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1. Introduction: The Intersection of Patents and Administration in the
Pharmaceutical Industry

1.1. The Philosophy of the Patent Linkage System and Japan'’s Specific
Characteristics

The pharmaceutical industry has a "high-risk, high-return" industrial structure requiring enormous R&D
investment and long development periods. In this industry, patent protection for new drugs (innovator
drugs) is a lifeline for maintaining incentives for innovation. On the other hand, from the perspective of
controlling national medical expenses and improving medical access, the prompt entry of affordable
generic drugs after the expiration of patent terms is crucial. The mechanism that adjusts the balance
between these two conflicting requirements—intellectual property protection for innovator drugs and
market entry for generic drugs—and institutionally links the administrative marketing approval process
with judicial patent protection is known as "Patent Linkage".

Globally, the U.S. Hatch-Waxman Act is known as a typical example of this system. The Act elaborately
prescribes legal mechanisms at the federal level, such as the listing of patent information (Orange Book),
patent certification upon generic drug application (Paragraph IV certification), and an automatic stay of
approval procedures (30-month stay) if a patent infringement lawsuit is filed. In contrast, the greatest
feature of Japan's patent linkage system is that it lacks direct statutory provisions and operates based on
"Notifications" from the Ministry of Health, Labour and Welfare ("MHLW").

Specifically, the basis is a notification issued jointly by the Director of the Economic Affairs Division, Health
Policy Bureau, and the Director of the Evaluation and Licensing Division, Pharmaceutical and Food Safety
Bureau (commonly known as the "Two Directors' Notice"). The latest notification that applies to Japan's
patent linkage system is the "Handling of Pharmaceutical Patents in Approval Reviews and NHI Price Listing
under the PMD Act regarding Generic Drugs and Biosimilars" (dated October 8, 2025; Isei-San-Jo-Ki-Hatsu
1008 No. 1, Yaku-Yaku-Shin-Hatsu 1008 No. 5). This administrative guidance aims to prevent confusion in
the medical field caused by post-launch patent disputes and product recalls by (i) requiring confirmation
during the generic drug approval application that the drug in question does not infringe the patents of the
innovator drug (relating to active ingredients, efficacy/effects, dosage/administration) and (ii) withholding

approval if infringement is suspected.

1.2. The Structure of the "Twist": The Chronic Malady of Divergence
between Administrative and Judicial Decisions

The fundamental issue facing Japan's patent linkage system lies in the functional and jurisdictional
divergence, or the "twisted" structure, between the "Administration (MHLW)," which holds approval

authority, and the "Judiciary (Courts)," which holds the ultimate authority to rule on patent infringements.

In the U.S. system, procedures to seek judicial judgment are built into the approval process, but no such
legal link exists in the Japanese system. The MHLW is strictly an administrative agency that reviews safety
and efficacy based on the the Act on Securing Quality, Efficacy and Safety of Products Including
Pharmaceuticals and Medical Devices (the "PMD Act") and inherently lacks the ability or authority to make
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accurate judgments on patent infringement requiring high expertise, particularly on subtle legal points
such as the "doctrine of equivalents" or the "scope of effect of Patent Term Extension (PTE)". Nevertheless,
the Two Directors' Notice requires the confirmation of the "non-existence of a patent conflict" within the
administrative procedure as a prerequisite for approval.

This contradiction is further amplified by the passive stance of the courts. Even if a generic drug
manufacturer files a "declaratory judgment action for the non-existence of the right to demand an
injunction against patent infringement" prior to the approval application to increase the predictability of
approval, the courts tend to view this as a matter resulting from the public law relationship with the
administrative agency (MHLW) regarding the approval of generic drugs. Consequently, they generally reject
the benefit of the lawsuit (i.e, interest in confirmation) on the basis that it is not a private civil dispute
and dismiss the case without entering into a judgment on the merits (e.g., IP High Court Judgment, May
10, 2023).

As a result, the following unstable situation has become normalized:

*  Pre-approval Black Box: The MHLW is not an expert in patent judgment, and its judgment
process is not made public.

*  Postponement of Judicial Judgments: Since courts avoid pre-approval intervention, approval
and NHI price listing are conducted without any legal determinations on patent infringements.

*  Outbreak of Post-facto Disputes: After approval and the start of sales, if an innovator
manufacturer sues a generic manufacturer and infringement is subsequently recognized, the
market and medical field are thrown into chaos due to huge damages or sales injunctions.

2025 became a singular year in which this long-accumulated structural problem of the "twist" suddenly
manifested in the form of multiple significant court judgments. This newsletter introduces the dramatic
changes in judicial decisions that occurred in 2025 and the administrative response that was forced to

address this structural problem.

2. Standards for "Substantial Identity” Regarding the Scope of Extended
Patent Rights and Their Application

To understand the group of judgments in 2025, it is necessary to deeply understand the prerequisite legal
points under the Patent Act, specifically the Patent Term Extension ("PTE") system and the legal doctrine
regarding its scope of effect.

2.1. Interpretation Issues of Article 68-2 of the Patent Act

Pharmaceutical patents face the problem of patent term erosion due to the long time required for trials
and reviews to obtain approval under the PMD Act. The PTE system was established to remedy this, but
the scope of the extended patent right is limited by Article 68-2 of the Patent Act, unlike ordinary patent
rights.

Extract from Patent Act Article 68-2:
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"Where the duration of a patent right is extended (...), such patent right shall not be effective against any act
other than the working of the patented invention for the product which was the subject of the disposition
designated by Cabinet Order (...) (where the specific usage of the product is prescribed by the disposition, the
product used for that usage)."

The point of contention is the interpretation of this article: whether the "product which was the subject of
the disposition" is strictly limited to the approved drug itself (completely identical object) or includes
objects that are similar within a certain range.

2.2. The "Substantial Identity" Standard by the Oxaliplatin Grand Panel
Judgment

The judgment that settled this interpretation and forms the basis of current practice is the Intellectual
Property High Court Grand Panel Judgment of January 20, 2017, in the so-called "Oxaliplatin Case".

The judgment set out the interpretation that the effect of the extended patent right extends to the "product
subject to the disposition" and "those substantially identical as a pharmaceutical”. This aimed to balance
the need to prevent generic manufacturers from easily circumventing patents by making slight changes
while simultaneously restraining the excessive expansion of rights by patent holders. The Grand Panel
presented the following four types as specific categories recognized as "substantially identical:

1. Where, in a patented invention whose duration is extended regarding a patented invention
characterized only by the active ingredient of a pharmaceutical, regarding the other ingredients
that are not the active ingredient, the subject product has added or converted different
ingredients in part based on well-known or commonly used art at the time of the application for
the Cabinet Order disposition.

2. Where, in a patented invention regarding the stability or dosage form, etc., of a pharmaceutical
involving a known active ingredient, the subject product has added or converted different
ingredients in part based on well-known or commonly used art at the time of the application for
the Cabinet Order disposition, and the identity of technical features and working effects is
recognized between the two in light of the content of the patented invention.

3. Where there are only quantitatively meaningless differences regarding the "quantity" or "dosage
and administration" specified in the Cabinet Order disposition.

4. Where the "quantity" specified in the Cabinet Order disposition differs, but when viewed together

with "dosage and administration,” it is recognized as identical.

Among these types, the first two indicate that if the change is based on "well-known or commonly used
art," it is substantially identical (= infringement). Conversely, this logic suggests that if the change possesses
"independent technical significance beyond well-known or commonly used art," substantial identity is
denied (= non-infringement), and the PTE effect may not apply. This concept of independent technology

became the watershed dividing the Dasatinib case and the Nalfurafine case in 2025.

3. Judicial Decision | of 2025: Recognition of "Original Technology" and
Denial of Infringement in the Dasatinib Case

13



3.1. Background of the Case and Structural Specificity

The Dasatinib Case (Tokyo District Court Judgment, May 15, 2025) is a dispute concerning the chronic
myeloid leukemia treatment “Sprycel Tablets". This case was fought between the innovator manufacturer
Bristol-Myers Squibb ("BMS") and Japan's largest generic manufacturer, Sawai Pharmaceutical.

Note that this case was initially filed by Sawai Pharmaceutical as a "declaratory judgment action for non-
infringement," but since BMS filed a "counterclaim for damages" in response, the court had to make a
judgment on the existence of actual patent infringement (i.e., the scope of the PTE effect) within the
judgment on the counterclaim.

3.2. Technical Points: Hydrate vs. Anhydrous, and the Battle of Additives

The largest and most critical point of contention in this case was the evaluation of the difference in the
form of the active ingredient and the technical ingenuity used to formulate it.
. Innovator Drug (Sprycel Tablets):
o Active Ingredient: Dasatinib hydrate.
o Additives: Uses PEG400 (polyethylene glycol).
. Defendant's Product (Sawai Pharmaceutical's Generic: Dasatinib Tablets “Sawai"):
o Active Ingredient: Dasatinib anhydrous.
o Additives: Does not use PEG; converts this to HPC (hydroxypropyl cellulose) and further
adds carnauba wax as a coating agent.

In the approval review process under the PMD Act, the MHLW operates under the principle that "differences
in crystal form or hydrate/anhydrous forms generally do not involve basic differences in chemical structure,
so they are treated as the same active ingredient in principle". Therefore, Sawai Pharmaceutical's product

was approved administratively as being "identical to the innovator product”.

However, regarding the scope of the PTE effect under the Patent Act, this difference held decisive

significance.

3.3. Court Judgment: Recognition of Original Technology in Generic
Product and Conclusion of Non-Infringement

The Tokyo District Court dismissed BMS's counterclaim, ruling that Sawai Pharmaceutical's product does
not fall within the scope of the extended patent right. The court’s explanation for such determination was
as follows:
Principle of PTE Effect: The effect of the extended patent right extends to the product subject
to the Cabinet Order disposition (Dasatinib hydrate preparation) and "those substantially
identical as a pharmaceutical".
Criteria for Substantial Identity: Whether the difference from the subject product remains a
“slight difference” or a "formal difference” is judged based on the technical features and working
effects of the patented invention, taking into account the common general technical knowledge

of a person skilled in the art.
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Recognition of "Original Technology": The court focused on the formulation design changes
made by Sawai Pharmaceutical. Dasatinib anhydrous had issues with hygroscopicity and stability,
making it difficult to formulate as is. To overcome this issue, Sawai Pharmaceutical converted PEG
used in the innovator product to HPC, and further examined grades of crystalline cellulose and
HPC and added carnauba wax to approximate the dissolution behavior to the innovator product.
The court recognized these changes as being based on technology originally developed by Sawai
Pharmaceutical, not merely a diversion of well-known or commonly used art. It concluded that
because the change involved independent technical problem-solving, the difference did not
remain a "slight difference” or "formal difference,” and therefore did not correspond to
"substantial identity".

3.4. The Impact of this Judgment

This judgment delivered two major shocks to the pharmaceutical industry.

First, the judiciary acknowledged the complete divergence between "identity under the PMD Act" and
"non-identity under the Patent Act". It demonstrated a possible strategy where generic manufacturers
benefit from simplified reviews (bioequivalence studies only) under the PMD Act because they are
“identical," while avoiding patent infringement liability under the Patent Act because they are "non-
identical (original technology)".

Second, the effectiveness of design-around using original technology was confirmed. Since the Oxaliplatin
Grand Panel judgment, the wall of PTE was seen as high for generic manufacturers, but the Tokyo District
Court showed a path where PTE can be avoided if “technical ingenuity (problem-solving)" intervenes, even
if the basic skeleton of the active ingredient is the same.

However, this shock was shortly overwritten by the IP High Court judgment in the immediately following

Nalfurafine case.

4. Judicial Decision Il of 2025: Interpretation of "Substantial Identity"
and Huge Damages in the Nalfurafine Case

On May 27, 2025, just 12 days after the Dasatinib judgment, the Intellectual Property High Court handed
down a judgment that could be interpreted as having a completely opposite vector. This is an appeal
judgment regarding the oral pruritus improvement agent "Remitch” (generic name: Nalfurafine
Hydrochloride).

4.1. Overview of the Case and Reversal at the High Court

In this case, Toray (the patent holder) and Torii Pharmaceutical (the exclusive ordinary licensee) sought
damages for patent infringement against Sawai Pharmaceutical and Fuso Pharmaceutical Industries (the
generic manufacturers). The Tokyo District Court in the first instance had rendered a judgment of non-

infringement (i.e., dismissal of claims), but the IP High Court overturned this, recognizing infringement and
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ordering huge damages totaling over 20 billion yen.
Subject Patent: Patent No. 3531170 (Title of Invention: "Antipruritic"). Has aspects of a use
invention.
Product Comparison:
o Innovator Product (Remitch OD Tablets): Active ingredient is nalfurafine hydrochloride.
o Defendant Products (Sawai, Fuso): Active ingredient is nalfurafine hydrochloride.
Dosage/administration and efficacy/effects are identical. Only additives (excipients, etc.)
differ.

4.2. Detailed Analysis by Point of Contention and Judicial Judgment

This judgment presented landmark decisions on numerous key issues, and its impact on practice is even
more profound than the Dasatinib judgment.

4.2.1. Issue 1: Interpretation of "Active Ingredient" and Literal
Infringement

The defendants argued that the scope of claims stated, "Opioid kappa receptor agonist compound
(nalfurafine)" and did not state "pharmacologically acceptable acid addition salts thereof (nalfurafine
hydrochloride)," so the nalfurafine hydrochloride used in the defendant's products was outside the scope
of the claims.

However, the IP High Court, taking into account the description of the entire specification and common
general technical knowledge at the time of filing, interpreted "active ingredient” to refer to the component
that exerts pharmacological action in the body (free form), while the salt form is merely a delivery means.
It ruled that since it dissociates and acts in the body, the hydrochloride salt is also included in the technical

scope, and thus there was literal infringement.

4.2.2. Issue 2: Scope of PTE Effect and Rejection of "Original Technology"
Defense

This is the greatest point of contrast with the Dasatinib judgment. The defendants argued that the additive
formulation of the defendant's products applied to a group of additives originally developed and was not
a mere diversion of well-known common art, so it was not "substantially identical" to the innovator product.

This is the logic that was accepted by the Tokyo District Court in the Dasatinib case.
However, the IP High Court flatly rejected this argument.

Returning to the definition of additives (substances that do not show pharmacological action and do not
hinder the therapeutic effect of the active ingredient), the court ruled that the differences in additives
between the two formulations "do not have technical significance exceeding general significance”. In other
words, it ruled that the fact that the "additives were originally devised" cannot be a ground to deny the

scope of the PTE effect (substantial identity) as long as it does not relate to the essence of the

16



pharmacological action.

In conclusion, the difference in additives was deemed merely a "slight difference or a formal difference
when viewed as a whole," and the PTE effect was ruled to extend to the defendant's products.

4.2.3. Issue 3: Inherent Right to Claim Damages by Exclusive Ordinary
Licensee (Torii Pharmaceutical)

Another important ruling in this judgment is the recognition of the right to claim damages by Torii
Pharmaceutical, which is not the patent holder.

From the perspective of tort law, the IP High Court emphasized the fact that Torii Pharmaceutical conducts
business jointly with Toray and sells the product with a practically exclusive status, and ruled that the profit
from such sales was a "legally protected interest". This confirmed that a licensee can independently claim
damages even without registration as a dedicated registered exclusive licensee (senyo-jisshiken), provided
that the licensee can prove that its business which was impacted is based on the license agreement. This is
a judgment that enhances the importance of license agreements in IP strategy.

4.2 4. Issue 4: Calculation of Damages (High Royalty and Consumption
Tax)

A pro-patent (i.e., favoring patent holders) stance was also shown in the calculation of damages.

* Royalty Rate of 9%: A rate of 9%, significantly exceeding the industry average royalty rate of 5.9%,
was recognized. This reflects the concept of an "infringement premium" (Patent Act Article 101,
Paragraph 4), implying that post-facto agreements premised on patent infringement should be
higher than usual.

+ Addition of Consumption Tax: While consumption tax is not added to damages based on Patent
Act Article 102, Paragraph 1 (lost profits), regarding damages based on Paragraph 3 (equivalent to
the license fee), the court allowed the addition of the consumption tax equivalent (10%), deeming

it substantially a consideration for patent use.

Through the accumulation of these factors, a massive claim for damages—approximately 14.2 billion yen
against Sawai Pharmaceutical and approximately 7.4 billion yen against Fuso Pharmaceutical, totaling over

20 billion yen—was upheld, which is rare in the history of Japanese IP litigation.
4.2.5. Issue 5: Denial of PTE Invalidity Theory (Double Recovery)

The defendants argued that because clinical trial data from the preceding capsule formulation was used in
the approval application for the OD tablets, the term restoration by PTE constituted "double recovery" and
was invalid. However, the court maintained the validity of the PTE, judging that the use of preceding data
is a necessary process even in dosage form addition approval, and as long as it was a period necessary for

review, it is subject to term restoration.
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5. Judicial Decision Il of 2025: The Aflibercept Case and Limits of the
Unfair Competition Prevention Act

The third trend concerns the battle over "information warfare" in the operation process of the patent
linkage system, rather than patent infringement itself. Regarding the biosimilar ("BS") of the ophthalmic
VEGF inhibitor "Eylea" (generic name: Aflibercept), the legality of the innovator manufacturer's lobbying to
the administration was questioned.

5.1. Information Provision and Damage to "Business Reputation”

During the BS approval review for Samsung Bioepis and others, the innovator manufacturers (Regeneron,
etc.) provided information to the MHLW stating that if the BS were approved, it would infringe patents
(reporting based on the patent linkage system). In response, the BS manufacturers filed for a provisional
disposition order for an injunction, claiming that the said information was false and fell under "the act of
providing false facts and harming the business reputation of another person" under Article 2, Paragraph 1,
Item 21 of the Unfair Competition Prevention Act.

5.2. Divergence between District Court and High Court Judgments

Tokyo District Court Judgment (Reasonableness Standard): The Tokyo District Court (Case No.
2024 (Yo) 30028, 30029) stood on the premise that even the act of providing information to the
administration could constitute unfair competition if such information is false, and examined
whether there was "reasonableness” in the content or manner of provision of the information, or
"special circumstances” significantly lacking reasonableness. Although the court's conclusion was
to dismiss the petition, theoretically, it recognized the possibility of applying the Unfair
Competition Prevention Act to this case.

* IP High Court Judgment (Denial of UCPA Application): The IP High Court (Decision of August
13, 2025) showed a more decisive judgment. The court ruled that providing information to
administrative agencies is a cooperative act for information gathering that serves as a premise for
administrative dispositions (i.e, approval), and is of a different dimension from damaging a
company'’s business reputation, which influences the decision-making of transaction counterparts
in a free competitive market. In conclusion, it ruled that the act of providing information to the
administration based on patent linkage is fundamentally outside the scope of application of Article
2, Paragraph 1, Item 21 of the Unfair Competition Prevention Act.

5.3. Implication: A "Safe Harbor" for Innovator Manufacturers

This IP High Court decision grants a powerful "safe harbor" to innovator manufacturers regarding lobbying

to the administration using the patent linkage system.

Innovator manufacturers can now actively express opinions of “patent conflict" to the MHLW without

fearing litigation risk under the Unfair Competition Prevention Act, as long as there are patent infringement
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concerns. On the other hand, for generic manufacturers, this means that the means to remove obstructive
acts within the administrative process via civil litigation has been lost, forcing them to rely on public law
measures such as filing objections to the approval administration.

6. Administrative (MHLW) Response: Introduction of the Expert Panel
System and Its Challenges

The turbulence of judicial decisions in 2025, particularly the contradiction between "approval under the
PMD Act (identical)" and "non-infringement under the Patent Act (non-identical)" exposed by the Dasatinib
judgment, clarified the problems in the MHLW's administrative operations. It was revealed that the
judgment of patent infringement involves issues exceeding the realm that the administration can handle,
such as the certification of highly advanced original technology. To address this, the MHLW introduced a
new institutional framework.

6.1. Trial Introduction of the Expert Panel System

In 2025, the MHLW issued the notification "Regarding the Trial of the Expert Panel System in Confirming
the Existence of Patent Conflict during Approval Reviews for Generic Drugs and Biosimilars" (dated
November 14, 2025; Isei-Yaku-Shin-Hatsu 1114 No. 1) and commenced the new system.

This system is modeled after the expert panel system in customs border enforcement, and its outline is as
follows:

* Purpose: To hear opinions from external experts in a neutral position regarding the issue of
whether there is any patent conflict during approval reviews (especially for difficult cases involving
substance patents or use patents).

* Expert Panel Composition: The approval review is conducted by an expert panel consisting of, in
principle, three members selected from a candidate list of lawyers, patent attorneys, and academic
experts.

* Process: The MHLW presents the case, and the expert panel then conducts a review based on
materials provided by the parties and public information, and submits its opinion.

Legal Nature: The expert panel's opinion is merely reference material and has no legal binding
force. The final judgment is made by the MHLW.

6.2. Effectiveness of the Expert Panel System and the "Double Track"
Problem

This new system has a certain rationality in the sense of supplementing the administration's judgment
capability. However, it not only fails to resolve the fundamental “twist" of patent linkage but may also create
new risks.
Lack of Legal Binding Force: The biggest problem is that the opinion of the expert panel has no
legal binding force. Even if the expert panel judges "non-infringement" and the MHLW grants
approval, there is no legal effect preventing the innovator manufacturer from suing in court and

the court ruling that there is "infringement" (as in the Nalfurafine case). In this case, the "confusion
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in the medical field" that should be avoided most—where a product launched with the
administration's stamp of approval is removed from the market by judicial decision—will occur.
Problems Caused by Double Track Procedures (Dual Administration): A "Double Track" state
is anticipated where the internal administrative judgment process by the expert panel and the
infringement litigation (or provisional disposition) in court proceed simultaneously. If the judgment
criteria or conclusions of the two diverge, corporate predictability will be significantly damaged,
shaking trust in the system.

Opacity of Judgment Criteria: At present, the criteria/guidelines for how the expert panel will
incorporate the fluctuations of the latest judicial decisions—such as the evaluation of "original
technology" in the Dasatinib judgment or the "comprehensive interpretation of PTE" in the
Nalfurafine judgment—into administrative judgment are not clear.

7. Conclusion and Strategic Outlook

2025 was a watershed year for Japan's patent linkage system, where new judgments and system formations

were made regarding the judgment framework of the judiciary and administration.

7.1. Implications for Corporate Strategy

Innovator Pharmaceutical Manufacturers:

Strengthening Rights Enforcement: The IP High Court judgment in the Nalfurafine case has
made extremely powerful countermeasures possible against generics that only change additives.
In addition, IP management that considers the utilization of rights by exclusive licensees is required.
Intervention in Administration: Since the IP High Court decision in the Aflibercept case made it
possible to provide information to the administration the risk of running foul of the Unfair
Competition Prevention Act, actively providing patent information to the MHLW becomes an

essential strategy.

Generic Pharmaceutical Manufacturers:

Sophistication of "Original Technology": The IP High Court judgment in the Nalfurafine case
showed that the mere substitution of additives cannot avoid the PTE effect.

Incorporating Litigation Risk: It is necessary to recognize that approval by the MHLW or the
opinion of the expert panel does not serve as a risk hedge for civil litigation, and to incorporate
the timing of a product launch and the damages risk in litigation (high royalties, etc.) into

management decisions.

7.2. Future Outlook of the Patent Linkage System

The introduction of the expert panel system can be said to be a move based on the limitations of current

administrative operations, but as judicial decisions become more sophisticated and complex, the current

scheme where the administrative agency bears the responsibility of making judgements on patents seems

to be losing sustainability. In the future, discussions on legal amendments to formally incorporate judicial

judgments into the approval process, like in the U.S., or drastic systemic reforms to strengthen the
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coordination between administrative and judicial judgments will likely become unavoidable. Attention
must be paid to whether this "twist" heads toward a resolution or deepens into further confusion through
the appeal judgment of the Dasatinib case and the actual operation of the expert panel system from next

year onwards.
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