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Neo Heliopan® E 1000: Safety and r.ficacy

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 NeoHeliopan® E 1000 has been purchased.

Ego Pharmaceuticals Pty Ltd has used NeoHeliopan® E 1000 in two Sunscreen products,
SunSense Toddler Milk and SunSense Clear Gel. The SunSense Toddler Milk is an emulsion
with SPF 30+ 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 beyin 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 Go/ods Order (TGOS. 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 Containing

i

Ne

i

oHeliopan ® E 1000

o

June 1995 June 2000

Launch date :
(formulation superceded May 2001)

649,000 94,260
(June 1995 — May 2001)

Total units sold to date

% NeoHeliopan® E; 1000 3.5% 50%
__Othél‘ UV ;zctivesx ) . m _

Octyl methoxycinnimate | 35% o sow
Benzophenone3 Coisw o sow
4-methylbenzylidene camphor T
Buyl methoxdibenzoylmethane | -~ | 2.5%
Tianum dioxide | % | -
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1. Animal Safety Data
a. Neo Heliopan® E 1000 alone
No data held by Ego Pharmaceuticals Pty Ltd

b. Neo Heliopan ® E 1000 formulated mto a sunscreen
No data held by Ego Pharmaceuticals Pty Ltd \

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 Pharmaceutﬂicals/Pty Ltd
SunSense Clear Gel |

No data held by Ego Pharmaceuticals Pty Ltd

¢. Documented side effects
Ego Pharmaceuticals Pty Ltd keeps a database of all customer complaints and
comments regarding all our produéts.' Since the SunSepsé Toddler Milk and
SunSense Clear Gel formulations uéing ‘NeoHeliopan® E 1000 were launched no

adverse affects have been attributed to /Nebﬁeliopah@ E 1000.

In summary, for SunSense Toddler Milk, 649,000 units were sold between June
1995 and May 2001, with a total of 48 customer complamts bemg received (see table
2 below). Seventeen of these complamts related to skin reactlons/sen51t1v1ty Of the
17 complaints, we have not been able to posmvely conclude that any were actual
skin reactlon/sen81t1v1ty to the SunSense Toddler Mﬂk as no photos, Doctors reports

or data has been provide to us in addmon to the mmal complam{s by the customers.”
For SunSense Clear Gel, 94,260 units have been sold since May 2000, with a total

of 17 Customer complalnts being received (see table 3 below) Eleven of these

complaints related to skm react10ns/sens1t1v1ty Of the 11 complaints, we have not
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been able to positively conclude that any were actual skin réaétiﬁn/ser;sitivity 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 Administ;fation (TGA) website

www.hgsal"ch. _gov.au/tea.

3. InVitro Safety Data
a. Neo Heliopan® E 1000 alone
No data held by Ego Pharmaceuticals Pty Ltd

b. Neo Heliopan ® E 1000 fqrmulatéd into 5 sunscreen
SunSense Toddler Milk -
i. In Vitro Eye irritation using the EYETEX method.
RESULT: Non-irritant to minimal irritant.
(Appendix 2) I

ii. In Vitro Dermal irritation u_sing the SKINTEX methoq.
RESULT: Minimal irritant.
(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 (N

€0 Hehopan@ E 1000 @ 3.5%w/w)

January 1999
‘January 1999
' February 1999

Ineffectlve productﬂ 4‘

“Ineffective product

Odour and mold present "

Inconclusive

Defective

Unsubstantiated

“Unsubstantiated

e i S22

‘Odou,r present

: Skinjreacuon/sensﬁmtf

October 1999

September 1999

99/220
T 99279 |
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November 1999 “9A9/22h5 /K Faulty packugmg “ / Yes Defective

Nove}hbefu1§9§ 799318 | "7 7 Odour present " “Yes N " Defective N/A

November 2000 1 99337 | i Faulty packagmg M Yes Defective N/A

Decmember“—1999” 1 99/347 7 7 Odour pxesent 4 Yes | Defective N/A

99/371 Odour preéent/faulty packugiu;g T Yes " Defective N/A

" December 2000 )

Defective

Defective

Defective | NA

January 2000 00/069 "7 Fauity p;’a&agi}xg

February 2000 T 00/066 | Odour present ” Yes

A Aprii2000 | 007111 Odour present - Defective
Capri2000 | 00719 © 7 Odourpresemt | Yes | 7 WNomal | NA

April 2000 o030 | " Odour present Yes " Defective | NA
May2(500 T 007143 N Faultypackagi'ngA : o 7 Yes S Normal R TN/A
June 2000 | 00/162 B Faultypackaging — "7 Yes 1 7 7 Defective T T T NA
October 2000 | 00/278 R Odour present - T T Yes 17 7 Defective | NA
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OctoberuZOOO
“October 2000

November 2000
October 2000

J anuary 2001
December 2000

February 2001

March 2001

May 2001

e Docket No. 2003N-0233

Amiloxat
Safety and Efficacy

Neo Heliopan® E 1000:

00/318

“ 00/323

ﬁ Hc

eﬁsvmvxtyg%%

e s e o

Faulty packagmg

Odour and mold present

MCdour preéeht

Odour present

101/058 [ Fajlulufyubackaug!ing -

Odour present

01117

i AN ATDOTAT N—FONF[DENCE

Déféctlve

Defectlve o

Defective

“ Defecti{/e“'

Defective

Ungxibstantiated “
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Table 3: Tabulated Customer Complamts relating to SunSense Clear Gel (Neo Hehopan@ E 1000 @S%W/w)

June 2002 2095 Product softened nail poiish and o No R Inconclusive 4 NA
g R _balled on application S B S
y September 2002 2200 Of:her No Inconcluswe NA
O Lumps in product L 1 S S
| October 2002 2256 Other Yes Normal NA
” ) ] ) _ Bloated packaging | . . ‘
November 2002 2396 Ineffective product Yes Normal Unsubstantiated
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inreaction/sensitivity,
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4. Efficacy Data
a. SPF
SunSense Toddler Milk
Tested according to Austrahan Standardiew Zealand Standard 2604 1993
- RESULT: Statlc SPF 68 04 L
(Appendix 4)

SunSense Clear Gél
All SPF results on the marketed formulatlon were obtamed after 40 minutes

immersion (see section 4c), no static SPF data was obtamed on the marketed

formulation.

b. UVA
SunSense Toddler Mllk
i. Tested accordmg to Austrahan Standard/New Zealand Standard 2604:1993.
RESULT: Pass SR )
(Appendix 5)

ii. Tested according to i]”he Guide to M/Pﬁ(qgtvigqtmMaqsyrements of UVA/UVB
Ratios’ published by the Boots Company. e
RESULT: UVA Ratio of 0.36, 1 Star
(Appendix 6) - l

SunSense Clear Gel
i. T ested» according to Aﬁs“@ﬁ@%ﬁ}%ﬁéi‘rwéw Zeala?xd Standard 2604:1998,
Appendix C3, Method L. T e
RESULT: Pass
(Appendix 7)

ji. Labsphere SPF Analyzer / Diffey SPF Analyzer Method
RESULT: UVA Ratio of 0.8, 4 Stars '
Cntlcal Wavelength 382nm, Maximum protectlon A

(Appendix 8)
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¢. Water Resistance
SunSense Toddler Mllk
Tested according to Austrahan Standard/New Zealand Standard 2610 Part 2 - 1983
private spas. )
RESULT: After 40 rnmutes 1mmer51on the Water Resrstanee SPF value obtained
was 30.06.
(Appendix 4)

P §‘

SunSense Clear Gel o

Tested according to Austrahan Standard/New Zealand S\ ndard
RESULT: After 40 mmutes 1rnmersron the Water Resrstance SPF alue obtamed ‘

was 32. )
_(Appendix 9)

5. Other useful mformatlon
a. Number of years of use of Neo Hehopan® E 1000 \
Ego Pharmaceuticals Pty Ltd has been usrng Neo Hehopan® E 1000 commermally/

for 8 years.

b. Number of drfferent formulatlons usmg Neo Hehopan® E 1000
Ego Pharmaceuticals Pty Ltd has utrhzed Neo Hel1opan® E lOOO in two

formulations, SunSense Toddler M1lk and SunSense Clear Gel

c. leferent t percentages of Neo Heliopan® E 1000 in formulatlons
Ego Pharmaceutrcals Pty Ltd uses Neo Hehopan® E lOOO at the followmg levels |
SunSense Toddler Mllk. 3.5% w/w
SunSense Clear Gel: 5 O%‘w/w

VY

£ -
ek R P

d. Any serious adverse reactions to your ff)fm!!l?ﬁ%,SQ&E&?Q}R&NCQ Heliopan® E
1000 - o
Ego Pharmaceuticals Pty Ltd is not aware of any senous adverse reactions having
have occurred as a result of the use. of Neo Hehopan ® E 1000 erther on its own or

in the products SunSense Toddler Mr]k and SunSense Clear Gel
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