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Editors’Summary: The genetically modified organism (GMO) safety regime in
China is steadily evolving, with national, regional, and local government de-
partments vying for regulatory power. The process is leading toward a reallo-
cation of responsibilities among governmental departments overseeing science
and technology, agriculture, public health, and environmental protection. The
results of this power struggle inside the government will exert direct influence
on the progress of legislating and implementing GMO safety. In this Article, Dr.
Wang Mingyuan explores the historical evolution and system framework of the
existing legislation on the safety of GMOs in China, the basic policies on GMO
safety administration, and the problems and challenges China faces in refining
its GMO policies. He argues that while the legal structure and administrative
system relating to the safety of GMOs in China are beginning to solidify, they
have lagged dangerously behind the development of biological technology and
industry. He advocates a speedy resolution to the current power play within the
government, and comprehensive solutions to the problems still evident in
China’s GMO safety regime.

I. Introduction

In order to ensure food safety, optimize agricultural diver-
sity, and improve human health, China is promoting the re-
search, development, and application of modern biotech-
nologies. The Eleventh Five-Year Plan for the Development
of National Economy and Society sets forth that “by imple-
menting specialized projects of biological industry, [we]
strive to realize new breakthroughs in research and develop-
ment of key technologies and important products of the bio-
logical industry.”1 The Outline of the Mid- to Long-Term
National Plan for Science and Technology Development
lists biotechnology as one of the five strategic priorities of
science and technology development in China over the next
15 years.2 For the past 20 years, the Ministry of Science and

Technology has prioritized biotechnology as a part of na-
tional science and technology development. Early in 1983,
the China Biotechnology Development Center was estab-
lished. The State High-Tech Program, also called Program
863, started in 1986. In the Eleventh Five-Year Plan period,
the Ministry of Science and Technology will lend even more
support to the research, development, and application of
biotechnology in state science and technology development
plans, such as Major Specialized Science and Technology
Research Projects, Program 863, and Program 973. More-
over, the National Development and Reform Commission
(NDRC), the Ministry of Education, the Ministry of Public
Health, the Ministry of Agriculture, the State Food and Drug
Administration (SFDA), the Chinese Academy of Sciences
(CAS), and other departments and institutions are adopting
important measures to speed up the development of biotech-
nology and the bioindustry, including creating working
plans, increasing investment, and training new scientists.
Local governments are also enthusiastic about developing
biotechnology and the bioindustry. Beijing, Guangzhou,
Hu’nan, Shanghai, Shenzhen, Tianjin, and other local gov-
ernments are adopting various measures to stimulate devel-
opment of biological industrialization.3

Biotechnology is one of the fields presenting the fastest
growth, the greatest potential, and the narrowest gap be-
tween China and developed countries. Today, the field has
finished the phase of technical accumulation and come into
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a new period of research and industrialization progressing
simultaneously. The development target, as stipulated by
the Ministry of Science and Technology, is to accelerate sci-
entific and technological achievements, to cultivate new bi-
ological industries, to raise the bioindustry as a pillar within
the national economy, and to make China’s biotechnology
and bioindustrialization ranked among the world’s most ad-
vanced—all within the next 15 years.4

China began to plant genetically modified (GM) crops in
1997. At present, approved commercially cultivated crops
include cotton, wild Cerambycidae (longhorn beetles), to-
matoes, and pimento. China imports even more GM prod-
ucts than it produces domestically. In recent years, China
has imported more than 20 million tons of foodstuff, includ-
ing GM soybeans from Argentina, Australia, Canada, and
the United States.5 Other imported GM foods are maize
and rape.6

As is well known, China, with a large population and less
per capita plowland than many developed countries, has
great incentive to develop and apply agricultural biotech-
nologies. According to a report issued by the International
Service for the Acquisition of Agri-Biotech Applications
(ISAAA) on January 27, 2007, of the 10.3 million farmers in
more than 22 countries who planted GM crops in 2006, 6.8
million of those farmers were in China. China is ranked
sixth in absolute area planted with GM crops. It is expected
that a large portion of the millions of small-scale farmers ex-
pected to turn to GM crops over the next 10 years will be in
China, with China expected to reach a leading level in agri-
cultural biotechnology application during that time.7 Do-
mestic experts assess the overall level of China’s agricul-
tural biotech research as follows: advanced in Asia, leading
in the Third World, but still having a rather long way to go
compared with advanced countries in the West. At present,
China exports no living modified organisms (LMOs) or
LMO products. In the long term, China is expected to export
some such products to the Third World, including livestock
bacterin and GM seeds.8

China has laid a foundation for the development of bio-
technology and the bioindustry and may have a prosperous
future. But because genetically modified organisms
(GMOs), particularly GM rice and other major grain crops,
invite controversy with respect to public health and ecologi-
cal safety,9 the Chinese government needs to attach high im-
portance to improving legal systems and management, care-
fully deal with GM products, and enhance administrative

management to actively promote the development of bio-
technology.10 This Article will explore the legal issues relat-
ing to safety, supervision, and administration of GMOs, par-
ticularly agricultural GMOs, in China.

II. Background

A. Historical Evolution of China’s GMO Safety
Legislation

From the 1980s to early 1990s, China’s biosafety research
and practices lagged far behind biotechnology develop-
ment. In the early 1990s, around the time of China’s imple-
mentation of the Convention on Biological Diversity
(CBD),11 government agencies started to adopt measures to
address biosafety, such as allocating funds for research, for-
mulating laws, rules, regulations, and guidelines, and estab-
lishing administrative institutions.12

With respect to legislation and policies, in order to en-
hance GMO safety administration, the State Council and
relevant agencies have formulated a series of regulations,
rules, and policies concerned with GMO safety.

On December 24, 1993, the former State Science and
Technology Commission (today’s Ministry of Science and
Technology) promulgated the Measure on the Safety Ad-
ministration of Genetic Engineering, China’s first rule re-
lating to administration of GMOs. The measure is appli-
cable to all genetic engineering work underway in Chi-
nese territory, including experiments, pilot tests, indus-
trial production, GMO releases, and utilization of fin-
ished GM products. GMOs imported from outside China to
be used in genetic engineering work in China are also sub-
ject to this measure.13

Pursuant to the Measure on the Safety Administration of
Genetic Engineering, the Ministry of Agriculture promul-
gated the Safety Administration Implementation Measure
on Agricultural Biological Genetic Engineering on July 10,
1996, and amended it on December 25, 1997. This measure
set up concrete provisions on safety administration relating
to agricultural biological genetic engineering, classified the
safety grades of genetically engineered organisms, and pre-
scribed specific administrative measures, in particular, the
procedures and rules for registration and safety assessment
of agricultural genetic engineering. The Ministry of Agri-
culture established a Genetic Engineering Safety Adminis-
tration Office to implement the measure, as well as the Agri-
cultural Biological Genetic Engineering Safety Committee
to implement safety assessment on restricted field testing
and commercialized production of agricultural biological
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GMOs and GM products.14 On March 20, 2002, the Admin-
istration Measure on Safety Assessment of Agricultural
GMOs entered into force, and the Safety Administration Im-
plementation Measure on Agricultural Biological Genetic
Engineering was abolished at the same time.15

On March 26, 1998, the State Tobacco Monopoly Bureau
promulgated the Management Measure on Tobacco Genetic
Engineering Research and Application.16

On June 10, 1998, the Interim Measure for the Adminis-
tration of Human Genetic Resources, formulated by the
Ministry of Science and Technology and the Ministry of
Public Health, was passed as approved and transmitted by
the State Council. The measure is applicable to those actions
related to gathering, collection, research, development,
trade, import, and export of Chinese human genetic re-
sources, stipulating that the state should carry out classified
administration of human genetic resources. All units and in-
dividuals that find or possess important genealogy and spe-
cialized regional genetic resources should report to the rele-
vant agencies immediately. Without approval, no one
should gather, collect, buy, sell, export, or import such re-
sources. According to the measure, the relevant departments
of science, technology, and public health of the State Coun-
cil should establish the Chinese Human Genetic Resources
Administrative Office to take responsibility for the adminis-
tration of the country’s human genetic resources.17

On April 22, 1999, the former State Drug Administration
promulgated the Measure on Examination and Approval of
New Biological Products, which entered into force on May
1, 1999.18 The measure establishes guidelines for clinical re-
search and the production of new biological products, in-
cluding GM drugs.

The Seed Law was passed by the 16th Conference of the
Standing Committee of the National People’s Congress on
July 8, 2000. Article 14 of the Act requires that seed selec-
tion, experimentation, examination, and commercialization
of GM plant varieties should go through safety assessment
and strict safety control measures, with specific methods to
be stipulated by the State Council. The third clause of Arti-
cle 35 clearly prescribes that “[e]vident marks must be used
in the sale of the seeds of GM plants and safety measures in
use should be displayed.”19

On October 31, 2000, the Eighteenth Conference of the
Standing Committee of the National People’s Congress
amended the Fishery Law, adding, “the introduction of
GM aquatic seeds and fingerling fish must undergo safety
assessment. Specific administrative regulations should
be implemented according to related provisions of the
State Council.”20

On December 21, 2000, the State Council promulgated
the Outline of National Ecological Environmental Protec-
tion, requesting “to enhance bio-safety administration and
establish an import/export control system and risk assess-
ment system of GMOs and their products.”21

On May 23, 2001, the State Council promulgated the
Regulation on the Safety Administration of Agricultural
GMOs. As the most important Chinese legislation on GMO
safety to date, the regulation stipulates the safety adminis-
tration structure and legal system for agricultural GMOs.22

On January 5, 2002, the Ministry of Agriculture promul-
gated three administrative rules matching the Regulation on
the Safety Administration of Agricultural GMOs: the Ad-
ministration Measure on the Safety Assessment of Agricul-
tural GMOs23; the Safety Administration Measure on the
Import of Agricultural GMOs24; and the Administration
Measure on the Labeling of Agricultural GMOs.25 The Min-
istry of Agriculture amended these three measures on July
1, 2004.26

On March 12, 2002, the Ministry of Agriculture promul-
gated the Announcement on the Provisional Measures on
Safety Administration of GM Agricultural Products. These
measures stipulated that overseas companies exporting
GMOs into China can submit effective safety assessment
documents issued by competent institutions of their own
government to the GMO Safety Administration Office of
the Ministry of Agriculture, which would then issue “provi-
sional certificates” within 30 days if the applicants are deter-
mined to be qualified. The importers can bring the provi-
sional certificates from the overseas companies to go
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through the formalities of application for examination and
marking the goods according to the provisions of the Ad-
ministration Measure on the Labeling of Agricultural
GMOs. The validity of these provisional measures ended on
December 20, 2002.27

On October 11, 2002, the Ministry of Agriculture decided
to prolong the validity of the Provisional Measures on
Safety Administration of GM Agricultural Products to Sep-
tember 20, 2003.28 On March 10, 2003, the Ministry of Agri-
culture announced it would prolong the validity of the provi-
sional measures on safety administration of imported GM
agricultural products, including soybeans, to April 2004.29

Thereafter, the Ministry of Agriculture would implement
ordinary administration on the imported agricultural GMOs
according to the Regulation on Safety Administration of
Agricultural GMOs, Administration Measure on Safety
Assessment of Agricultural GMOs, Administration Mea-
sure on the Safety of Import of Agricultural GMOs, and
the Administration Measure on the Labeling of Agricul-
tural GMOs.30

On March 4, 2002, the State Council approved the Inven-
tory of Industries Guiding Foreign Investment and the Ap-
pendix, which was publicized by the former State Planning
Commission, the former State Economic and Trade Com-
mission, and the former Ministry of Foreign Trade and Eco-
nomic Cooperation, and put into force on April 1, 2002. The
production and development of GM plant seeds was listed
in the Catalogue of Industries in which Foreign Investment
is Prohibited.31

On April 8, 2002, the Ministry of Public Health promul-
gated the Measure on Administration of GM Food Hy-
giene,32 which entered into force on July 1, 2002. The mea-
sure contains provisions on food safety and quality assess-
ment, production or import examination and approval, la-
beling, and supervision of GM foodstuff.

On December 28, 2002, the Standing Committee of the
Ninth National People’s Congress amended the Agriculture
Law at the 31st Conference, adding, “with respect to re-
search, experiment, production, processing, operation, and
other application of agricultural transgenic organisms, all

the safety and control measures shall be enforced strictly in
accordance with the regulations of the State.”33

On May 24, 2004, the State Bureau of Quality Supervi-
sion, Inspection, and Quarantine promulgated the Measure
on Inspection and Quarantine Administration of Entry-Exit
GMO Products,34 which stipulated the administration of the
entry-exit and transboundary inspection and quarantine of
GMO products.

On July 1, 2004, the Law on Administrative Licensing
entered into force. The law stipulates that administrative
regulations can formulate specific provisions on licensing
only within the scope of administrative licensing affairs as
defined by higher level legislation.35 Therefore, the con-
tent of the Measure on the Safety Administration of Ge-
netic Engineering promulgated by the former State Sci-
ence and Technology Commission on December 24, 1993,
and other administrative rules conflicting with this law,
particularly the parts relating to administrative licensing,
need to be adjusted according to the Law on Administra-
tive Licensing.

On April 27, 2005, the State Council approved China’s
signature to the Cartagena Protocol on Biosafety.36 On
September 6, 2005, China became a Party to the Protocol.37

In order to implement the Protocol, the Chinese govern-
ment also established the State Biosafety Administration
Office, National Focal Point and Biosafety Information
Exchange, under the State Environmental Protection Ad-
ministration (SEPA).38 The SEPA also drafted the Law on
Safety of GMOs along with relevant departments of the
State Council.39

On January 16, 2006, the Ministry of Agriculture promul-
gated the Measure on Approving Processing of Agricultural
GMOs, which entered into force on July 1, 2006.40

On April 29, 2006, the Standing Committee of the Tenth
National People’s Congress adopted the Law on Quality
Safety of Agricultural Products at the 21st Conference,
which entered into force on November 1, 2006. Article 30 of
the Law stipulates: “Agricultural products that belong to ag-
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ricultural GMOs should be marked according [to] the provi-
sions on safety administration of agricultural GMOs.”41

Moreover, a number of local governments formulated
and implemented local administrative rules on the safety of
GMOs. For example, the Agricultural Bureau of Shenzhen
City promulgated the Measure of Shenzhen City for Safety
Supervision and Inspection of Agricultural GMOs on July
22, 2005.42 The Agricultural Department of Shandong Prov-
ince passed the Measure of Shandong Province for Li-
censing, Examination and Approval of GMO Processing on
August 22, 2006.43

B. Legislative Framework

The safety of GMOs involves sectors such as agriculture,
fisheries, forests, industry, and commerce, areas such as
economy, trade, science and technology, public health, and
environmental protection, and governmental departments
such as agricultural, science and technology, public health,
food and drug supervision and control, environmental pro-
tection, quality inspection, and foreign affairs. Related leg-
islation and policies are numerous and complicated, involv-
ing diverse forms, distinct content and tasks, and different
levels of government, but all work toward the same mission:
promoting and ensuring the safety of GMOs. In general,
GMO law and policy should be integrated, with components
cooperating and complementing each other.

Today, the system framework of legislation on the safety
of GMOs in China takes the following form:

1. International treaties and conventions on
GMO safety, particularly the CBD and the Carta-
gena Protocol on Biosafety;

2. Provisions on GMO safety contained in do-
mestic laws;

3. Administrative regulation by the State Coun-
cil on the safety of GMOs;

4. Administrative rules and measures on the
safety of GMOs formulated by relevant depart-
ments of the State Council; and

5. Administrative rules formulated by local gov-
ernment departments.

III. China’s GMO Safety Administration

A. Basic Policies

China’s primary objective in biosafety administration is to
minimize the potential hazard of modern biotechnology
products to biodiversity, the environment, and public health
by formulating policies, laws, regulations, systems, and re-

lated technical standards through coordinating and harmo-
nizing the relationship between producers and consumers,
research and commercial application, economic develop-
ment and health and ecology, and domestic trade and for-
eign trade. Additional goals of biosafety administration are
to prevent harm while prioritizing research and develop-
ment, combining unified supervision with decentralized ad-
ministration, scientific management, and public participa-
tion, and enhancing international cooperation.

The policy on market development of live GMOs and re-
lated products is to implement measures on the commercial-
ized production, distribution, and application of different
kinds of modern biotech products according to their
biosafety classification. Policies encourage the production,
distribution, and application of low-risk, modern biotech
products, prohibit the production of high-risk GMOs and re-
lated products, and minimize potential impacts on produc-
tion, operation, distribution, and application.44 In short,
China’s attitude on GM technology is to research actively,
assess scientifically, apply prudently, administrate force-
fully, promote steadily, and develop harmoniously.

B. Legal Systems

1. Genetic Engineering

The Measure on the Safety Administration of Genetic
Engineering45 stipulates that the State Science and Technol-
ogy Commission governs nationwide genetic engineering
safety. A national genetic engineering safety committee has
been set up to handle safety supervision and coordination.
Relevant administrative departments under the State Coun-
cil carry out safety administration of genetic engineering
work within their own jurisdictions.46

According to this measure, the safety administration of
genetic engineering work is carried out as safety assess-
ment, class control, and classification approval systems.47

Genetic engineering work is divided into four safety classes
according to potential risk levels.48 Institutions carrying out
genetic engineering work should conduct safety evaluation
to assess potential risk, determine safety class, and work out
corresponding safety control methods and countermea-
sures,49 and should submit applications to relevant adminis-
trative departments at different levels according to the prod-
ucts’ scope and safety class.50

The Management Measure on Tobacco Genetic Engi-
neering Research and Application51 requires the State To-
bacco Monopoly Bureau (STMB) to establish a Tobacco
Genetic Engineering Administration Commission to take
responsibility for the administration of field testing, demon-
stration, popularization, and application of the research and
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(last visited Sept. 7, 2007).
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products of tobacco genetic engineering. The measure re-
quires researchers to apply to the STMB for examination
and then report to the National Genetic Engineering Safety
Commission for approval.52 Field testing, demonstration,
and popularization of tobacco genetic engineering products
require approval of the STMB.53 GM tobacco seeds must
undergo safety assessment organized by the Tobacco Ge-
netic Engineering Commission of STMB and must be ex-
amined and approved by the National Tobacco Variety Ex-
amination Commission before planting on a trial basis.54

The GM tobacco leaves must be collected, stored, and
used separately to prevent mixing with non-GM varieties.
No tobacco leaves prepared for export may use GM to-
bacco seeds.55

2. Agricultural GMOs

According to the Regulation on the Safety Administration
of Agricultural GMOs,56 the agricultural department of the
State Council is responsible for nationwide supervision
and administration of the safety of agricultural GMOs, the
agricultural departments of governments at and above
county level are responsible for the supervision and admin-
istration of agricultural GMOs within their respective ju-
risdictions, the public health departments of the govern-
ments at and above county level, according to relevant pro-
visions of the Law on Food Hygiene,57 are responsible for
the health and safety supervision and administration of
GM food,58 and the State Council has established an
interministry joint conference for agricultural GMO
safety. The joint conference is composed of officials from
the departments of agriculture, science and technology, en-
vironmental protection, public health, foreign trade and
economic cooperation, and inspection and quarantine, and
is responsible for the decisionmaking and coordination of
major issues with respect to the safety administration of
agricultural GMOs.59

With respect to the administration measures, the Regula-
tion on Safety Administration of Agricultural GMOs, the
Administration Measure on the Safety Assessment of Agri-
culture GMOs,60 the Administration Measure on the Safety
of Import of Agricultural GMOs,61 the Administration Mea-
sure on the Labeling of Agricultural GMOs,62 and the Mea-

sure on Approving Processing of Agricultural GMOs63 have
together formed the following major legal systems:

(1) Class-Based Administration and Evaluation
System. Agricultural GMOs are grouped into
classes I, II, III, and IV according to their potential
risks to humans, animals, plants, microorganisms,
and the environment. All research, testing, pro-
duction, processing, and import activities of agri-
cultural GMOs in Chinese territory must go
through safety assessment. Safety assessment is
divided into three categories: plant; animal; and
microorganism. The Ministry of Agriculture shall
set up a biosafety committee responsible for
safety evaluation of agricultural GMOs. The com-
mittee shall be composed of experts involved in
research, production, processing, inspection and
quarantine, public health, and environmental pro-
tection. The Ministry of Agriculture shall also set
up an agricultural GMO safety office to carry out
this administration.

(2) Production and Processing Licensing Sys-
tem. A production license shall be obtained for the
production of GM seeds, breeding livestock and
poultry, or aquatic fry and seeds from the agricul-
tural department of the State Council. Any organi-
zation or person engaged in the production of GM
plant seeds, breeding livestock and poultry, or
aquatic fry and seeds shall keep clear files of the
production places, genes and their sources, and
methods for genetic modification, as well as the
whereabouts of seeds, breeding livestock and poul-
try, or aquatic fry and seeds. Any organization or
person engaged in the production and processing of
agricultural GMOs shall obtain approval from the
agricultural department of the State Council or the
agricultural departments of the provinces, autono-
mous regions, or municipalities directly under the
Central Government. Where farmers raise GM ani-
mals or plant GM plants, the organizations selling
the seeds, breeding livestock and poultry, or
aquatic fry and seeds shall, on behalf of the farm-
ers, go through the examination and approval for-
malities. Any organization or individual engaged
in the production and processing of agricultural
GM products with live agricultural GMOs as raw
materials shall obtain a License for Processing Ag-
ricultural GMOs from the local agricultural admin-
istrative department of the government at the pro-
vincial level.

(3) Marketing Licensing System. Any organiza-
tion or person intending to market GM plant seeds,
breeding livestock and poultry, or aquatic fry and
seeds shall obtain a marketing license from the ag-
ricultural department of the State Council. Any or-
ganization or person marketing GM plant seeds,
breeding livestock and poultry, or aquatic fry and
seeds shall keep clear files of the sources, transpor-
tation, storage and the whereabouts of the seeds,
breeding livestock and poultry, or aquatic fry and
seeds, etc.
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(4) Labeling System. Agricultural GMOs listed
in the labeling catalog shall be clearly labeled when
they are sold in the territory of China. Agricultural
GMOs listed in the labeling catalog shall be labeled
by the organization or person producing or repack-
aging the products. Unlabeled products shall not be
sold. The organization or person shall relabel the
products if the original packaging has been opened
for sale. The label shall clearly indicate the names
of the main raw materials containing GM ingredi-
ents in the product. If there are special requirements
on marketing scope, the label shall also indicate the
scope, and the product shall be sold only within this
scope. The first group of agricultural GMOs in-
cluded under the labeling system includes 17 vari-
eties in five species: soybean seeds for planting,
soybeans, soybean flour, soybean oil, and soybean
meal; corn seeds for planting, corn, corn oil, and
corn flour; rape seeds for planting, rape seed, rape
oil, and rape meal; cotton seeds for planting; and
tomato seeds for planting, fresh tomatoes, and to-
mato sauce.

(5) Import and Export Administration. When in-
troducing agricultural GMOs into the territory of
China for research and testing, the introducing or-
ganization shall apply to the agricultural depart-
ment of the State Council. Any company outside
the Chinese territory that exports to China GM
plant seeds, breeding livestock and poultry, or
aquatic fry and seeds shall make an application to
the agricultural department of the State Council.
This provision also applies to the seeds, breeding
livestock and poultry, aquatic fry and seeds, pesti-
cides, animal medicines and biologics, fertilizers,
and additives produced with agricultural GMOs or
containing ingredients of agricultural GMOs. For
those satisfying the required conditions, the agri-
cultural department of the State Council shall ap-
prove the importation of testing materials and the
implementation of field testing and productive test-
ing. Once the productive testing and relevant safety
evaluation are completed, and after obtaining the
required safety certificate, the formalities of exam-
ination, registration, or evaluation and approval
may proceed. Any company outside the Chinese
territory that exports to China agricultural GMOs
to be used as raw materials for processing shall ap-
ply to the agricultural department of the State
Council. The agricultural department of the State
Council shall issue a safety certificate of agricul-
tural GMOs for those passing the safety evaluation
and meeting the conditions. When introducing ag-
ricultural GMOs from outside the Chinese terri-
tory, the introducing organization shall make a dec-
laration to the exit-entry inspection and quarantine
agency at the port with documents of approval and
a safety certificate. The introducing organization
may make an application to Customs only after the
agricultural GMOs pass quarantine. Agricultural
GMOs that are imported without relevant docu-
ments of approval and safety certificates, or not
conforming to the certificate and approval docu-
ments, shall be rejected or destroyed. Where agri-

cultural GMOs to be imported are not labeled in ac-
cordance with the relevant provisions, they shall
not enter the Chinese territory until they have been
relabeled. When agricultural GMOs are to be trans-
ferred via the territory of China, the owner of the
goods shall in advance make an application to the
exit-entry inspection and quarantine department of
the State. Such transboundary movement may be
carried out only after approval and shall comply
with the provisions of the relevant laws and admin-
istrative regulations of China. When agricultural
products are exported outside the territory of China
and the foreign party requests a certificate of non-
GM agricultural products, the exit-entry inspection
and quarantine agency at the port shall undertake
inspection and issue a certificate of non-GM agri-
cultural products in accordance with the informa-
tion on GM agricultural products published by the
agricultural department of the State Council.

3. GM Food Hygiene

With respect to the safety administration of GM food, the
Measure on Administration of GM Food Hygiene stipulates
the following legal systems:

(1) Safety and Nutritional Value Assessment.
The Ministry of Public Health has set up a GM food-
stuff experts committee composed of specialists in
food safety, nutrition, and genetic engineering to
assess the safety and nutritional value of GM food.
The safety and nutritional value assessment adopts
the principles of risk evaluation, substantial equiv-
alence, and individual treatment. The assessment
rules and related standards shall be formulated and
stipulated by the Ministry of Public Health.

(2) GM Food Examination and Approval Sys-
tem. Production and import of GM food should
be examined and approved by the Ministry of
Public Health.

(3) GM Food Tracing System. The producers of
GM food should keep import/export records of
GM food for at least two years for consultation,
including information on shipping, destination,
and amount.

(4) Labeling System. Food (including raw mate-
rials and processed foodstuff) containing GMOs
should be labeled with “GM XX food” or “with
GM XX food as raw materials.” The GM food
made of potential allergens also should be labeled:
“with XX GM food, persons sensitive to XX food
should be careful.” The measures also define the la-
beling methods and require that the labels must be
true and objective.

4. GM Drugs

According to the Measure on Examination and Approval of
New Biological Products, China adopts state-level exami-
nation and approval systems for new biological products,
including GM drugs. All clinical research and production
of new biological products must be examined, assessed,
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and approved by the former State Drug Administration (to-
day’s SFDA).

IV. Legislation and Implementation Challenges

A. Legislation Challenges

Current Chinese laws and regulations on the safety of
GMOs have provided legal basis for administrative ac-
tion, but the following major problems still exist in the le-
gal system.

1. Lack of Comprehensive Legislation

Current administrative rules on the safety of GMOs were
formulated and implemented by administrative departments
of the State Council, such as the former State Commission
of Science and Technology, the Ministry of Agriculture, the
State Tobacco Monopoly Bureau, the Ministry of Public
Health and the former State Drug Administration.64 The
Regulation on the Safety Administration of Agricultural
GMOs was upgraded by the State Council from the adminis-
trative rule of the Ministry of Agriculture on the safety ad-
ministration of agricultural GMOs. Rules by these depart-
ments are sector-specific, leaving gaps where comprehen-
sive legislation is needed.65

The Measure on the Safety Administration of Genetic En-
gineering adopted in 1993 is China’s first legislation relat-
ing to biosafety administration and became the model and
basis of other legislation on the safety of GMOs.66 But the
basic starting point of the measure is technical administra-
tion and lack of operability, so there was no opportunity for
substantive implementation. After 1994, along with the
development of agricultural GM plants and GM breeding
animals in China and large amount of import of GM agri-
cultural products including GM soybeans, the Ministry of
Agriculture became the chief governmental department re-
sponsible for biosafety administration in China. Especially
after the promulgation of the Regulation on the Safety Ad-
ministration of Agricultural GMOs, the Ministry of Agri-
culture formulated and implemented a series of adminis-
trative rules, establishing a fairly comprehensive legal sys-
tem, but one confined to the agricultural arena.67 Without
comprehensive legislation on the safety of GMOs that ex-
tends beyond agriculture, the current legal system as a
whole is short on overall planning, systemization, integra-
tion, and coordination, resulting in nonexistent or redun-
dant administration.

2. Incompleteness of Scope

Current legislation in China on the safety of GMOs is
mainly used to regulate the agricultural sector. Along with
the rapid development of biotechnology in China, the issues

of GMO safety in the areas of forestry, wild animals and
plants also need to be regulated through legislation. More-
over, current legislation regulates only research, testing,
popularization, production, processing, import/export, and
other activities with relation to GMOs, but ignores the link-
ages of storage, transportation, waste disposal, etc.

3. Insufficiency of Administrative Instruments

Current legislation in China on the safety of GMOs has es-
tablished a supervision and administration system with
safety evaluation, licensing, and labeling as the core con-
tent, but prior informed consent for transboundary move-
ment, public participation, damage compensation, and lia-
bility insurance are insufficient or lacking altogether.

4. Lack of Adequate Supervision

The State Council departments have established their status
as administrators through the rules they promulgated for
themselves, and not through unified State leadership. In the
competition for administrative authority on GMOs, the
Ministry of Agriculture has taken primary responsibility for
safety administration of GMOs. The research, testing, pro-
duction, processing, import, and other activities relating to
GMOs are mainly administered by the Ministry of Agricul-
ture and the agricultural departments of provincial-level
governments. At the same time, the departments engaged in
science and technology, forestry, public health, commerce,
environmental protection, quality inspection, food and drug
administration, and foreign affairs, along with the CAS and
some other institutions, also take certain responsibility for
the safety administration of GMOs within their respective
functions and authorities. With the lack of comprehensive
laws and regulations on the safety of GMOs, relevant de-
partments have no coordinated and defined functions and
responsibilities, resulting in problematic intersection, over-
lapping, conflict, and vacancy of responsibilities. When in-
troducing comprehensive legislation on GMO safety, legis-
lators need to clarify departmental functions and a coordi-
nating mechanism.

B. Implementation Challenges

Although the Regulation on the Safety Administration of
Agricultural GMOs functions as the cornerstone of China’s
legal regime on GMO safety, the following major problems
still exist in the regulation’s implementation.

1. Lack of Coordination and Cooperation

GMO safety in China is managed both vertically through
central ministries and horizontally across local govern-
ments. At present, technological research and development
of GM products falls to the Ministry of Science and Tech-
nology, while safety administration belongs to the Ministry
of Agriculture. The Ministry of Public Health is also in-
volved through its Measure on Administration of GM Food
Hygiene. The safety assessment of GM products also relates
to the assessment and control of ecological destruction and
environmental pollution for which the SEPA is the compe-
tent department, while the authority to import and export
GM product belongs to the Ministry of Commerce. More-
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over, the State Bureau of Quality Supervision, the State Ad-
ministration of Industry and Commerce, and the SFDA also
hold certain responsibilities for the administration of
GMOs. Under such conditions, it is difficult to avoid over-
lap, conflict, and vacancy of functions, such as the contra-
diction between the “active research” of the Ministry of Sci-
ence and Technology and the “careful use” of the Ministry
of Agriculture. Interdepartmental coordination in the pro-
cess of signing the Cartagena Protocol on Biosafety had
been nearly impossible; since the Protocol is a convention of
the United Nations Environment Program, the joint signa-
ture should be headed by the SEPA. But because it was chal-
lenging to coordinate among different departments, signing
the Protocol had been delayed.68 Under the current situation,
the SEPAlacks information on research, testing, import, and
industrialization of GMOs.69

2. Lack of Capacity

Compared to the funds invested in technological research
and development, funding devoted to research and adminis-
tration on GMOs is limited. According to statistics, funding
for GMO safety research was about 500,000 yuan in 1997.
This amount increased to 9 million yuan by 2001 and to 19
million yuan by 2004, while funding of safety administra-
tion was increased to 6 million yuan by 2004, up from sev-
eral hundred thousand yuan in previous years. The total in-
vestment in GMO research amounted to 1.647 billion yuan
in 2004.70

Moreover, the competency and institutional construction
on GMO safety are also quite weak. For example, the Agri-
cultural GMO Safety Administration Office under the
Ministry of Agriculture is responsible for nationwide
GMO safety supervision, including approval of GM crops,
but it is staffed with just a few workers. At the local level,
most of the work of the agricultural GMO safety adminis-
tration is shared by other departments of the provinces, au-
tonomous regions, or municipalities directly under the
Central Government.71

3. Lack of Transparency

The Chinese government lacks transparency and public par-
ticipation in safety administration of GMOs. Even members
of the “think tank” of GMO administration, the State Safety
Commission of Agricultural GMO Affairs, were not as-
signed through public selection, but recommended by spe-
cific departments and appointed by the Ministry of Agricul-
ture. Membership on the commission is not open to the pub-
lic. Materials related to examination and approval of GM
varieties can only be accessed by the members of the com-
mission; there is no procedure for opening these processes
to public scrutiny.72

4. Lack of Enforcement

In general, China’s policy on GMO commercialization
tends to be prudent, while the corresponding examination
and approval systems tend to be strict as that administra-
tion becomes stronger. Since the first commercial plant-
ing of GM pest-resistant cotton in 1999, the Chinese gov-
ernment has not approved any other GM crops for com-
mercial planting.73

However, due to the absence of effective administration
of GMOs, there is a common phenomenon of law violation.
In the area of research of GM technology, the laboratories of
many scientific research institutions cannot meet necessary
insurance conditions for the safety of GMOs; indeed, they
cannot meet even the basic conditions to conduct GM tech-
nological research.74 With respect to environmental release
of GMOs, most research institutions bypass agricultural
agencies at the county and provincial levels and report di-
rectly to the agricultural department of the State Council. As
a result, the county- and provincial-level governments
know nothing about the environmental release of agricul-
tural GMOs within their jurisdictions, and thus have no
means of supervision and control.

With respect to the commercialized production of GM
agricultural products, many institutions, driven by profit to
violate the licensing system on production and operation
of GM plant seeds, breeding livestock and poultry, or
aquatic fry and seeds, conduct related production and oper-
ations activities illegally. GM rice, not approved for com-
mercial production, was planted in Hubei Province and en-
tered the market.75

With respect to the labeling of GMOs, laws and regula-
tions are not observed by industry and are difficult for the
government to enforce, meaning the Administration Mea-
sure on the Labeling of Agricultural GMOs exists in name
only. For example, in 2002, Greenpeace China (Hong
Kong) sampled nearly 60 popular brands of foodstuff in 7
batches throughout Beijing, Guangzhou, Hong Kong, and
Shanghai. The results revealed 16 samples containing GM
elements, including 6 varieties of Nestle Alimentana SA,
McDonald’s pizza, and Kentucky Fried Chicken’s dehy-
drated potatoes. In July 2003, in the supervision and random
sampling action on the labeling of agricultural GMOs con-
ducted by the Municipal Agricultural Bureau of Beijing, 22
brands of soybean oil and soybean meal from 14 enterprises
were inspected and found to be GM products, but none of
them was labeled as such. Most consumers are unaware of
these labeling problems.76
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V. Prospects for Improving Legislation

The Decision of the State Council on Practicing the Concept
of Scientific Development and Enhancing Environmental
Protection requires that no time should be lost in drafting
laws and regulations on genetic resources, biosafety, ozone
layer protection, and environmental damage compensa-
tion.77 According to this requirement, the Cartagena Proto-
col on Biosafety, and opinions of the Office of Legislative
Affairs of the State Council, the SEPAannounced that it will
join with other departments and institutions like the Minis-
try of Foreign Affairs, the Ministry of Science and Technol-
ogy, the Ministry of Finance, the Ministry of Agriculture,
the Ministry of Commerce, the State Bureau of Quality In-
spection, the General Administration of Customs, the State
Forestry Bureau, and the CAS to draft the Law on the Safety
of GMOs. As planned by the SEPA, the proposed law would
be listed into the legislation program of the Office of Legis-
lative Affairs of the State Council in 2007, to be adopted by
the Standing Committee of the National People’s Congress
in 2008.78 The main task of this law is to protect public
health and biosafety, promote development of biotechnol-
ogy and industry, regulate the import and export of GMO
technologies and products, implement the international ob-
ligations defined by Cartagena Protocol on Biosafety and
remedy the defects of current legislation and administrative
systems on the safety of GMOs.

In fact, the drafting and formulation of the Law on the
Safety of GMOs is a process of readjusting power and obli-
gations among authorities and between authorities and the
public. The SEPA attempts to establish its position within
the GMO safety administration by leading the drafting of
the Law on the Safety of GMOs. This naturally draws resis-
tance from the Ministry of Agriculture, which is presently
considered the primary authority on GMOs. It may be a long
and tortuous road to adoption of the draft, if it is ever
adopted at all. The draft may suffer the fate of other laws that
have died in the proposal stage—for instance, a regulation
pertaining to GMOs was drafted under the charge of the
Ministry of Science and Technology, but it has not been
passed because departments are locked in a stalemate on the
division of authority and functions.79 If this comprehensive
law on the safety of GMOs cannot be adopted, other at-
tempts to clarify the regulatory regime may be made, such as
amending other relevant laws on agriculture, food hygiene,
and environmental protection.

VI. Conclusion

Over the past decade, the State Council and its departments,
along with local governments, have formulated and en-
forced a series of regulations, rules, and policies on GMOs.
The Standing Committee of the National People’s Congress
has formulated or amended laws on GMOs. China has also
joined the Cartagena Protocol on Biosafety and other inter-
national pacts, and the legal and administrative systems on
GMO safety have begun to take shape and play a role in pro-
tecting public health and the environment and ensuring the
development of biotechnology and industry. But in general,
biosafety research in China still lags behind the develop-
ment of biotechnology, and problems and defects in the leg-
islation and enforcement on GMO safety remain. It is still
difficult to ensure effective coordination and implementa-
tion of complicated policies: active research, scientific eval-
uation, prudent application, enhanced administration,
steady promotion and coordinated development.

In the early 1990s, the state had not stipulated unified and
coordinated safety policies on GMOs and had not defined
the government’s role in supervision and administration
system, so the State Council’s departments of science and
technology, agriculture, and public health tried to establish
their own positions in GMO safety supervision and control
by formulating their own administrative rules. In 2001, the
State Council promulgated the Regulation on the Safety
Administration of Agricultural GMOs, which is actually a
regulation upgraded from an administrative rule of the
Ministry of Agriculture, thus laying the foundation for the
Ministry of Agriculture to occupy the leading position in
the GMO safety administration system. After China ac-
ceded to the Cartagena Protocol on Biosafety, the SEPA
tried once again to win the leading position in national
GMO safety supervision and administration by drafting
the Law on the Safety of GMOs. But because there are dis-
putes among the State Council departments on the division
of authority in GMO safety administration, whether this
proposed comprehensive law will be passed smoothly is
still uncertain.

China’s legislation on GMO safety and its enforcement
are still evolving. This is not only a process of readjustment
of rights and obligations between authorities, industry, and
the public, but also a process of reallocation of power and
position among related competent governmental depart-
ments involved in science and technology, agriculture, pub-
lic health, and environmental protection. The competition
for power and authority among related administrative de-
partments inside the government affects the government’s
ability to effectively oversee the enterprises and society out-
side the government. The Chinese government must clarify
departmental roles and begin the process of crafting com-
prehensive legislation and regulations in order to achieve
proper governance of GMO safety.

ENVIRONMENTAL LAW REPORTER37 ELR 10826 11-2007

77. The Decision of the State Council on Practicing the Concept of Sci-
entific Development and Enhancing Environmental Protection (pro-
mulgated by the St. Council, effective Dec. 3, 2005) (P.R.C.), avail-
able at http://www.gov.cn/zwgk/2005-12/13/content_125680.htm.

78. Because the enacting of this law has not been listed into the legisla-
tion program, the Ministry of Agriculture will not assign experts to
take part in the drafting works at present.

79. Xu, supra note 68.

Copyright © 2007 Environmental Law Institute®, Washington, DC. reprinted with permission from ELR®, http://www.eli.org, 1-800-433-5120.




