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Mr Daniel P. Keravich

Repulatory Projects Munager

Division of QOver-the-Counter Dreug Products
Doacument. Control Room 1 IFD-560

FOOD AND DRUG ADMINISTRATION
5600 Fishers Lane

ROCKVILLE, MARYT.AND 20857

Fax: 0015-1-301-827-6870

Dear Mr Keravich,

Re.:  Time and Extent Application for 'Yea Tree Oil as an Antiseptic Active Ingredicnt

for OTC Unrestricted Distribution
OTC filex Track TD # 3308
(Refer Docket Numbers: 78N-T183H, 7SN-183F, 96N-0277)

I am referring to your sorrespondence dated February 6, 2003 1o our Chairman, Mr
Christopher Dean,

As there were several =itizen petitions submitted to the FDA over a number ol years

concerning Australian tea tree uil, we require clarification from you as to the spedific citizren

petition and Docket N amber referrcd (o by your review division for which the adbitional

information listed in yaur correspondence is requested, Yon have indicated that trtain uses

for tea tree oil might be under considerntion as part of ongoing rulemakings and tha, for
example, tea tree oil is currently being review as an active ingredient for the first ]aid

antiseptic drug monograph (final monograph). It is for these reasons and to climihate any
further confusion that we would appreciute it il you would provide us with the title of the
referred to in your corespondence by your review division with repard to additignal TE/\
information, the CP's original submission dat¢ and Docket Number.

Our {ax number is +6!-2-6686-748S. I can also be contacted at my e-mail addres
rricdleMhursdayplantation.com

Thanking you in anticipation of your help in this matter.

Y ours sincerely
\ »
- ./\/\
Robert Riedl

Technical Manager
Repulatory AfTairs

ce, Christopher Dean, Chairman
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Macie Highway Ralling NSW 2178 Aastralia
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