
Fax sent by : 9266811445 TP HEfILTH 

3 March 2003 

ROCKVILLE. MARY T AND 20x57 

P:tc CM-J IS- I-30 I -827-riK70 

Dcnr Mr Kcmvich. I I 
Re.: Time and Extrnt Application fc~r ‘I’m ‘I’rvc Oil ns an Antimptic Acd Ingrcdi~nt 

fur OTC IJnrratrictcd Distrilmtinn 
OTC lilrrl’rwk Ill UC3308 
(#dcr Dorkrl Numbcrr: 78N-IHJII, 7SN-lW3P, 96N-fi277) 

1 nm rcllrrinfi to your oorrcspondonce ditlcd Fcbrunry 6, 2003 to our Chnirman, 
Chrisrophcr Dean. 

: 

r 

As thcrc were several a;itixcn pctitians submitted to the FDA over n number OTY s 
concerninK AuW;rIinn ~C‘R ~rcc i,iI, we require ctarific:ltion from you as to the spcr?ific citixcn 
peGlion and Docket N Jmber refcrrcd lo by your review division for which the ndbitionnl 
inl‘ornrntion listed in y3ur corrcspondenco is rcqucstcd. Yw hnvc indicntod that 

f 
rtain uses 

for ten tree oil might hc under ctmsidcriltion ns pnrt of ongoing nrlomnkings and ~1. br 
example. ten tree oil i? cutrcntly hcing rcvicw nc ntr nctivo ingredient [or UIC first/aid 
antiseptic drug monograph (finnl monoIr;raph). 11 is for these reasons and to climitiate. nny 
fur&r cotfusion that WC would :tpprt&te it iT you would provide us with the tide of L IW CP 

rcfcrrcd to in your car-espondencc by your rcvicw division with regard to additi nal TEA 
inl-orm&on. the W’s uripinal submission date and Docket Number. 

4 Our fax number is +G I-2-6G86-74X5. I cnn ;llqo lx con!ncfccl at my e-mnil oddtcs 
r_l~i~~l~~~'lll~ll,s~:ly]Jli~l,~J~~i~~~~~.~~~~~~. 

Thnnking you in nnticipation ol’your help in this m:lttcr. 

Ycrurs !sirlccrcIy 

6 
__, l!/-L.+L 

A-- 
Robert I< iedl 
Technical Mnnnger 
I<cglll;~lr.Wy AlXXrs 


