10148 COMPETITIVE PROBLEMS IN THE DRUG INDUSTRY

As is the custom the FDA is advised of all plant survey rejections
when Quality Control and Hougekeeping deficiencies are the cause of the
' rejection. The normal method is by mail. This was followsd in fhe
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.cases cited above except for the’iCN (Strong Cobb Arner) rejection, since

our telecons with the FDA revealed that they were aware of the relocation
of the plant and the fact that they had not yet been registered or

inspected by the FDA. Accordingly, no letter was forwarded.
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