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Memorandum to the File
Submission C-0038, dated June 2, 2005
On January 19, 2006, the Center for Veterinary Medicine approved the supplemental new animal drug application (NADA 141-040), filed by PR Pharmaceuticals, Inc. (Federal Register 71(33):8457-8458; February 17, 2006).  The supplemental NADA provided for subcutaneous injection, in the ear only, of estradiol benzoate microspheres for increased rate of weight gain in suckling beef calves, adding this indication to the currently approved label that carried indications for increased rate of weight gain and improved feed efficiency in heifers and steers fed in confinement for slaughter.  
The Freedom of Information Summary originally included with the approval of January 19, 2006, referenced a distributor’s trade name (DURALEASE) and did not reference the sponsor’s trade name (CELERIN).  Attached to this memorandum is an amended Freedom of Information Summary that addresses this issue by replacing the distributor’s trade name with that of the sponsor.  
