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Understanding the Legal Structure of German Human Gene
Testing Act (GenDG)

Na-Kyoung Kim
Professor of Sungshin University, Dr.jur.

=ABSTRACT=

The Human gene testing act (GenDG) in Germany starts from the characteristic
features of gene testing, i.e. dualisting structure consisted of anlaysis on the one
side and the interpretation on the other side. The linguistic distincion of ‘testing’,
‘anlaysis’ and ‘judgment’ in the act is a fine example. Another important basis of
the regulation is the ideological purpose of the law, that is information autonomy.
The normative texts as such and the founding principle are the basis of the classi-
fication of testing types. Especially in the case of gene testing for medical pur-
pose is classified into testing for diagnostic purpose and predictive purpose.
However, those two types are not always clearly differentiated because the pre-
dictive value of testing is common in both types. In the legal regulation of gene
testing it is therefore important to manage the uncertainty and subjectivity which
are inherent in the gene-analysis and the judgment. In GenDG the system ensur-
ing the quality of analysis is set up and GEKO(Commity for gene tisting) based
on the section 23 of GenDG concretes the criterium of validity through
guidelines. It is also very important in the case of gene testing for medical pur-
pose to set up the system for ensurement of procedural rationality of the
interpretation. The interpretation of the results of analysis has a wide spectrum
because of the consistent development of technology on the one side and different
understandings of different subjects who performs gene testings. Therefore the
process should include the communication process for patients in oder that he or

she could understand the meaning of gene testing and make plans of life. In



GenDG the process of genetic counselling and GEKO concretes the regulation
very precisely. The regulation as such in GenDG seems to be very suggestive to

Korean legal polic concerning the gene testing.

Keyword: Gene Testing Act, Gene Testing, Gene Diagnosis, Gene Analysis




