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3 Mnrch 2003 

Mr Daniel I’. Kernvich 
Rcggrlatoly IJro.jects M:lnager 
I)ivi4icxi of (‘Ivcr-the-(‘ountcr 13rug ProducIs 
13ocumcnt Control Room I II-U-Hi0 
FOOD AND DRUG ADIv~INISTRATION 
S(rOO Fishers Lillk 
ROCKVILLE. MARYI AND 20X57 

F:ix: 00 IS- I-30 14274~70 

ncnr Mr Kcmvich. 

Re.: Tirnc :rnd l?xtcnl Applicadon for ‘I’m ‘lkw Dil ns an hntisrptic Acti1 
Tur OTC IJnrcstrictcd DistrihuLicrn 
OTC lilra Tr:~ck IFI U 3308 
(Kefer Dorkcl Nurnbcrs: 7WN-lN511,75N-lR3F, WV-0277) 

1 nm rcilrring Lo your sorrcspondence dial Fcbrunry 6, 2003 to our Chnirmnn, I 
Christopher Denn. 

AS thcrc were saveml ,:itixcn petitions submitted lo the FDA over n number of yl 
concerning Austr;llian tcrl lrcc oil, we require ctarific:4on from you its to the SAC 

puli(iorr MCI Docket N-~mber refcrrcd to by your review division for which the CI< 
inl‘ormntion listed in y3ur cottcspondence is rcqucztcd. YOII hnvc indicntod that I 
for ttx tree oil might hc under cclnsidcmlion ns prrrt of ongoing rulcmakings nnd 
exnmple. ten tree oil ip currently hcing rcvicw ,zc nrr nctivo ingredient t’or UIO tirsl 
antiseptic drug monogrsph (finnl monagrnph). II is for these reasons and to climl 
further confusion thnt WC would :Ippreci:lte it iryotr would provide us with the ti 
rcfcrrcd to in your cor:espondencc by your rcvicw division with rcg:.lrd to odditic 
information. the CP’s uripinnl submission date snd Docket Number. 

Thnnkin~, you in nnticip;ltion ol’your help in this mxtlcr. 

Yours sirlccrcly 

Technical M,m;lger 
lic~~,~l:~lf.ey hITairs 
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