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The Center for Veterinary Medicine has carefully considered .the potential  environmental 
impact of this action and has concluded that this action will not have a significant effect 
on the quality of the human environment. Therefore, an environmental impact statement 
will not be prepared. 

Hoechst-Roussel Agri-Vet Co.,has submitted an original New  Animal Drug Application 
(NADA) for Flavornycin@(barnberrnycins)foruse in feedlot cattle at  a rateof10-20 
mg barnbermycins per head per day. In support of the  NADA, the sponsor has submitted 
an environmental assessment (EA; datedMarch,1993)under 21 CFR25.31a(a)forthe 
manufacture and use of Flavomycin@. Bulk drug produci  will be manufactured at 
Hoechst Aktiengesellschaft, Germany, and the premix will be  manufactured at Mer& & 
Co.,Inc., St. Louis , Missouri.Hoechst-RousselAgri-Vet Co.,will be the  distributorof 
the product and will control the premix manufacture. 

The EA and attachments provide adequate environmental and occupational information for 
the manufacture of the raw and finished drug products. Applicable emission regulations
and permits and occupational safety regulations are cited and a statementof compliance 
with the appropriate regulations is provided. The EA contains  an adequate material 
safetydatasheet(MSDS)for Flavomycin@(bambermycins). 

Information is provided  in the EA on the fate and effects of  flavomycin in the 
environment. The EA demonstrates that the flavomycin enter the environment via cattle 
manure used as fertilizer on agricultural soils. Hoechst-Roussel has calculated that the 
maximum possible concentration of flavomycin (assuming no metabolism of the drug in 
the animal or degradation  of the drug in the  manure) in soil  due to fertilization would be 

-:.. P i  , 0.016 ppp?Concentration of flavomycin in the  environmentwouldbesignificantly 
-/ lower when  theexcretionofflavornycinincattlemanure(37.4%)alongwiththe 

degradation of flavomycin in the manure is considered. Biodegradation studies indicate 
that flavomycin would be expected to biodegrade in soil. Biodegradation studies in four 
soil types,  one of which contained cattle manure, demonstrate that the biodegradation
half-life of  flavomycinrangingfrom 13.3 to 28.0 daysforfouragriculturalsoiltypes. 
This information in the Hoechst-Roussel Agri-VetCo., EA and appendices is adequate to 
condude that the  manufacture and use of the productis not  expectedto have a significant 
impact on the environment. 
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Attachment:EnvironmentalAssessment, dated March, 1993 


