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Tokyo District Court denies patent infringement claim in a case
addressing the scope of a patent during its extended term (May 15,
2025)

Kenji Tosaki
Takahito Hirayama

Summary

Since the introduction of Article 68-2 of the Patent Act of Japan in 1987, the scope of a patentee’s patent rights
during the patent’s extended term has been a matter of unclarity and dispute. On May 15, 2025, the Tokyo District
Court (the “Court”) addressed this issue in Sawai Pharmaceutical Co., Ltd. v. Bristol-Myers Squibb, a case involving
a claim asserted by Bristol-Myers Squibb Company (“BMS”) against Sawai Pharmaceutical Co., Ltd. (“Sawai”)
alleging that a generic drug sold by Sawai infringed a patent owned by BMS during the patent’s extended term.
Based on various findings of fact, the Court ruled against BMS’s claim and determined that Sawai’s product did not
infringe BMS’s patent.

The Court noted that there were material differences between BMS’s drug—which served as the basis for the
patent term extension—and Sawai’s drug, both in terms of each drug’s active ingredient and inactive ingredients
(or excipients). It examined the reasons behind Sawai’s selection of different excipients and found that these
choices were not based on well-known or conventional techniques, but rather on Sawai’s own proprietary methods.
Accordingly, the Court concluded that the scope of BMS’s patent during its extended term did not extend to cover
Sawai’s product and thus ruled against BMS’s infringement claim.

This newsletter provides an overview of the Tokyo District Court’s judgment in Sawai Pharmaceutical Co., Ltd. v.
Bristol-Myers Squibb along with our commentary on this topic.

Background

Under Article 67(1) of the Patent Act of Japan, the term of a patent expires 20 years after the filing date of the
patent application.

However, a patent term extension (PTE) (i.e., an extension of the term of a patent beyond the standard duration)
may be granted when a marketing authorization is required to implement the patented medicinal invention
(Articles 67(4) and 67-7(a) of the Patent Act). The PTE is intended to restore to the patent term the period during
which the patented invention could not be implemented due to the necessity of obtaining marketing authorization.

When multiple marketing authorizations are issued in relation to a single patent, PTEs may be granted based on
each of those authorizations (Patent and Utility Model Examination Guidelines, Part IX, Chapter 2, Section 3.1.1(3))
and the exclusive patent right of the patentee will be extended accordingly.

When a PTE is granted, the scope of the patent during the extended term is limited to the drug that was the subject
of the marketing authorization on which the PTE was based, and only for the use specified in that authorization

(Article 68-2 of the Patent Act).

This means that, in order to exercise rights under a patent during its extended term, the patentee must prove that
(i) the alleged infringing drug falls within the technical scope of the patented invention, (ii) the alleged infringing
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drug is the same as the drug that was the subject of the marketing authorization on which the PTE was based, and
(iii) the alleged infringing drug is used for the use specified in that authorization.

In 1987, when Article 68-2 was introduced, the Japan Patent Office (JPO) explained that the scope of the patent
during the extended term under Article 68-2 is limited to the patentee’s exclusive rights in relation to any drug
having the same active ingredient for the same indication and usage as the drug that is the subject of the marketing
authorization on which the PTE was based.

However, on May 29, 2009, the Intellectual Property High Court (IPHC), in Takeda Pharmaceutical Co., Ltd. v. JPO,
rejected this interpretation by the JPO. Although the IPHC’s judgment was not rendered in a patent infringement
action but rather in an appeal against the JPO’s trial decision denying a PTE—and its statement on the
interpretation of Article 68-2 is considered obiter dictum (i.e., a remark by a court in a legal opinion about a point
of law which is said in passing and does not form part of the decision of the case)—the IPHC stated the following:
when a patented invention relates to pharmaceuticals, among the embodiments falling within the technical scope
of the patented invention, the patent during the extended term covers only the implementation of the patented
invention with respect to “products” specified by the “ingredients,” “quantities,” and “structure” of the drug that
was the subject of the marketing authorization, and with respect to “products” defined by the “use” of such drug
(including equivalents and products considered substantially identical).

On January 20, 2017, the IPHC addressed the interpretation of Article 68-2 for the first time in a patent
infringement case, in Debiopharm International SA v. Towa Pharmaceutical Co., Ltd. The IPHC held that the effect
of the patent during the extended term covers not only a “product” (drug) specified by the “ingredients, quantity,
dosage, administration, indication, and usage” stipulated in the marketing authorization, but also those considered
substantially identical as pharmaceuticals. Even when the allegedly infringing drug differs from the configuration
set out in the marketing authorization, if such differences are merely minor or insignificant as a whole, the allegedly
infringing drug is considered substantially identical to the drug subject to the marketing authorization and falls
within the scope of the patent during its extended term.

In Debiopharm, the IPHC further identified four categories of drugs that may be considered “substantially identical.”
Among them, the first category refers to cases in which the patented invention is characterized solely by the active
ingredient of a drug, and where some inactive ingredients are added or modified using techniques that were well-
known and conventional at the time of the marketing authorization application.

It should be noted that in Debiopharm, the IPHC ultimately held that the allegedly infringing drug did not fall within
the technical scope of the patented invention, without even considering the limitation under Article 68-2.
Therefore, the court’s statements regarding Article 68-2 in Debiopharm should still be regarded as obiter dicta.

Thus, prior to the Tokyo District Court’s judgment on May 15, 2025, there had been no judicial precedent
addressing the interpretation of Article 68-2 in a case where the court determines that, or the alleged infringer
admits that, an allegedly infringing drug fell within the technical scope of a patent for which a PTE was granted.

Outline of the Sawai Pharmaceutical Co., Ltd. v. Bristol-Myers Squibb case

BMS is the patentee of Japan Patent No. 3,989,175, entitled “Cyclic Protein Tyrosine Kinase Inhibitors” (the
“Patent”). The filing date of the Patent is April 12, 2000. Claim 9 of the Patent reads as follows:

“A compound of the following formula or a salt thereof.
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PTEs for the Patent were granted for a period of 1 year, 5 months, and 24 days based on the marketing
authorizations for “Sprycel® Tablets 20mg” and “Sprycel® Tablets 50mg” (collectively, “Sprycel® Tablets”),
respectively. The generic name of Sprycel® Tablets is dasatinib hydrate.

Additional PTEs for the Patent were granted for a period of 3 years, 9 months, and 15 days based on the partial

change approvals of the marketing authorization for Sprycel® Tablets.

PTEs based on Sprycel® Tablets for (i) imatinib-resistant chronic myeloid leukemia and (ii)
Relapsed or refractory Philadelphia chromosome-positive acute lymphoblastic leukemia

] Sprycel® Tablets 20mg/50mg and substantially

— identical drug thereto (for (i) imatinib-resistant chronic
myeloid leukemia and (ii) Relapsed or refractory

. | Philadelphia chromosome-positive acute

technical scope of I I lymphoblastic leukemia)

the patented invention

I i Sprycel® Tablets 20mg/50mg and substantially
identical drug thereto (for chronic myeloid
I I leukemia (excluding imatinib-resistant chronic
myeloid leukemia))

PTEs based on Sprycel® Tablets for chronic myeloid leukemia
(excluding imatinib-resistant chronic myeloid leukemia)

Apr 12,2000 Jul 27, 2007 Apri 12, 2020
(filing date) (Date of patent Registration)
( ’ | 1 year, 5 months, and 24 days
20 years

3 years, 9 months, and 15 days

Sawai obtained marketing authorization for a generic version of Sprycel® Tablets (“Sawai’s Product”) on February
15, 2022, and began sales on June 17, 2022. On October 4, 2023, Sawai obtained partial change approval of the
marketing authorization for Sawai’s Product to add “chronic myeloid leukemia” to its indication and usage.
Accordingly, Sawai updated the description in the package insert and began marketing Sawai’s Product with
indication and usage for chronic myeloid leukemia.

Sawai filed a lawsuit against BMS seeking a declaratory judgment determining that BMS does not have a right to
seek an injunction against Sawai in relation to Sawai’s Product or a right to seek compensation for damages
allegedly caused by Sawai’s patent infringement, arguing that the scope of the Patent during its extended term
does not cover Sawai’s Products and thus there is no basis for an injunction or for an award of damages as there is
no patent infringement.

In response, BMS filed a counterclaim against Sawai seeking compensation for damages allegedly caused by Sawai’s
patent infringement, arguing that Sawai’s Product falls within the technical scope of the invention recited in Claim
9 of the Patent (the “Invention”) and that the scope of the Patent during its extended term covers Sawai’s Product,
and thus an award of damages is proper based on the patent infringement.

There was no dispute between the parties as to the fact that Sawai’s Product comprises a compound falling within
the technical scope of the Invention. Therefore, the key issue in dispute was whether the scope of the Patent during
its extended term covers Sawai’s Product.

Ruling of the Court

The Tokyo District Court in Sawai Pharmaceutical Co., Ltd. v. Bristol-Myers Squibb determined that the scope of
the Patent during its extended term did not cover Sawai’s Product and denied BMS’s claim.
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1. Interpretation of Article 68-2 of the Patent Act

The Tokyo District Court interpreted Article 68-2 of the Patent Act generally in the same manner as the IPHC’s
interpretation in Debiopharm. The Court stated that the scope of a patent during its extended term covers not only
the “product” (drug) specified by the “ingredients, quantity, dosage, administration, indication and usage”
stipulated in the marketing authorization, but also those that are substantially identical to it as pharmaceuticals.

The Court further stated that even when the allegedly infringing drug differs from the configuration set out in the
marketing authorization, if such differences are merely minor or insignificant as a whole, the allegedly infringing
drug is considered substantially identical to the drug subject to the marketing authorization and falls within the
scope of the patent during its extended term.

The Court further ruled that, in cases where the patent invention is characterized solely by the active ingredient of
a drug, and where some inactive ingredients are added or modified using techniques that were well-known and
conventional at the time of the marketing authorization application, such differences are regarded as “minor or
insignificant as a whole.” Accordingly, the allegedly infringing drug is considered to be substantially identical to the
drug subject to the marketing authorization as a pharmaceutical.

2. Application of the standard to the specific facts of this case

In summary, the Court made the following findings of facts:
I.  The Invention is a patented invention characterized solely by the active ingredient of a drug.

II.  While the active ingredient of Sprycel® Tablets is dasatinib hydrate, the active ingredient of Sawai’s Product
is dasatinib anhydride.

[ll.  While polyethylene glycol (PEG) 400 is used as an excipient in Sprycel® Tablets, it is not contained in Sawai’s
Product. On the other hand, carnauba wax is used as a coating agent in Sawai’s Product.

The Court also made detailed findings on various tests conducted by Sawai. Based on those findings, the Court
further found that:

A) Sprycel® Tablets, which contain dasatinib hydrate as the active ingredient, appear to use PEG as an excipient
to suppress the formation of decomposition products in the coating agent during stability testing. In contrast,
Sawai’s Product, which contains dasatinib anhydride—a substance inferior to dasatinib hydrate in regard to
hygroscopicity and stability—as the active ingredient, appears to have replaced PEG with hydroxypropyl
cellulose (HPC), after confirming that mixing with HPC provides superior stability compared to PEG-containing
formulations.

B) Dasatinib anhydride is considered to have higher equilibrium solubility and better dissolution properties than
dasatinib hydrate. Sawai appears to have selected specific grades of crystalline cellulose and HPC based on
certain experiments so that the drug product would present dissolution behavior similar to Sprycel® Tablets.

C) To compensate for the inferior stability of dasatinib anhydride compared to dasatinib hydrate, the titanium
dioxide content was set at 20%, and the coating agent thickness was set at 4.0% w/w for 20mg tablets and
3.5% w/w for 50mg tablets, based on the uncoated tablet weight. In addition, since the high amount of
titanium dioxide—used to enhance photostability—reduced the tablet’s slipperiness, carnauba wax, which is
not used in Sprycel® Tablets, appears to have been added.

Consequently, the Court found that Sawai’s Product involved the addition and modification of excipients to address
challenges arising from differences in the active ingredients between Sprycel® Tablets (dasatinib hydrate) and
Sawai’s Product (dasatinib anhydride).

The Court further determined that there was no adequate evidence to recognize that such addition and

modification of excipients were based on well-known or conventional techniques. Rather, the Court found that
these additions and modifications were made by Sawai based on its own techniques. Accordingly, the Court
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concluded that Sawai’s Product cannot be considered substantially identical to Sprycel® Tablets as a
pharmaceutical.

As a side note, the court did not base its determination—that Sawai’s product is not substantially identical to
Sprycel® Tablets—on the difference in active ingredients (dasatinib hydrate versus dasatinib anhydride).

Comments

The law concerning the scope of a patent during its extended term continues to evolve. To the best of our
knowledge, the Tokyo District Court’s judgment in Sawai Pharmaceutical Co., Ltd. v. Bristol-Myers Squibb is the first
court decision to directly address the interpretation and application of Article 68-2 as the central issue in a case
where the court determines that, or the alleged infringer admits that, the allegedly infringing product falls within
the technical scope of a patent for which a PTE was granted.

From this perspective, the Tokyo District Court’s judgment in this case is highly significant. Although it is a decision
by a court of first instance, if upheld by the appellate courts, it would suggest that the enforceability of patents
during their extended terms is considerably limited—as anticipated following the IPHC’s interpretation of Article
68-2 in Debiopharm International SA v. Towa Pharmaceutical Co., Ltd.

We will continue to monitor developments in this area, including any future court decisions addressing the same
issue, and will keep you informed.
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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.
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