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WC received yo\p October 10,2002, conwpondaw ~11 Octobo 11,2002 requesting a meeting 
to digress the suitability of tbr cumnt bioeqtivalarcc requirements for levo~yroxinc sodium 
tatkts. We apolqize for the delay in responding to your rcquet WC considered your rquut 
and concluded the meeting is tnmecessary. 

We have card& cduated your data and the issues yau raised based on the muIts of&&y 
MO2-417, whkb WCK kchxkd in your meeting reqaest WC ape that a baseline ccsrccbjoll 
method should bc used when evaMing kvothyroxine sodium tabktproducts fox an AB ratiog. 
We concluded that tht Agency will recommend to sponsors seeking to obtnin an AB rating of 
their product with =pect to a rcfercnce listed levotbyroxine sodium tablet prDduct the 
fouowiug: It will be necessary to co~3~ct a two-way crosaovcr study in heal&y subjects UDdaf 
fasting conditi~ using a three p-e-dose baseline: subtraction mctbod to tvahldtt total thyma 

Ifpu disagree with our decision regarding your meeting reqntst, you may discusa the rrmtt~ 
witb EGd Ga~us. Qjef Project Management SW& at (301) 8274429. If the issue cannot be 
~molved at-the division I+, you mny fonnaIly rapeat nconsiduation awording to ot,~ 
guidance for in- titled Formal Dispute Resohfion: Rpp’errls Above the Dtiion Levd 
(February 2000). The guidance cm be found or btta://www.f’da.eov/cder/ecllidancen740fjal.~ 

Sincerely, 

{See appended elemonic signature page) 

David G. Orloff, M.D. 
DilTXtCX 
Division of Metabolic and Endoczine Drug Products 
Office of Drug Evaluation II 
ccnw fbr Dmg*Evalualicm and RescaTch 
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