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China

By Eugene Chen

A s a civil law jurisdiction, the People’s Republic of China’s (“PRC”) product quality regime is set forth in 
various laws, regulations, and guidelines. Unlike Western common law jurisdictions, prior judicial opin-

ions in single cases have no precedential effect, unless they are incorporated into official judicial interpreta-
tion documents promulgated by the Supreme People’s Court (“SPC”) in the forms of (1) interpretations, (2) 
regulations, (3) official replies, and (4) judicial decisions (collectively “Official Judicial Interpretations”).1

In addition to Official Judicial Interpretations, the SPC also selectively publishes “guiding cases” to 
give guidance to courts at lower levels.2 The guiding cases typically include decided cases that (1) raise 
wide public attention, (2) relate to an area where the law is relatively unclear, (3) are typical examples of a 
group of cases, and (4) contain complicated or new legal issues.3 Guiding cases cannot be quoted by peo-
ple’s courts as the legal basis for a ruling. However, people’s courts can refer to the guiding cases in their 
reasoning.4

The PRC Product Quality Law (last amended on August 27, 2009) generally provides that defective prod-
ucts are products which contain unreasonable risks that endanger the safety of persons or property. Where 
there is a national or industry standard ensuring health and personal and property safety, non-compliance 
with such standards is presumed to be a defect. There are three major types of product defects: design 
defects, manufacturing defects, and failure to provide adequate warnings or instructions. This piece will 
focus on the pre-sale duty to provide warnings and instructions, and the post-sale duty to recall.

General Scope of Duty to Warn and Instruct in China

Who Has a Duty to Warn?

Articles 27 and 36 of the Product Quality Law provide that both producers and sellers have a legal obligation 
to make sure products which are prone to be damaged easily or which can cause damage to human health 
and property safety if used improperly must carry warning signs or warning statements in Chinese.

The law does not provide a clear definition, for instance, of the term “producers.” Thus, it is unclear 
whether the definition of producers includes OEM suppliers and licensors. For product liability litigation 
purposes, pursuant to the Official Reply to Whether the Aggrieved Party in a Product Infringement Case 
May Bring a Civil Lawsuit against the Product Trademark Owner, a judicial interpretation issued by the SPC 

 1 Articles 5 and 6 of the Provisions of the SPC on Work related to Judicial Interpretations (effective on April 1, 2007).
 2 Article 7 of the Provisions of the SPC on Case Guidance Work (effective on November 26, 2010).
 3 Article 2 of the Provisions of the SPC on Case Guidance Work.
 4 Article 10 of the Implementation Rules of the Provisions of the SPC on Case Guidance Work (effective on May 

13, 2015).
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on July 28, 2002 (the “SPC Reply”), any party allowing others to use individuals’ names, companies’ names, 
trademarks, or other distinguishable marks as the producers of the products which turn out to be defec-
tive can be sued as a producer of a defective product and held liable together with the actual producers and 
the sellers.

In this SPC Reply, the SPC opined that in the case Jing Qilian and Zhang Xinrong v. General Motors Cor-
poration, General Motors Overseas Corporations, and General Motors do Brasil Ltda,5 the plaintiffs had a legal 
right to bring an action against General Motors Corporation as the vehicle’s trademark owner. Two plaintiffs 
brought a case to the Beijing No. 2 Intermediate Court against three General Motors entities after their son 
lost his life in a car accident caused by an alleged defect in a Chevrolet car bearing the GM trademark. Gen-
eral Motors Corporation claimed that the Chevrolet car was manufactured by General Motors do Brasil Ltda, 
and that General Motors Corporation therefore was not a proper defendant. The Court submitted this issue to 
the SPC for an advisory opinion.

The SPC held that the plaintiffs could sue General Motors Corporation because the defective vehicle 
carried its trademark regardless of which entity actually produced the vehicles. Although the SPC did not 
specifically so state, it is commonly interpreted that the court in citing the element of “as the producers of 
products” was referring to the manner that a producer typically labels itself on the products or their pack-
aging, such as using large fonts in prominent positions. Therefore, it is arguable that the trademark owner 
or the company whose name was authorized to be used (usually, the licensor who purchased products from 
OEM in China) may also be held liable for defective products manufactured by the OEM under Chinese law, 
and thus bears a duty to warn.

What Must a Warning or Instruction Include?

Article 28 of the PRC Product Quality Law generally provides that the packaging of certain types of danger-
ous products must meet “necessary requirements” with respect to quality and must carry warning marks or 
statements in Chinese indicating directions for storage and transportation, as required by relevant State reg-
ulations. Such dangerous products include those that are fragile, flammable, explosive, poisonous, corrosive, 
or radioactive, those that should be kept upright during storage and transportation, and others with special 
requirements.6 Notably, the law does not specify whether the warnings are intended for end users, or those in 
the distribution chain (transporters, warehousers, distributors, and sellers, among others). If a product fails 
to bear the proper warnings, the producer or seller concerned will be ordered to rectify the situation. If the 
failure to warn results in “serious” circumstances, the producer or seller may be subject to an administrative 
order to cease production or sale until adequate warnings or instructions are implemented. A fine of no more 
than 30 percent of the value of the products may be imposed on the producer or seller.7 However, the risk of a 
fine is usually not a significant concern in China. The greater concern is the companion right by the General 
Administration of Quality Supervision, Inspection and Quarantine (the “GAQSIQ”), now part of the State 

 5 Jing Qilian and Zhang Xinrong v. General Motors Corporation, General Motors Overseas Corporations, and General 
Motors do Brasil Ltda. (2001), Beijing Higher People’s Court No. 271.

 6 Article 28 of the Product Quality Law.
 7 Article 54 of the Product Quality Law.
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Administration of Market Regulation (the “SAMR”),8 to seek disgorgement of ill-gotten gains,9 an available 
remedy for many offenses including violation of the PRC Product Quality Law.

What “Necessary Requirements” and “State Regulations” Apply to Warnings or Instructions?

Apart from the general requirements set forth in the PRC Product Quality Law, producers and sellers of spe-
cific products also need to follow relevant State regulations to different products when such regulations are 
applicable. A selective summary of such regulations include:

(1) The Administrative Provisions on Food Labels (last amended on October 22, 2009). Article 15 
imposes a duty to warn when non-edible products are commingled with food in one package and 
can be easily mistaken;

(2) The Administrative Provisions on Labeling of Cosmetics (effective on September 1, 2008). Para-
graph 2 of Article 15 provides that cosmetics are required to be labeled with precautions for use, 
include warning statements in Chinese, and maintain storage conditions ensuring safety before the 
expiration date if they are for special groups such as children or if improper usage or storage would 
damage the cosmetics themselves or endanger personal health and personal safety; and

(3) The Administrative Provisions on the Instructions and Labeling of Medical Devices (effective on 
October 1, 2014). Paragraph 1 of Article 13 provides in details the information that shall be included 
in the label of a medical device, in particular, warning marks or statements in Chinese if the use 
of the medical device will damage or cause negative effects to the environment, or if the medical 
device contains radioactive substances. Where such information cannot be shown in full due to 
location or size limits, the producer shall provide a statement in the product label that reads, “See 
details in the instructions,” pursuant to Paragraph 2 of Article 13. Article 11 further lists ten major 
points to be included in the instructions as precaution for use, warnings, and reminders: (a) users of 
such product; (b) potential safety hazards and use restrictions; (c) protection measures, and emer-
gency and corrective measures; (d) necessary monitoring, assessment, and control tools; (e) special 
wording or remarks for “single-use,” sterilization methods for sterilized products and measures in 
case of damage to the sterilized packages, and disinfection or sterilization methods for products 
that need to be disinfected or sterilized before use; (f) requirements, usage, and precautions for 
products to be installed or used jointly with other medical devices; (g) possible mutual interferences 
and potential dangers when the product is used together with other products; (h) adverse events of 
the product, or ingredients or supplementary materials contained in the product that may cause 
side effects; (i) precautions for disposing of an abandoned medical device, and after-use disposal 
methods; and (j) other matters of which operators and users should be reminded.

In addition, if mandatory, national standards are also applicable for a specific type of product for warn-
ing and instruction obligations, they must be followed too. Note that national standards in China can be 
either mandatory or recommended in accordance with the PRC Standardization Law (last amended on Jan-
uary 1, 2018). However, only non-compliance with mandatory standards10 or recommended standards cited 

 8 From March 21, 2018, GAQSIQ was merged into the State Administration for Market Regulation pursuant to the 
Decision of the First Session of the Thirteenth National People’s Congress on the State Council Institutional Reform 
Plan (promulgated on March 17, 2018).

 9 See supra note 7.
 10 Article 25 of the PRC Standardization Law (last amended on January1, 2018).
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by or incorporated by reference in mandatory standards and/or administrative orders11 will be presumptively 
deemed a defect.

China’s Additional Duty of Safe Design

Article 26 of the Product Quality Law provides that producers shall be liable for the quality of the 
products they produce. A product shall be designed and produced in a way that meets the following 
three requirements:

 The product constitutes no unreasonable threat to personal safety or safety of property, and conforms 
to the national standards or the industry standards for ensuring human health, personal safety, and 
safety of property, where such standards have been promulgated;

 The product provides all required functions, unless where the instructions state a functional 
defect; and

 The product conforms to the standards and description marked on the product itself or on the pack-
aging, and to the quality conditions indicated in the product directions or samples.

In addition, Sellers pursuant to Article 33 of Product Quality Law have the obligation to inspect prod-
ucts, to examine quality certificates (essentially government body certifications such as the “CCC” China 
Compulsory Certification or “QS” Quality Safe certificates) and other marks, and to adopt measures to keep 
the products for sale in good quality at the retail level.

While statutorily, there is nothing to link the duty to warn and the duty of safe design, at least some 
courts have conflated these duties in ruling on product quality cases. In Wu v. Pigeon Co., Ltd. and Les 
Enphants,12 the Shanghai Pudong New Area District Court adopted a doctrine of reasonableness in a prod-
uct-related personal injury case. The judgment indicates that a Chinese court may consider the common law 
concept of “reasonable person” when ruling on a product liability case. The case suggests that a producer has 
a duty of care in terms of the design. However, it is also reasonable for a producer to expect the user to follow 
the instructions as a “reasonable adult.”

In that case, the plaintiff’s mother purchased a microwave oven baby bottle steam sterilizer, which was 
produced by Pigeon and distributed by the retailer Les Enphants. The steam sterilizer contained two sets of 
User Manuals in Chinese and Japanese, respectively. The Manual in Chinese included information about the 
product components, features, instructions for use, and specifications. The instructions for use specifically 
provided that the user must hold the sterilizer horizontally and leave the sterilizer in the microwave until the 
hot water cools down in order to prevent users or any third party from getting burned. However, the Japa-
nese version includes an additional warning: “Please keep children away from the sterilizer,” which does not 
appear in the Chinese version.

The plaintiff’s mother took out the sterilizer while still filled with hot water and placed it on the table. 
The plaintiff, a 21-month-old baby, grabbed the sterilizer and suffered burns. The plaintiff’s mother sued both 
the producer and retailer for medical expenses under the theory that the sterilizer was a defective product 
lacking adequate warnings and safe design, which caused her baby’s injury. The defendants argued that there 
was no defect in the product, and that adequate warnings or instructions were provided; instead, the incident 

 11 Article 14 of the Interpretation for PRC Standardization Law (effective on July 23, 1990).
 12 Wu v. Pigeon Co., Ltd. and Les enphants (2005) Pudong People’s Court Civil First Instance No. 16681.
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was caused due to parental negligence because the mother took out the sterilizer with hot water and failed to 
follow the instructions.

The Court found that the warning in the Manual in Chinese was adequate since the instructions with 
both language and picture was explicit enough for any “reasonable adult” to use the product in a safe way. 
Although the warning in the Japanese manual was more complete, the Court held that the product had no 
defects because it is common sense for an average adult to keep a child away from a sterilizer of high tem-
perature. The Court further held that it is reasonable for a producer to expect the user to follow the instruc-
tions, even where a producer has a duty of care when designing the product. Therefore, the Court denied all 
the claims by the plaintiff.

Post-Sale Duty to Recall

Under What Circumstances Is a Party Required to Recall a Product?

Prior to 2010, China’s system for product recalls consisted primarily of patchy, product-specific regulations 
(for example, regulations specific to motor vehicles, food, drugs, toys) that were loosely administered by the 
GAQSIQ (now SAMR). The product recall regime took a significant step forward with the introduction of the 
PRC Tort Liability Law (last amended on July 1, 2010), and was further enhanced by the amendment to the 
Law on the Protection of Consumer Rights and Interests (the “Consumer Protection Law,” last amended on 
October 25, 2013).

According to Article 46 of the Tort Liability Law, a producer or seller has the responsibility to recall 
products or issue safety warnings as remedial measures if it discovers a product defect after the product is 
first put into circulation. The producer or seller shall bear tort liability for damages if it has taken either no 
or insufficient remedial efforts. This provision essentially creates an independent right of action that may be 
asserted against a producer or seller by a claimant who believes that the defendant either failed to recall, or 
failed to conduct an effective recall. The previously existing regulations are still in effect, but beyond those 
administrative remedies, there is a much broader judicial remedy on the books.

The Tort Liability Law was soon followed by the amendment of the Consumer Protection Law in 2013, 
which expanded the existing administrative remedies to a wide scope of products purchased or used for 
daily consumption (“Consumer Products”).13 Article 19 makes it mandatory for business operators including 
producers and sellers to take immediate measures to stop selling, issue warnings, conduct recalls, destroy 
products, or cease production and service after discovering their product or service contains defects and 
may cause damage to personal or property safety. Article 33 requires authorities to conduct regular or ad 
hoc inspection of consumer products, and to demand the responsible business operator to take remedial 
measures where they find product defects or potential hazards to health or property. If the business operator 
refuses to take or delays in taking such remedial measures, they will be subject to an administrative fine up 
to 10 times the illegal gains, or up to RMB 500,000 absent the illegal gains.14 In severe cases, the offender can 
also be ordered to suspend business for rectification or have its business license revoked.15

 13 Article 2 of the Consumer Protection Law.
 14 Article 56(7) of the Consumer Protection Law.
 15 Supra.



6   Product Liability: Warnings, Instructions, and Recalls    China

Although the above-mentioned penalties are primarily administrative penalties to be enforced by gov-
ernment authorities, since the enactment of the Tort Liability Law and the amended Consumer Protection 
Law, we have also seen courts starting to enforce failure to perform product recall liability in civil litigations 
too. For instance, in the case Chen Zuoting v. Jingwei Plastic Industry Co., Ltd.,16 the defendants refused 
to take back some of the water supply tanks sold to plaintiff, even though such tanks were proven to have 
defects. The court cited Article 46 of Tort Liability Law and ordered the defendant to take recall actions. Such 
laws also spurred authorities to substantially speed up progress on publishing more extensive regulations 
on product recalls to expand the types of products covered and to provide more details on recall procedures. 
Among them, the most notable is the promulgation of the Administrative Measures for the Recall of Defec-
tive Consumer Products (the “Consumer Products Recall Measures,” effective on January 1, 2016).

The Consumer Products Recall Measures lists nine types of electronic appliances and eleven types of 
children’s products in the appendix Catalogue,17 which are directly governed by the Measures if manufac-
tured, sold, or imported into China. The producers of such products are obliged to take recall actions in the 
case of non-conformity to national and industry standards concerning human and property safety, or of 
other unreasonable dangers to human or property safety that can be commonly found in products of the 
same batch, model, or category due to a design, manufacturing, or labeling failure.18 In practice, authorities 
also apply the Consumer Products Recall Measures for recall actions of consumer products even if they are 
not expressly included in the appendix Catalogue.19

Other State regulations enacted in recent years also help to improve and detail the product recall regime 
covering foods, auto products, medical devices, drugs, toys, and railway products. A non-exhaustive list of 
recent regulations is listed below:

a. The Administrative Measures for Recall of Defective Automotive Products (effective on January 
1, 2013) and the Measures for the Implementation of the Regulation on the Administration of the 
Recall of Defective Auto Products (effective on January 1, 2016);

b. The Administrative Measures for Food Recall (effective on September 1, 2015) and the Opinions on 
the Implementation of Administrative Measures for Food Recall (effective on September 30, 2015);

c. The Administrative Measures for the Recall of Medical Devices (effective on May 1, 2017),20 and

d. The Administrative Measures for the Recall of Defective Railway Special Equipment (effective from 
January 1, 2016).

 16 See Chen Zuoting v. Jingwei Plastic Industry Co., Ltd, (2015) Henan People’s Court Civil First Instance No. 293.
 17 This includes: 1) Electronic appliances - household appliances, audio and video device, wire and cable, lighting 

appliances, power-driven tools, electrical accessories, appliance switches and automatic-control equipment, 
information technology equipment, and telecommunications terminal equipment; or 2) Children’s products - 
stationery, accessories for children, child-use plastic products, furniture for children, child-use paper products, 
child-use leather, recreation facilities for children, children’s footwear, children’s textiles, children’s clothing, and 
other products for children.

 18 Paragraph 2 of Article 3 of the Consumer Products Recall Measures.
 19 A recent example is that, on March 21, 2018, Shandong Hongkang Packing Technology Co., Ltd announced a recall 

action on coated paper cup, pursuant to the Consumer Products Recall Measures. Announcement is available at 
http://www.dpac.gov.cn/xfpzh/xfpgnzh/201803/t20180322_75595.html.

 20 This supersedes the old “trial” version medical devices recall regulation effective from July 1, 2011.
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The above regulations set forth specific circumstances when producers and sellers need to conduct recall 
actions for particular types of products. For instance, the producer of food is required to conduct recalls where 
its product proves to be harmful to human health or is below food safety national standards, and where the 
product labeling, marks, or instructions fail to comply with relevant national standards.21 Notably, the seller of 
food, within its business scope, also has a duty of recall when the defects are caused by its fault,22 or where the 
producer of the food cannot be ascertained or is bankrupt.23 Producers of medical devices, in contrast, should 
conduct recall actions under enumerated situations, namely, when the products (1) cause unreasonable danger 
to human health and safety during normal usage; (2) do not conform to mandatory standards, or the technical 
requirements as registered or filed; (3) fail to comply with regulations concerning manufacturing or the qual-
ity operation of medical devices; or (4) need to be recalled under other circumstances.24

Additionally, on November 16, 2016, the State Counsel published the “draft-for-comment” version of the 
Implementation Regulations of the Law on Protection of Consumer Rights and Interests (Draft).25 Article 7 
of the draft, once effective, will create a mandatory obligation that producers and sellers must take or facil-
itate recall actions of defective products; further reflecting the Chinese government’s continuing efforts to 
improve the product recall system.

What Is the Typical Recall Process in China?

Detailed recall processes are typically spelled out in the product-specific recall regulations, and these recall 
processes share similar standards on the notification thresholds, similar process for voluntary action, and 
similar process of mandatory action required by the government if producers fail to take voluntary action.

Under the recall regulations, the producer is considered the primary responsible party for recall 
actions.26 For instance, pursuant to Paragraph 2 of Article 11 of the Consumer Products Recall Measures, if a 
producer is aware of a potential product defect, it shall immediately initiate a proper investigation and anal-
ysis so as to determine the defect. Upon the confirmation of defect, the producer has the obligation to report 
to the branch of the quality inspection authority at its place of domicile and take immediate actions to cease 
production, sales, and importation of the defective consumer products, and initiate a product recall action 
accordingly. Notably, the Consumer Products Recall Measures expand the scope of parties responsible for 
product recall to include sellers, repairers, suppliers of parts and components, and OEMs. Once aware of any 
potential defects of the products—even if manufactured by third parties—these parties are obliged to report 
the potential defect to the producers and quality inspection authorities.27

The government, primarily the SAMR and its local branches, are empowered by the law to conduct ran-
dom quality inspection of consumer products produced or sold within its jurisdiction.28 If the local quality 

 21 Article 1.1 of the Opinions on the Implementation of Administrative Measures for Food Recall.
 22 Paragraph 1 of Article 20 of the Administrative Measures for Food Recall.
 23 Article 21 of the Administrative Measures for Food Recall.
 24 Article 4 of the Administrative Measures for the Recall of Medical Device.
 25 Please see http://www.gov.cn/xinwen/2016-11/16/content_5133262.htm.
 26 Article 4 of the Consumer Products Recall Measures.
 27 Article 12 of the Consumer Products Recall Measures.
 28 Article 13 of the Consumer Products Recall Measures.
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inspection authority becomes aware of any potential product defects, it shall notify the producer to conduct 
investigations and analyses.29 Depending on the results of such investigations and analyses, the authorities 
can order the producer to cease production, sales, and importation of the defective consumer products, and 
initiate a recall immediately.30

Before publication of a recall notice, the producer must make a filing of a number of applications for 
approval before the authorities.31 Once the recall information, such as a recall plan and a newsletter is suc-
cessfully filed, the GAQSIQ (now SAMR) or its local branch will make official announcements on its website 
regarding the product defects, methods to prevent damage, and other processes taken by the producer to 
mitigate risks.32 The producer shall also disclose such information through newspapers, websites, broadcast 
channels, television, and other channels easily accessible by the general public, as well as inform relevant 
sellers, repairers, suppliers of parts and components, and OEMs of the recall plan simultaneously.33 During 
the implementation of the recall plan, the producer has an obligation to file periodic reports and a final 
report to its local quality inspection authority.34

In addition to the above, on February 13, 2018, the GAQSIQ (now SAMR) published the “draft-for-com-
ment” version of the Provisions on the Regulation on the Administration of the Recall of Defective Consumer 
Products for public comment.35 This regulation, once final and effective, will serve as a detailed explanation 
of the Consumer Products Recall Measures, and set up clear penalties against procedural violations in the 
consumer product recall process. For instance, draft Articles 39, 40, and 41 provide that the producer will be 
subject to an order of rectification and an administrative fine up to RMB 30,000 for failing to perform proce-
dural obligations such as (1) reporting product quality safety information, (2) record-filing the recall plan, (3) 
publishing information related to the defective consumer products and recall, (4) submitting the recall sum-
mary report, (5) cooperating with investigation(s), (6) informing relevant business operators to cease selling, 
leasing, or using defective products, (7) conducting recall and taking remedial actions, or (8) for hiding 
defective information. Additionally, penalties will be imposed on relevant business operators, including sell-
ers, tenants, repairers, components and parts suppliers, raw materials providers, and OEMs, if they continue 
to sell, lease, or use defective consumer products upon learning of the existence of the defect, or if they refuse 
to cooperate with investigation.36 These penalty provisions, if enacted, could substantially supplement Article 
56 (7) of the Consumer Protection Law, which is currently the only effective legal basis that law enforcement 
agencies can rely on to punish producers and sellers for their failure to conduct effective recall actions. Arti-
cle 56 (7), as noted previously, sets up a much more severe penalty regime, including much higher fines and 
confiscation of gains, than the draft-for-comment regulation, but limits its application only to the circum-

 29 Supra.
 30 Paragraph 2 of Article 18 of the Consumer Products Recall Measures.
 31 Paragraphs 2 and 4 of Article 19 of the Consumer Products Recall Measures.
 32 Paragraph 2 of Article 21 of the Consumer Products Recall Measures.
 33 Paragraph 1 of Article 20 and Paragraph 1 of Article 21 of the Consumer Products Recall Measures.
 34 Article 23 of the Consumer Products Recall Measures.
 35 Please see http://www.aqsiq.gov.cn/gzcypt/cazxyj/20180213/wyyj/.
 36 Articles 40(2) and 40(4) of the Provisions on the Regulation on the Administration of the Recall of Defective 

Consumer Products.
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stance where producers refuse to comply with or delay in complying with the administrative recall orders 
issued by applicable government agencies.
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