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Medical uses are protected by product claims in Japan

 “Medical use" means:

i. an application to a specific disease; or

ii. an application to a specific disease in which dosage or 

administration such as a dosing time, a dosing 

procedure, a dosing amount or an administration 

site is specified.

JPO Examination Handbook Annex B Chap.3
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Medical uses are protected by product claims in Japan

 Patent Act of Japan (Act No. 121 of April 13, 1959)

 Article 2 (3)

To “carry out " an invention in this Act means the following :

(i) in the case of an invention of a product…, to produce, use, 

transfer …the product… ;

(ii) in the case of an invention of a process, to use the process; 

and

(iii) in the case of an invention of a process for producing a 

product, in addition to the action as provided in the preceding item, 

to produce, use, transfer …the product produced by the process.

3



Medical uses are protected by product claims in Japan

 Medical uses are not patentable as process claims.

Methods of surgery, therapy or diagnosis of humans lack 

industrial applicability. 

(JPO Examination Guideline Part III Chap. 1 3.1)

Methods of therapy of humans include methods of 

administrating medicine to a patient for curing or restraining a 

disease
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Surgical Navigation Technologies, Inc. v. Oikawa (Tokyo H. Ct., Apr 11, 2002)
an invention relating to a medical act shall not fall within the category of "invention 

that is industrially applicable."



Product claims vs Process claims

 Patent Act of Japan (Act No. 121 of April 13, 1959)

 Article 2 (3)

To “carry out " an invention in this Act means the following:

(i) in the case of an invention of a product .., to produce, use, transfer, 

etc. the product..;

(ii) in the case of an invention of a process, to use the process

 Article 101 (Indirect Infringement)

The following acts shall be deemed to constitute infringement of a patent 

right…:

(iv) where a patent has been granted for an invention of a process, acts of 

producing, transferring, etc…any product to be used exclusively for the use 

of the said process as a business; 5



Product claims vs Process claims

 Producing, using, or transferring the product constitutes an 

infringement of a product claim.

 As to ordinary product claims, transferring the product for any purposes 

constitutes infringement.

 As to use claims, transferring the product for the claimed uses constitutes 

infringement.
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Product claim Process claim

Using the medical use Direct infringement Direct infringement

Producing or 

transferring the product 

for the medical use
Direct infringement Indirect infringement

When?
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The scope of medical use claims: “Label” doctrine

 What is “Label” doctrine?

 Transferring the product constitutes infringement of a medical use 

claim only when it is transferred with a “label” which shows that it is 

for the claimed use.  

 Pharmaceutical products are always with a package insert.

A package insert is required by the law to designate the indication, dosage 

and administration of the product.



“Prophylactic agent for allergic asthma” case

 Sandoz AG v. Kyowa KK et al. (Tokyo D. Ct., Apr 11, 2002)

8

Claim Prophylactic agent for allergic asthma containing 

Ketotifen as an active ingredient

Alleged 

product

Description of the Package Insert

Active ingredient Ketotifen Fumarate

Indication Therapeutic agent for allergic asthma

Dosage and 

Administration

Usually, 1 mg of ketotifen for adults is 

orally administered twice a day after 

breakfast and before going to bed.



“Prophylactic agent for allergic asthma” case

 prophylactic or therapeutic?

 Prophylactic agents are drugs that are given on a regular basis in order to 

prevent patients diagnosed with asthma from getting attacks.

 Therapeutic agents are drugs that are administered to patients who are 

suffering from acute attacks of asthma

 The court found infringement based on the description of the Package 

Inserts.

 It examined in detail the dosage and administration written in the package 

insert and judged that it indicates that the accused product was a 

prophylactic agent.
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“Drugs for Ménierè's disease” case

 Takeda v. Kowa KK (I.P. H. Ct., Jul. 28 2016)
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Claim A drug for the treatment of Meniere's disease 

comprising isosorbitol, which is orally administered at 

0.15 to 0.75 g/kg of body weight per day for an adult.

Alleged 

product

Description of the Package Insert

Active ingredient isosorbitol

Indication Ménierè's disease

Dosage and 

Administration

The standard dose is 1.5 to 2.0 mL (=1.05 

to 1.40 g)/ kg of body weight per day. It is 

orally administered 3 times a day after 

every meal. Increase or decrease the 

dosage depending on the symptoms.



“Drugs for Ménierè's disease” case

 Takeda v. Kowa KK (I.P. H. Ct., Jul. 28 2016)

How absolute is a description of a Package Insert?

The court found it is NOT infringement based on the description 

on the package insert.

There is a possibility in general that the drug is used in the claimed 

dosage.

The court says that there is no sufficient evidence to find that the 

defendant product was produced and sold for the claimed use.

11



What supports label doctrine: 

Pharmaceutical Regulations in Japan

 The “label” doctrine is supported by the practice of 

pharmaceutical regulations in Japan.

① Pharmaceutical and Medical Device Act (PMDA)

• Art. 14(1): Marketing Approval for Pharmaceuticals

• Art. 52: Matters to Be Described on Package Inserts

② Health Insurance Act

• Japan adopts a universal health care system.

• All citizens are obligated to take out medical insurance.
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What supports label doctrine: 

Pharmaceutical Regulations in Japan

 Japanese universal health care system

 70% of medical expenses are subsidized from the national insurance.

Patients only pay 30% of their cost of medicines.

 The price of medicine is decided by the government.

Medicines must be listed in the Drug Price List to be covered by national 
insurance.

Only approved drugs are listed in the Price List and covered by insurance. 
Indication, dosage or administration without approval is not  covered by 
the insurance.

Drugs must be used for the use designated in the package insert in 
order to be covered by national insurance.
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Summary

 Medical uses are protected by product claims in Japan.

 Using, producing, or transferring the product for the claimed use 

constitutes infringement.

 Whether it is for the claimed use is decided by Label Doctrine.

 In Label Doctrine, the description on package insert  plays a central 

role to determine infringement

 Label Doctrine is related to universal health care system in Japan.
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Thank you for your attention!
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