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The Legal System in Safety Supervison about Animal Transgenic
Scientific Research and Experiment
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Wuhan 430070, China)

Abstract; Animal gene transfer technologies are more and more widely applied with fewer
obstacles due to the decrease in cost and technical requirement of transgenic research and the
increase in success rate. This situation on the one hand makes it easier for the production of
transgenic animals, and on the other hand makes it harder for supervision and management. Since
transgenic animal technology has risks in itself and the malicious abuse of it is likely to pose
increasing security threats to the human society, safety control of transgenic research at its
experimental stage is absolutely necessary. Along with the risks, there are broad application
prospects of transgenic animals in areas such as new animal variety breeding, bio-pharmacy,
disease research, organ transplantation, environmental protection, landscape ornamental, and
gene function research, which mirrors that this technology has great potential values to promote

social development. Once the research is to be put into production, the successful regulation of it
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largely ensures the national economic development and social stability. Therefore, it is important
to conduct safety control on transgenic researches at its experimental stage. As required by the
public, the supervision and administration should focus on guaranteeing the safety of transgenic
animals, and the safety assessment should follow at least three criteria: firstly, the maturity,
stability and precision of transgenic techniques; secondly, the characteristics of animal
populations, which determine the diversity of security risks; thirdly, the purposes and methods
of application, which may give rise to different safety problems. The three criteria suggest that
transgenic animal safety is not a problem that can be easily solved by one or two conclusions, but
rather a long-lasting issue faced by the society. Again, as risk prevention and control at the
experimental stage is the crux of the matter, a well-established system of laws is needed to
regulate the supervision and administration of relevant research with both effectiveness and
efficiency. However, the current legal system concerning safety control of transgenic animal
research seems to be inadequate to fulfill its mission, given some existing problems and
developmental problems. To be specific, the laws and regulations are not clear-cut enough; the
standards for hierarchical management are not strict enough; safety assessment is not brought
into full play; there is a lack of cooperation and coordination between supervision subjects; and
there lacks guidelines for supervision and inspection, emergency management, and control
measures. To cope with these existing problems, it is necessary to clarify the fundamental
principles of safety control, to adjust the scope of objects for regulation, to overall plan and put
on record the inspecting and detecting techniques, and to regulate the system of register and trace
management. This paper., based on the analysis of the advances and applications of transgenic
animal technologies coupled with the tree criteria for transgenic animal safety assessment,
summarizes and puts forth some tendencies of the laws and regulations on safety control of
transgenic animal research, namely the clarification of supervisory and regulatory principles, the
adjustment of supervisory and regulatory scope, the optimization of safety assessment system,
the construction of a coordinated supervisory and regulatory system, and the enhancement of
legal certainty. The innovation of this paper lies in three aspects: first and foremost, it is a
cross-disciplinary (animal science and law science) study of transgenic animal safety related laws
based on the development of animal gene transfer technologies; what is more, it provides a
comprehensive analysis and a scientific conclusion of the problems and deficiencies of China’s
current legal system on transgenic animal research; last but not least, it objectively puts forward
a set of "precautionary principle’ centered supervisory and regulatory principles, discusses the
logical relations among " deeper scientific investigation principle,” " hierarchical and classified
supervision principle” and "individual case assessment and regulation principle,” and explicitly
denies the applicability of "substantial equivalence” in China in view of the international trend,
social demand, and safety problems.

Key words: transgenic animals; scientific research and test; safety management; supervision and

administration; legal supervision
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