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Additional information needed for amendment request

Summary:

Deficiency response dated 8/8/05 includes an attached written directive
for manual brachytherapy that does not include all of the elements for an
lotrex written directive that were described in the licensee’s initial
request. Please submit your lotrex written directive, including the
elements described in the initial request, that shows information to be
completed both before and after implantation. This can be submitted by
fax.

Action Required:

Await response from licensee
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Immediate Release
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