 of the Patent Act (Royalty Equivalent):
This calculates the consideration the patentee would receive if it had agreed with
the patent infringer ex-post. Substantively, it can be viewed as consideration for
the use of the patent right. Therefore, it is appropriate to add the equivalent of
the consumption tax (10%).

» Calculation: After adding the equivalent of the consumption tax, the amounts of
damages to be paid under Article 102, Paragraph 3 of the Patent Act were
determined to be JPY 140,519,966 for Sawai Pharmaceutical Co., Ltd., and JPY
30,076,663 for Fuso Pharmaceutical Industries, Ltd. (both including consumption

tax).

(13) Issue 13: Amount of Plaintiff's Damages

Court's Calculation

To the aforementioned damages (excluding consumption tax for damages under Article
102, Paragraph 1 of the Patent Act and including consumption tax for damages under
Article 102, Paragraph 3 of the Patent Act), attorneys' fees equivalent to 10% of the
damages amount were added, along with delay damages.

Final Awarded Amounts

Sawai Pharmaceutical Co., Ltd. was ordered to pay the total amount of JPY 14,290,939,291,
and Fuso Pharmaceutical Industries, Ltd. was ordered to pay the total amount of JPY
7,472,878,838.

5. Summary

This judgment reversed the original court's judgment, recognized patent infringement by the Defendants,
and partially upheld the Plaintiff's claim for damages. The following points, in particular, will serve as

important precedents for future patent infringement lawsuits related to pharmaceuticals:

e It was clearly shown that the effect of extended patent rights for pharmaceuticals extends to cases
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where products are judged "substantially identical as pharmaceutical products,” even if there are
differences in excipients. This judgment may impact the assessment of patent infringement risks
in the design of generic drugs.

e The determination that an exclusive licensee without registration is recognized to have its own
right to claim damages is also significant. In this case, the profit of a licensee who effectively and
exclusively conducts business jointly with the patentee was recognized as a legally protected
interest under tort law.

e In the calculation of the patent term extension period, it was judged that even if the approval
application is for a dosage form addition, the clinical trial data of existing pharmaceutical products,
if used in the examination, should be included in the "period during which the patented invention
could not be worked."

e In the calculation of damages, it was ruled that consumption tax is not added to lost profit (Article
102, Paragraph 1 of the Patent Act), while consumption tax is added to the royalty equivalent
(Article 102, Paragraph 3 of the Patent Act).

This judgment is noteworthy as it provides new guidelines for criteria in pharmaceutical patent
infringement cases, particularly regarding the scope of extended patent rights and the method of
calculating damages.
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