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Dear Dr. Esber: 

During a meeting held at the Office of Biologics Research and Review on 
June 17, 1985, you requested manufacturers of Antihemophilic Factor (Human) 
and Factor IX Complex (Human) to provide information as to their policies 
regarding the manufacture and distribution of product not subjected to viral 
inactivation procedures. 

This is to advise you that Armour Pharmaceutical Company no longer u es 
or distri sites untreated Antihemophilic Factor (Human) o lo 
We w continue to export unlabeled final containers o untreated Antihemophilic 
Factor (#human) to our affiliate company in Germany for heat treatment at that 
site, in order to meet scheduling and marketing needs in an expeditious manner. 

Since we do not yet have approval from you to employ heat treatment in the 
manufacture of Factor I$ Complex (Human), we have not ceased production and 
distribution of untreated produc We are currently trying to obtain HTLV=I11/ 
LAV inactivation data for the hea treatment condition used in order to comply 
with the request made in your 1et er of February 21. 1985. 
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