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Dear Madam or Sir;
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Pursuant to a notice published in the Federal Reglster on July 11, 2003 v BASFVAG of

Ludwigshafen, Germany respectfully submits these addltlonal data as f‘urther de pnstgatlon,of

R

anne or m“combmatlon

vd and Drug
”) of

the effectiveness of the sunscreen gredlent octyi triazone, ‘When'u us
with other Ultraviolet (“UV”) filters. Ti he testmg protocol a(f!heres to ( urren
Administration (“FDA”) guldehnes for measuring the §unmProtect10n"Factor (

sunscreen products.
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BASF AG has marketed octyl tnazone under the tradename Uvmul T’ 150 and pr\ iou

the name Lusantan T3, as an’ actlve sunscreen Ingredlent sil
2003, BASF AG’ subm1tted dafa that demonstrate the saf%ty £

, n
sunscreen ingredient.? Based on the sum of this prev1ously Submltted safety data and the

v See 68 Fed 41386 (July 11 2003)

See Submlssmn of data to FDA to est%bllsb General
(“GRAS/E Petition”) (October 3 §003) ﬁocketN%

2003 . OR33
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enclosed data, and in conjunctton with the substantial marketmg hlStOI'Y‘ of octyl trlazone as a
safe and effective product in Europe and elsewhere BASF AG réquésts that octyl ‘triazone be
determined to be generally recognized as a safe and effectlve (“GRAS/E”) drug and 1nclu&ed in
the Agency’s monograph for Over-the Counter sunscreen dug products 21 C F R §352 10

Smeerely,

Kathleen M. éf/‘/yb

Counsel to BASF AG

Enclosure

¥ See Time and Extent Apphcatlon for Uvmul T 150 submltted by BASF AG (August 21, 2002)
Docket No. 1996N-0277 (“TEA™).
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Abstract

‘ ﬁlters in the protectmn of human skm from UV nradlatlon.“ o
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Background
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irradiation at a concentration of 3%.

Materials and Methods -

Preparation of Formulations

octyl-ether, 7. 5% W/W) Cremophor Gs 32 (polyglycery1—3'dlstearate 3.0K) W/W), L1po | S

UV absorber (at 1/2 the maximum level) Phase A Was heated to 85"°C added to Phase B \

i
?

(triethanolamine, 0.2% W/W) was added and homo gemzed( ’forfwo add1t10na1 mintites.
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-Determination of SPF Values

In vivo Method

~ The label SPF was determmed as follows

1-WA2101373.1 C 3 o
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harmful /UV irradiation.

The ablhty of octyl triazone to protect human cells fromiU@V'-lr} ‘;/gcved celIular b):
methylbenzylidené 6afriﬁﬁdr: éhti ib‘cfd“érgf'lér“i“e The author found that» octyl tnazoqe
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levels of 78% and 65%, respectively.
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3% octyl triazone
(KG6032/1)

9.88

127

0.28

0.49

3% octyl triazone +
4% ethythexyl
methoxycinnamate

(CHO114/1)

12

1313

2.29

0.51

0.88

3% octyl tfiazone +
2.5% octocrylene

(CHO114/2)

12

12.62

1.21

027

0.47

3% octyl triazone +
2.5% oxybenzone

(CHO114/3)

17

17.98

152

0.34

0.59

3% octyl triazone +
3% titanium dioxide
(KG6036/1) .

23

24.04

214

0.48

0.83

3% octyl triazone +
4% zinc oxide

(KG6035/1)

20

20.69

1.00

0.22

0.39

3% octyl triazone +
1.5% avobenzone

(CHO0114/4)

27

28.09

2?.’52

0.56

0.97

3% octyl triazone +
2.5% octyl salicylate

(CHOI 14/6)

10

10.61

1.54

0.34

0.59

1-WA/2101373.1

formulations with other UV ﬁlters \ The superlor absorbency and protec‘uve effects of
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In vtvo label SPF for Uvmul T 150 (octyl trlazone)wboth alone and m
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Uvinul T 150 will provide an W\eﬁ:e;clti\'fé qi}:efhaﬁv’v(e;\

thus providing consumers w1thadd1t10nalo

effects of UV irradiation.
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