
Aihur Y. Tsien 
Olsson, Frank and Weeda, P.C. 
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Dear Mr. Tsien: 
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1 am writing to inform you that the’Food~and‘D$g Administ&o~ (FDA)?& i;bt ‘yet i%lved the 
issues raised in’ your ‘petition dated ~utie’l OC’2iT63; recjuesti<g’that rhe’FDA heterri&e whether 
approval of the new drug application @DA) for“~OVENOX (enoxip&& sodium), $0 
m?Iligrams /0~6~mill~liter @DA 20-1’64), was voluntarily w~%ickaw~ or withheld from sale for safety or effi;acy reisG&$* ,?” : : .,.j ,u -.* . 7 ai,:. i 1, “*. I)(- %\” ,_i, <:.. .+:, *k‘s’. ,& ,~ ..,, .’ ,/, I__ : :.l,r &+&&.-,.~ .?.,, : ,, .(_! :: _. _ 
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,  ,  I  I^” . , . -  ” y- . -_  j” ._ :  “, *._ ._ I. 
FDA has been unable to reach a decision on your petition be&s~ it r&e; issuecthat. require ’ ’ 
additional review and analysis by the Age&y. ‘This iinteriii? resporise is provided’& accordance ,+ “_ C’ ; . 
with FDA regulations on citizen p&itionS (2i ‘C@~ld:.J~(e)(2)ji: X%“i;ill respond to your- 
petition as soon as we have reached a decision brryotir request.’ 
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Sincerely, 
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