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1. Introduction

On May 15, 2025, in a lawsuit concerning Japan Patent No. 3989175 (the "Patent") held by Bristol-Myers
Squibb Holdings Ireland Unlimited Company ("BMS"), the Tokyo District Court ruled that a generic drug
produced by Sawai Pharmaceutical Co., Ltd. ("Sawai"), which contains dasatinib anhydride as its active
ingredient (the “Plaintiff's Product”), does not fall within the scope of the Patent, which was extended based
on the original drug containing dasatinib hydrate as its active ingredient.

The lawsuit was brought by Sawai, a generic drug manufacturer, against BMS, the patent holder. Sawai, as
the primary plaintiff, filed a lawsuit seeking a declaratory judgment confirming that the Patent does not
extend to the Plaintiff's Product. In response, BMS, as the counterclaimant, filed a counterclaim seeking
damages on the grounds that the Plaintiff's Product infringes the Patent.

2. Case Summary

The outline of the case settled by the court is as follows:

Sawai filed an action seeking a declaratory judgment that the Patent, the term of which had been extended,
does not extend to the Plaintiff's Product (a generic drug) (the main action). In response, BMS filed a
counterclaim asserting that the Plaintiff's Product falls within the technical scope of the invention described
in claim 9 of the Patent. Furthermore, BMS argued that even after the term extension the Patent would
cover the manufacture and sale of the Plaintiff's Product and demanded that Sawai pay 100 million yen in
damages and delay damages.

3. Premises

The court established the following premises in the lawsuit:

The plaintiff, Sawai, is a pharmaceutical manufacturing and sales company. The defendant, BMS, has its
head office in Ireland.

Patent No. 3989175 was granted on July 27, 2007, covering an invention relating to a "cyclic protein tyrosine

kinase inhibitor." Subsequently, BMS obtained the registration for the extension of the Patent's term.

On October 4, 2023, Sawai received additional approval for the indication, dosage, and administration of
the Plaintiff's Product as a generic drug for "Sprycel Tablets 20 mg" and "Sprycel Tablets 50 mg," that were
manufactured and sold by BMS. Based on this approval, the package insert for the Plaintiff's Product was

updated, and manufacturing and sales commenced for uses including chronic myelogenous leukemia.
4. Standing for Action to Seek Declaratory Judgment by Sawai

The court ruled that the action to seek declaratory judgment filed by Sawai was unlawful due to the lack of
standing.

Sawai filed a primary claim seeking confirmation that the Patent, following the registration of its term

extension, does not extend to the Plaintiff's Product. However, the court concluded that, in resolving



disputes over patent infringements, it is more appropriate to directly assess the existence of the patentee's
right to seek an injunction or claim damages. Furthermore, the court noted that whether the Patent extends
to the alleged infringing property is merely a prerequisite issue.

The court also denied standing regarding the secondary claim. The secondary claim included requests for
the defendant, BMS, to confirm the following:

+  Confirmation of no claim for damages based on the tort of patent infringement; and
*  Confirmation of no right to demand an injunction in regards to the Patent

The court observed that the plaintiff's secondary claim and the defendant's counterclaim involved the same
litigation matter, as the defendant had filed a counterclaim for damages. Furthermore, the court held that
the benefit of confirmation could not be recognized for the secondary claim due to the expiration of the
Patent and the absence of a specific dispute concerning the existence of the right to seek an injunction in
regards to the Patent.

5. Scope of the Effect of Patent Rights with the Patent Term Extension

(1) Interpretation of the Patent Rights with the Patent Term Extension

The court made the following observations regarding the scope of effect of the patent rights with the
patent term extension under Article 68-2 of the Patent Act. This article stipulates that the effect of patent
rights with a patent term extension does not extend to the entire scope of the patented invention, however
it is limited to "products that are subject to the disposition prescribed by cabinet order" ("Cabinet Order
Disposition”), reflecting the purpose of the extension system for patent rights, which is to restore the period
during which a patented invention could not be worked due to the requirement to obtain a Cabinet Order

Disposition.

The court further held that patent rights should be interpreted to extend to "products that are subject to
the Cabinet Order Disposition" as well as "products that are substantially identical to pharmaceuticals.”
However, this is limited to cases where the differences between the target product and the product
specified by the Cabinet Order Disposition are only slight or formal. A judgment must be made based on
the common general knowledge of a person skilled in the art by comparing the content, technical features,

and the identity of the effect of the patented invention.

Additionally, the court emphasized that, in light of the purpose of the extension registration system, the
substantial identity of the product should be evaluated rather than merely relying on a formal comparison.
This approach prevents situations in which a patentee could easily avoid exercising its rights, such as
seeking an injunction. The court's interpretation aims to ensure fairness between patentees and third
parties by reasonably defining the scope of validity of patent rights.

(2) Evaluation of Differences and Substantial Identity in Pharmaceutical Patent Inventions

The court judged that, in the case of a patented invention covering an ingredient of a pharmaceutical

product, differences in terms of "ingredient," "quantity," and "dosage and administration" specified by a
Cabinet Order Disposition must be evaluated as follows. Whether these differences are only slight or merely

formal overall, it is necessary to compare and examine the identity of technical features and effects between



the "ingredient, quantity, dosage and administration, efficacy, and effect" specified by a Cabinet Order
Disposition and the subject product. Such comparison must be based on the content, technical features,
and effects of the patented invention, with the technical common sense of a person skilled in the art playing
an important role in making this judgment.

Furthermore, the court cited the following scenario as one of the categories in which the subject product
is considered substantially identical to the "product" specified by a Cabinet Order Disposition:

In the case of a patented invention whose feature is solely the active ingredient of a pharmaceutical
product for which an extension has been registered, if, with respect to the "ingredient” that is not an
active ingredient, the subject product adds or substitutes a different ingredient based on well-known
and common technology at the time of application for the disposition.

The court positioned this scenario as involving a slight difference or a type of formal difference. Accordingly,
the subject product should be interpreted as being included in the substance substantially identical to the
product subject to the disposition as a pharmaceutical product.

(3) Detailed Examination of the Plaintiff's Product and Scope of the Patent Term Extension

Based on the above, the court carefully examined the specific facts of the case and determined whether
the Patent with patent term extension applied to the Plaintiff's Product.

First, the patented invention is directed at "a compound or a salt thereof," which is understood to be a
patented invention characterized solely by the active ingredient of a pharmaceutical product. While the
claims do not explicitly mention "a pharmaceutical product" or "a pharmaceutical composition," the
description states, "The present invention relates to cyclic compounds and their salts ... and pharmaceutical
compositions comprising the compounds,” indicating its potential use as a pharmaceutical product.
Furthermore, given that the compound of the present invention is currently used as an active ingredient in
Sprycel Tablets and the Plaintiff's Product, the court classified the present invention as an invention covering

the active ingredients of a pharmaceutical product.

Second, the court examined in detail the differences between the Plaintiff's Product and Sprycel Tablets,
which are the products specified by the Cabinet Order Disposition. Sprycel Tablets use dasatinib hydrate
as an active ingredient and PEG400 as an additive based on the results of stability tests. In contrast, the
Plaintiff's Product uses dasatinib anhydride as an active ingredient, does not use PEG, and incorporates
carnauba wax as a coating agent. According to the court's findings, the Plaintiff's Product was
manufactured based on proprietary technology developed by Sawai, after considering the grade of
crystalline cellulose and HPC to replace PEG with HPC in order to address the hygroscopic and stability
issues of dasatinib anhydride and to make the dissolution behavior closer to that of Sprycel Tablets.

Additionally, the court assessed whether the Plaintiff's Product could be considered "substantially identical
to a pharmaceutical product" as Sprycel Tablets. Specifically, the court examined whether the differences
between the "ingredient, quantity, dosage and administration, efficacy, and effect" specified by the Cabinet
Order Disposition and the Plaintiff's Product were only minor or formal differences. The court concluded
that the Plaintiff's Product exhibited distinct technical characteristics from Sprycel Tablets and that these
differences were neither minor nor formal. The court further found that the Plaintiff's Product was
manufactured using proprietary technology independently developed by Sawai, rather than relying on

common knowledge or conventional techniques.



Based on the findings above, the court determined that the Plaintiff's Product did not fall under
"substantially identical to a pharmaceutical product" as Sprycel Tablets, which were the products specified
by the Cabinet Order Disposition that formed the basis of the patent term extension registration.
Consequently, the court concluded that the Patent with patent term extension did not extend to the
Plaintiff's Product.

6. Summary

In this judgment, the court recognized and emphasized the unique technical characteristics of Sawai's
product and concluded that the scope of the Patent with the patent term extension held by BMS did not
extend to the Plaintiff's Product.

This judgment is an example of the scope of the extended patent rights based on the specific facts, and is
significant in considering the importance of patent rights in the pharmaceutical industry. This judgment is
a valuable reference when considering how the extended patent rights should be interpreted and applied
in disputes between a patentee and a generic drug manufacturer.
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