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Duty to Warn and Instruct

Introduction

In Japan, the duty to warn and instruct is mainly discussed in relation to defects under the Product Liability 
Act. The Product Liability Act adds a special rule to the general rule of tort.

Article 709 of the Civil Code establishes the general rule of tort, under which a person who intentionally 
or negligently infringes another person’s right or legally protected interest is liable to compensate that other 
person for any loss or damage resulting from the infringement. With respect to product liability, the Product 
Liability Act adds a special rule to the general rule of tort that a person who is injured in a product-related 
accident can seek compensation from the manufacturer and other relevant parties without having to prove 
intent or negligence.

Duty to Warn and Instruct Under the Product Liability Act

Requirement to Establish Liability

If an injured party wishes to seek compensation based on the Product Liability Act, they must prove both of 
the following:

(i) the product was defective (i.e., the existence of a defect); and

(ii) the injury was caused by that defect (i.e., the existence of causation).

Duty to Warn and Instruct Under the Product Liability Act

Under the Product Liability Act, a “defect” is defined as a lack of safety that the product should ordinarily 
provide, taking into account the following (Article 2, Paragraph 2 of the Product Liability Act):

(i) the nature of the product;

(ii) the ordinarily foreseeable manner of use of the product;

(iii) the time at which the manufacturer and other relevant parties delivered the product; and

(iv) other circumstances concerning the product.

While the Product Liability Act does not expressly give examples of categories of defects, the courts have 
generally recognized the defect of failing to provide adequate instructions or warnings, in addition to manu-
facturing defects and design defects.

Generally, when foreseeable risks of harm posed by the product could have been reduced or avoided by 
providing reasonable instructions or warnings, the failure to do so may render the product defective.
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Recent Supreme Court Case

It is worth noting that, in a recent Supreme Court case that examined whether the manufacturer of an 
anti-cancer drug provided sufficient warnings regarding the possible side effects thereof, the Supreme Court 
held that whether the user of the drug could have become aware of its potential side effects by having a warn-
ing notice printed on the packaging should be determined taking into consideration, among other things, the 
fact that the anticipated users of such drug were doctors engaging in lung cancer treatment, and the Supreme 
Court ultimately concluded that there was no warning defect in relation to such drug.

Duty to Recall

Introduction: Overview of Laws and Regulations for Product Safety

The Consumer Product Safety Act applies to consumer products generally. The term “consumer products,” 
as used in the Consumer Product Safety Act, has a very broad scope and means any product that is supplied 
mainly for use by general consumers for their routine everyday activities. For certain consumer products, 
other statutes may apply in addition to the Consumer Product Safety Act, such as the Electrical Appliances 
and Materials Safety Act, the Gas Business Act and the Act on the Securing of Safety and the Optimisation of 
Transaction of Liquefied Petroleum Gas.

Certain products listed in the table appended to the Consumer Product Safety Act are excluded from the 
scope of the term “consumer products,” and the Consumer Product Safety Act does not apply to these listed 
products. The excluded products include automobiles, which are regulated by the Road Tracking Vehicle Act, 
medical products, cosmetics and medical devices, which are regulated by the Law on Securing Quality, Effi-
cacy and Safety of Products Including Pharmaceuticals and Medical Devices, and food, food additives and 
cleaning agents, which are regulated by the Food Sanitation Act.

Consumer products that are deemed to be highly likely to cause harm to the lives or health of general 
consumers are identified as “specified products” under the Consumer Product Safety Act. Examples include 
riding helmets, baby beds and portable laser application devices. The relevant competent authority estab-
lishes technical requirements for these products.

The regulatory framework for consumer products under the Consumer Product Safety Act includes 
the following:

(i) Product Safety of Consumer products (PSC) mark system.

The PSC mark system is a pre-marketing method that is used to ensure product safety by regulating 
the sale and display of certain specified products for the purpose of selling them, through labelling 
requirements. A manufacturer or an importer of these specified products who has submitted the 
required notification can place a label on these specified products, but only if the products conform 
to certain technical standards set by the competent authority. Unless such labelling is placed on the 
specified products, the sale or display of these products for the purpose of selling them is prohibited.

(ii) Reporting obligations.

If a manufacturer or importer of consumer products becomes aware of a serious product accident 
that has occurred in relation to a consumer product that it manufactures or imports, it must report 
to the Secretary General of the Consumer Affairs Agency (CAA) certain information related to 
the product and the accident within 10 days. For non-serious product accidents, manufacturers 
and importers of consumer products, as well as retailers and other parties who are involved in 
such products, are encouraged by an official notice issued by the Ministry of Economy, Trade and 
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Industry, to report the accident to the National Institute of Technology and Evaluation (NITE), an 
independent administrative agency. When the Secretary General of the CAA becomes aware of a 
serious product accident (including where a manufacturer or an importer has reported the accident 
pursuant to the Consumer Product Safety Act), it publishes certain information related to the rele-
vant product and accident, if the Secretary General finds it necessary to prevent serious danger or 
any increase in such danger to consumers. For non-serious product accidents, the NITE generally 
only publishes limited details of the accident.

(iii) Inspection and labelling requirements to prevent accidents due to deterioration.

Consumer products that have a high likelihood of causing a serious accident due to degradation 
over time are called “specified maintenance products” under the Consumer Product Safety Act 
(such as hot water heaters and bathroom dryers). For these products, the manufacturer or importer 
must set the following:

• a standard period of use during which there will be no safety issue if used under the standard 
conditions of use (the design standard use period); and

• an inspection period to prevent injury due to age-related deterioration once the design standard 
use period has expired.

The manufacturer or the importer must place labelling which shows, among other information, 
the design standard use period and the commencement date and expiration date of the inspec-
tion period. When the end of the design standard use period approaches, the manufacturer or the 
importer must send a notification to the user of the specified maintenance product and, if requested 
within the inspection period, it must conduct an inspection on the product. Consumer products 
that do not have a high likelihood of causing a serious accident but that have a high volume of acci-
dent reports due to deterioration over time (such as electric fans and air conditioners) must bear 
warning labels on deterioration and the design standard period of use.

When a Product Recall Is Required

Where an accident involving consumer products occurs, under the Consumer Product Safety Act, the man-
ufacturer or importer must investigate the cause of the accident. If the manufacturer or importer determines 
that it is necessary to prevent or reduce safety hazards, they must endeavour to recall the consumer products 
or otherwise take measures to prevent or reduce safety hazards.

Under the Road Tracking Vehicle Act, when the structure, mechanism or performance of a certain range 
of automobiles of the same model is not, or is likely to not be, in conformity with the requisite safety stan-
dards, and the cause relates to the design or manufacture of the automobiles, the manufacturer or importer 
must recall the automobiles.

There are also other pieces of legislation which regulate specific products, and which oblige business 
operators, including manufacturers of certain products, to implement or endeavour to implement product 
recalls. For example, manufacturers of medical products must implement product recalls or other measures 
that are necessary to prevent or limit the spread of hazards to public health and hygiene, when they become 
aware of hazards that are suspected to be caused by their products.

Advertising Requirements for Product Recalls

The Consumer Product Safety Act does not specifically set out advertising requirements for product recalls. 
However, manufacturers, importers and retailers must collect information on accidents involving their 
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consumer products, and must endeavor to properly share such information with general consumers (Article 
34, Paragraph 1). Further, if an accident involving consumer products occurs, the manufacturer or importer 
must investigate the cause of that accident, and if they find it necessary to prevent the occurrence or increase 
of safety hazards, they must take measures to prevent the occurrence or increase of safety hazards (Article 
38, Paragraph 1). These are assumed to include the advertising of information regarding recalls.

If manufacturers of automobiles file for a recall, they must have the filing published in the journal of the 
Japan Automobile Service Promotion Association to disseminate information on the recall to providers of 
automobile repair services.

Requirement to Provide Progress Reports

While the Consumer Product Safety Act does not set out any obligation to update the competent authority 
regarding remedial measures including product recalls, there are pieces of legislation which regulate specific 
products, which stipulate such obligations. For example, under the Law on Securing Quality, Efficacy and 
Safety of Products Including Pharmaceuticals and Medical Devices, manufacturers of medical products have 
an obligation to inform the Ministry of Health, Labour and Welfare regarding the status of their product 
recalls. Manufacturers of automobiles are, by official notice, expected to provide the Ministry of Land, Infra-
structure, Transport and Tourism with quarterly follow-up reports on the status of their product recalls until 
remedial measures are completed.
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