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Project Summery

Development of the Infrastructure and Policies for Biosafety and Ethics

Title of Project
1He ot Frojee Ensuring System

human cloning, transplantation between human and animal, utilization of|

Key Words . .
human embryo, genetic testing, gene therapy

. Korea Institute for Health and . .
Institute Social Affairs Project Leader | Lee, Eui-Kyoung

Associated
Company

Project Period | 2001. 3~2001. 10.

This study was performed to establish the basis of Development of the Infrastructure
and Policies for Biosafety and Ethics Ensuring System. It was motivated by the rapid
development of Biotechnology and its area covers human cloning and embryology, genetic
testing, the administration of genetic information, cell therapy and gene therapy.

The survey of related people and institutions on the actual condition of gene research
and administration was held. The statutory rules and guidelines of foreign countries were
our important reference and we also analyzed the contrasting opinions about main issues.
To solve the problems at issue, we held the consultative meetings with science, ethics,
and philosophy professionals.

As a result of the study, we suggested the enactment of the Law of Biosafety and
Ethics. The basic principle is that the Law of Biosafety and Ethics requires that the
researcher and administrator do clear and legal procedure and is responsible for regulating
the development of biotechnology not to violate the dignity of human and not to infringe
the safety of human body. The Law also suggests that the people have the right to
decide on their own and be given all information before initiation.

When it comes to the issue of human cloning, we suggest the following : First, a
strict ban on human cloning through creation of human being ; Second, a 14-day use
restriction of embryo researches with medical applications ; Third, restriction of embryo
researches to only the spare embryo ; Forth, a strict ban on fertilization, fusion, or
transplantation between human and animal ; and Fifth, in the case of the embryo

utilization, the grant of the right to an informed decision.




To ensure biosafety in laboratories which perform experiments involving genetic
modification techniques, essential elements are physical containment facilities, risk
assessment capacity for identifying and measuring the risk, and relevant administrative
controls. In relation to establishing national regime for biosafety compliance, we
emphasized the necessity of enactment of new legislation concerning safety other than
Regulation for the Biotechnology Promotion and suggested the essential provisons such as
the facility approval according to the containment levels, notification of the experiments
that require national approval and for the investigator himself to carry out a risk
assessment to decide on the appropriate containment and notify the experiment before
initiation. We also suggested the amendment of Guideline for researches involving
recombinant DNA molecules, containing the revised classification of human etiological
agents (bacteria, fungi, virus, and parasites) on the basis of hazard in our country.

Genetic testing must be performed only in the laboratories accredited by the Ministry
of Health and the agreement of the source human must be obtained prior to the testing.
The use of the information resulted from the testing cannot be converted to purposes
other than the original. In addition, there should be no discrimination in education,
employment, promotion and insurance on the basis of the genetic information.

Cell therapy and Gene therapy are expected to have high medical efficiency, but
because the safety of them is not yet certain, they should be allowed to be used only in
the cases where they are superior to the other treatments. Moreover, the eugenic
treatment and gene therapy on germ cells should be prohibited.

We also suggested that the National Committee of Bio-safety ad Ethics should be
established to produce the policies of biosafety and ethics and to review the acceptable
range of research and development of biotechnology. At the same time, the authorized
institutions for cell and gene therapy are suggested to organize the IRB(Institutional

Review Board) to manage the reasonable range and safety of the treatments.
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