CABINET OF MINISTERS OF UKRAINE 

RESOLUTION

from October 16, 2008 N 922 
Kiev 
On approval of provisional safety criteria of handling the genetically modified organisms and realization of genetical engineering activity in the closed-circuit system 

Cabinet of Ministers of Ukraine decrees: 

To approve the safety provisional criteria of handling the genetically modified organisms and realization of genetical engineering activity in the closed-circuit system, which is enclosed. 

  
Prime minister of Ukraine 
Yu. TIMOSHENKO 

 
RATIFIED
by the resolution of Cabinet of Ministers of Ukraine
dd October 16, 2008 N 922 

PROVISIONAL SAFETY CRITERIA
of handling the genetically modified organisms and realization of genetical engineering activity in the closed-circuit system 

1. The provisional criteria determine the risk level of genetical engineering activity in the closed-circuit system, during realization of which the genetically modified organisms are used (further on - the modified organisms). 

The terms are used in the value stipulated in the Law of Ukraine “On the State System of Biosafety at the Time of Creating, Testing, Transporting, and Using Genetically Modified Organisms". 

2. The size of the potential negative impact of the modified organisms set four levels of risk: 

first - is linked to the use of the modified organisms of genetical engineering activity, the results of which do not have harmful impact on human health and natural environment; 

second - is linked to the use of the modified organisms of genetical engineering activity, the results of which can have an insignificant reversible impact on human health and natural environment; 

third - is linked to the use of the modified organisms of genetical engineering activity, the results of which can have a reversible negative impact on human health and natural environment;  

fourth - is linked to the use of the modified organisms of genetical engineering activity, the results of which can have an irreversible negative impact on human health and natural environment, and also genetical engineering activity linked with the use of the modified organisms, the impact of which on human health and natural environment was not studied. 

3. The level of risk of genetical engineering activity in the closed-circuit system, during realization of which the modified organisms are used, shall be approved by the Ministry of Education and Science upon application of the enterprise, establishment or organization which carry out such activity, on the basis of decision of the commission on biological and genetic safety of conducting the genetical engineering works, formed at the enterprise, establishment or organization. 

With the purpose of use of measures of the special protection in case of necessity, the mentioned commission follows the results of assessment of danger level of the modified organism during the preliminary determination of risk level of genetical engineering activity. 

Assessment of danger level depends on: 

biological traits of donors and recipients - information on reproduction cycles, the nature of pathogenicity, virulence, toxic and vectors of diseases transmittance; information on the presence of genes of tolerance to the medicinal preparations, et cetera; 

characteristics of the modified organism - description of method of receipt of the modified organism, structure and number of the DNA of vector or donor, which is being saved in eventual construction, level of expression of the new genetic material; 

features of impact of the modified organism on human health - toxicity and the allergenicity of the modified organisms and their metabolites, parameters of pathogenicity; on natural environment - the factors, which impact on survival, reproduction of the modified organisms in natural environment, possibility of appearance of cumulative effects. 

4. Genetical engineering activity of the first and second risk level does not require the use of measures of special protection and creation of the special conditions during the work with the modified organisms. 

5. Genetical engineering activity of the third and fourth risk level is equated under the terms to the works with microorganisms potentially apt to the transmission of agents of especially dangerous infections (microorganisms of the third and fourth group of pathogenicity). 

 

