


Amiloxate Docket No. 2003N-r ” ‘3 
Neo HeliopanB E 1000: Safety and Ltlricacy 

Ego Pharmaceuticals Pty Ltd. 

Ego Pharmaceuticals Pty Ltd first purchased NeoHeliopan@ E 1000 in Jun 1995. From June 

1995 until August 2003, a total of 3.2 tonne of NeoHeliopanB E 1000 has been purchased. 

Ego Pharmaceuticals Pty Ltd has used NeoHeliopanB E 1000 in two Sunscreen products, 

SunSense Toddler Milk and SunSense Clear Gel. The SunSense Toddler Milk is an emulsion 

with SPF 30-t and 40 minutes water resistance, while the SunSense Clear Gel is an anhydrous 

gel, SPF 30+, with 40 minutes water resistance. 

See Appendix 1 for copies of the labels for these two Sunscreens. The labels are not routinely 

approved by the Therapeutic Goods Administration (TGA), but must be in accordance with the 

regulations for labeling of listable products in Australia. Assurances are -given by the sponsor 

that the labels comply to the current Therapeutic Goods Order (TGO). If a product fails to 

comply with the regulations the TGA has the authority to order a product recall. 

Table 1. Summary Data for Products Coqt$ning NeoHeliopan 8 E 1000 _, 

Launch date 

,.-- ” ^ ,-. 

. . I_ ,, . ,,“. . 

Total units sold to date . 

% NeoHeliopanB E 1000 
” ,, ,, ., _.-- . -. 

. I. . _ II . . 
Other UC/ actives 
. .-, ” ,. .__. . .., ,. 
Octyl methoxycinnimate 

.,. ,. -_ . . . .“I . . 
Benzophenone-3 

_..., .- . . 
4-methylbenzylidene camphor 
,-- . .-_, ^, . . 

Butyl methoxdibenzoylmethane 
II . . ^” ,.. 

Titanium dioxide 

T 

. ” 

_ _ 

.  ..‘.. 

” ‘, - &L, -, : , , .  ; ,  

June 1995 “ I 
‘, 

(formulation superceded May 2001) 
_“I “. ._.. 

-. . . ._. . ,“__ 

649,000 

. 

-- 

. 

. 

(June 1995 -May 2001) 
--, . ,” ., .,,,, -_- ..“, 

3.5% 

, , -  - -  , ; I -  , .  .  .  .  .  

3.5% 
. _ . _. ” ,_ . ” 

1.5% 

--- 

. ..“_” ..,, _ ” 
3.2% 

June 2000 

^” . . ^. 

94,260 

. _. - 
5.0% 

..,. “I 

8.0% 
. . . _ 

5.0% 
_ .,.., 

4.0% 

2.5% 
I. . 

--- 
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Ego Pharmaceuticals Pty Ltd. 
: 

1. Animal Safety Data 

a. Neo HeliopanQ E 1000 alone 

No data held by Ego Pharmaceuticals Pty Ltd 

b. Neo Heliopan 0 E 1000 formulated into a sunscreen , :, 
No data held by Ego Pharmaceuticals Pty”Ltd \ I, 

2. Human Safety Data 

a. Neo Heliopan@ E 1000 alone 

No data held by Ego Pharmaceuticals Pty Ltd 

b. Neo Heliopan @  E 1000 formulated into a sunscreen 

SunSense Toddler Milk 

No data held by Ego Pharmaceuticals Pty Ltd 

SunSense Clear Gel 

No data held by Ego Pharmaceuticals Pty Ltd 

c. Documented side effects 

Ego Pharmaceuticals Pty Ltd keeps a database of all customer complaints and 

comments regarding all our products. Since the SunSense Toddler Milk and 

SunSense Clear Gel formulations using &oHeliopanB E 1000 were launched no 

adverse affects have been attributed to NebWeliopa& E 1000. ,I 

In summary, for SunSense Toddler Milk, 649,000 units were sold between June 

1995 and May 2001, with a total of 48 cu+.qqer complaints being received (see table 

2 below). Seventeen of these complaints related to skin reaLtion@ensitivity. Of the I. 
17 complaints, we have not been able to posi&eiy conchide that any were actual 

skin reaction/sensitivity to the SunSense Toddler Milk, as no photos, Doctors reports _ Y , ‘S, -- ‘- v ‘*) 4 : ” ~ *i &~ .~ (_ “i ___ ,,~~ I^ ,., 
or data has been provide to us in additj,on’tq Fh$ initial complaints by t’i;e;“cti&tiim+‘s: ‘_ . ; /; *. I,- 

For SunSense Cle? Gel, 94,260 units have been sold siqce May 2000, with a total 
: 

of 17 &st?mer complaints being received (see table 3 below). Eiev& of these ,\-,.” ‘. .I;,_ 
complaints related to skin reaction&&&&ity~ Of the 11 complaints, we have not 
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Ego Pharmaceuticals Pty Ltd. ,, I ,1 .” _ ).. ,.. _, _ ., ‘. I \_ 
been able to positively conclude that any were actual skin rea&ion/sensitivity to the 

SunSense Clear Gel, as no photos, Doctors reports or data has been provide to us in 

addition to the initial complaints by the customers. 

Reporting of adverse events for therapeutic products is a voluntary undertaking of 

the sponsor. A description of how adverse “effects are monitored for therapeutic ” ” 
products can be obtained from the Therapeutic Goods Administration (TGA) website 

www,health.gov.au/tga. 

3. IIZ yitro Safety Data 

a. Neo Heliopan@ E 1000 alone 

No data held by Ego Pharmaceuticals Pty Ltd 

b. Neo Heliopan 8 E 1OOQ formulated @to a sunscreen 

SunSense TodFler Milk 

i. In IWO Eye irritation using the EYETEX method. 

RESULT: Non-irritant to minimal irritant. )~. . 
(Appendix 2) r- 

ii. In Vitro Derma! irritation using the SKINTEX method. 

RESULT; Minimal irritant. 

. .. 
, I 

(Appendix 3) 

/ 

SunSense Clear Gel 

No data held by Ego Pharmaceuticals Pty Ltd 
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Table 2: Tabulated Customer Complaints relating to SunSense Toddler Milk (Neo>HeliopanO E 1000 @  3S%w/w) 

*.., _.-- 
January 1999 ^ 

” 
I /> -ljebruas-y i999 
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,,._ ._ _I - -. _  
-2. 

--..- . . . . 
_.___ I . .._ . ” . ----_ 

’ - -April 2000 00/l 19 Od& breseni --- . 
“_ 

Yes 

- 
.“,., ” _ ., . _ I ._. . 

April 2000 ‘~- - ” 60/i3d bdoui present -- Yei -. 
“. ); ‘_. ,- ,>;: -- 

May 2000 00/i& . - -- - -” Faulty packaging Yes -- - . 
“.. * 

- 
_. ,,_ ._ .: 

June2000 - ‘I-. OO/16i -” Faulty packaging Yes- - 

-- -- 
,_ 

&t&e; 2000 ” ^ ~ 00/278 - 
.” . . ddour present ” Yes-- - 

. ..“_ --I _,,,” -..- “- -_ 

No&al‘ 
_ “.^. 

N/A--- - 
X. _ - _” ..-. -,*, ..? 

Defective 
” ..” . 

Nmnal ” “~’ 

. - . . ._ 
N/ii- . --“- 

._ 
-N/k- 

“..“” .__ --. _ _“. _ _._” -_ - 
Defective N/A 

_ . . “(. 
Defecti&” - -” 

-. 
N/A - 

N/A 
..I - _ . _., I ” “. 

N/A 

N/A 

I . ” 
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Ego Phannaceuticafs Pty Ltd. 

Table 3: Tabulated Customer Complaints relating to SunSense Clear Gel (Neo HeliopanB E 1000 @S%w/w) 

October 2000 

September 2001 

June 2002 

“,,. II .-. --_. -_. -.. 
September 2002 

“, 
October 2002 

November2002 

Other 
Product was tacky and pilled on the 

skin 
No 

Other 
Product softened nail pohsh and 

,, balled on application __ _ . .- - 
Other 

Lumps in product _ .^,-^I”-I_ “-,““I” “. --“. 
Other 

.., Bloated packaging _ 
Ineffective product 

No 

- 
Yes 

Normal 

Inconclusive 

Inconclusive 
” ..“,. _,___ ._ __ 

Inconclusive 
1 .“. .^-,-“,,I _“_ 

Normal 
-, 

Normal 

NA 

NA 

NA 

Unsubstantiated 
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a. SPF 

SunSensevToddl;er Milk L 
Tested according to Aust&i~n Standard/N;& iealand‘Sta$ard 2604: 1993. / “d ‘* .I_ (. __; ,_ I_ 
RESULT: Static SPF.68.04 : ‘, >b. _j/. - ’ h. ‘1” _s, <i , __ j ,_ .; i “f ,. “. 
(Appendix 4) .; /.. _.___” _ 

SunSense clear Gel -/ 
All SPF results on the marketed f&n&la&bti tieie obtain?d after 40 minutes 

immer$qn (see sectjon, 4c), no static SPF‘ ~‘data was obiaited on {hi niarketed 

forqulation. 

b. UVA 

SunSense Toddler Milk ‘b-l.. ..i, , h- 
i. Tested qccording to Australian Stqn&~~w Zealand Standard 2604: 1993. \“I :. ::. “. i,.’ _ 

RESULT: Pass ‘- i, 

(Appendix 5) 

ii. Tested according to ‘The Guide tq,~,‘<actical Measurements of UVAKJVB ” ‘A “WC 2 ,(_,i ./‘_ j( __, _) , ‘I-, ,,_ .,_ 
Ratios ’ published by the Boots Company. 

RESULT: WARatio of0.36, 1 Star I . . ., ., _ , 
(Appendix 6) 

SunSense Clear +I 

i. Tested.according to A&tr~li~~~S&nn~r~w Zealand Standard 2604: 1998, l.l”‘..l ” 1- ,* . . _,/. _I 
Appendix C3, Method I. 

RESUJ. T: paw 

(Appendix 7) 

ii. Labsphere SPF Analyzer / Diffey SPF Ariklyzer Method 

RESULT: WA Ratio ,of.O.?,4.Stars ,. ‘_ 
Critical W.aye@ngth %2nm, Maximum protection 

(Appendix 8) 
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5. Other useful information : /a(-*/ ,>. & *Y; ‘;y,.,~:-.*“y+, ..:i,; , _< I I”- ‘( ,m” .; i ,,~. ^, 
a. Numbg,-.qfyears of use of Ne6,H4ibh~~~ 1P;~~~~’ ” 1’ i “‘UVy*‘~ ‘“’ ” _’ ’ 

Ego Phmac@icals Pty Ltd has been using Neo Heliopan@ E 1000 cbtimerciallY 

for 8 years. 

b. Number of different formul$qqs wing Neo HeliopanB E 1000 _ ._( L.,“Y,$ :- .i. I )“. _ _ , 
Ego Pharma~e@ic$j Pty & ‘. has uti&d ‘l’4e$ ~~“eljc$&@ E 1000 in two III> - _,, “,._ ,, ,, 
forp.+ons, SunSense To&ile~Mil$ and SunSense Clei<Cikl:. ” ’ ’ -’ . ,. s--c.“>* I-iii *:*,+ . ., ‘..” <,Z-“., , -: , _I , _. ” 

C. Different percentages of Neo Hejiopan@ E-1049 ~P?!Z&~~~PS j. ” _).WC/ **.+a ^-“e .1 .,1 _I 
Ego Phamaceut&$s Pty Ltd u&s Neo l?Jeljopan@ E 1000 a:, tk fo&wing levels: 

SunSense Toddler Milk: 3.5% w/k 
* 

j -- LJ. iiA.’ ‘“,‘Er:-m~~;~.~?. ‘+,, :,~ ,./ _ _,“-_, I 
i I ,- i , SunSense Clear Gel: 5.0% W/W .,-i-. /) I. Ia %“,B *e-u ,~_ .* ,( ,~ __ ” , _ , ,, t i * ,“ ‘̂  “. 1, _ _ ” ^, 

d. A~JJ serious adverse rea&iqtls .t,o. your fOrmUhtiOn Coniaini% NeO He!ioPan@ E / _ I.- ..lwl / in ‘WepU,, ~>.TmL, *; ,.. I_ _, _h., ,t .,*I.. , ^.,__ 
1000 
Ego Pharmaceuticals Pty Ltd is not aware of any serious adverse reactions having . .^ 
have scc*Fed as a result of the use of Neo- Heliopan 8 E’ 1000, either on its own or .,*._- s..e-..:, ..::. .I., \,,.I. ““. .^-.s .I .,,~ .‘ I( “, :* x:x*. 4 & ._ _ ,,. ,, ~ 
in the pro&,&s SuqSqpSe Todc&rM$ an$*:Sm.Sense Clek &l.- ” ’ ‘“‘“‘. “’ ;-.,““,, 1” ?’ :i* ,., __ ,_, ,, _ , 


