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Dear Pio, EMAIL
askus@dsaa.asn.au

Re: Review of the Regulation of Products at the Interface between
Cosmetics and Therapeutic Goods (Newgreen Review)

During the last two 1nonths, on behalf of the Association, I have discussed the
Newgreen Report vith the undermentioned persons representing relevant
industry bodies: -

Mr John Woods: Cosmetic Toiletry and Fragrance Association of
Australia (CTFA)

Mr Garth Wyllie: Cosmetic Tolletry and Fragrance Association of New
Zealand

Ms Bronwyn Capann.i: Accord Australasia

Ms Jessimine Stewar:: Medsafe New Zealand

I have assisted witt the preparation of the CTFA submission dated 16 May
2005 and [ am conmversant with the ten recommendations contained in that
submission. A summ iry of these recommendations is attached.

Members of this Ass:ciation have a strong interest in the matters covered in
the Newgreen Repori. In the calendar year 2004, DSAA members’ sales of
Cosmetics, Skin Care and Personal Care products were $377,636,000.

A list of Assaciation Members is attached.

I advise that this Association supports the CTFAA comments in relation to the
recommendations listed in the summary attached.

Sincerely,
Les Dell o

Executive Director

Attachments
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Direct Selling Association of Australia Inc

Response to the Newgreen Report

Recommendations:

Recommendation 1:

Cosmetic Claims Guidelines

Cosmetics claims guidelines should be established by the Joint Agency, in consultation
with stakeholders and other regulators, to clarify the distinction between cosmetics and
therapeutic products. These guidelines should be underpinned by legislation if necessary.

Recommendation 2:

Antiperspirants

Antiperspirant preparations that derive their antiperspirant properties from inorganic
salts (or their organic complexes) of aluminium, zinc or zirconium only should not be
classified as therapeutic products under the Joint Agency. Antiperspirants other than
these should be regulated as Class II medicines.

Recommendation 3:

Antidandruff preparations
Antidandruff shampoos, hairdressings or lotions should be classified as therapeutic
products by the Joint Agency.

If the antidandruff product is not included in any Schedule to the SUSDP,
(a) The product should be exempted® from licensing; and
(b) The premises where the product is manufactured should be exempt from licensing.

Recommendation 4A:

Sunscreens
A. Primary sunscreens where SPF is > 4 should be classed as therapeutic products
and described as Class I medicines.

As a condition of licensing, the SPF of each product must be determined by the method
prescribed by AS/NZS 2604:1998 for the particular product. The Joint Agency should
consider moving to an acceptable international standard when one becomes available.

The Joint Agency Rules should specify that all performance statements and markings on
the product label (both “mandatory” and “optional”) are expressed in the manner
prescribed by AS/NZS 2604:1998 and no other.

Recommendation 4B:

B. Primary sunscreen products where the SPF is <4 should not be classified as
therapeutic products.
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Recommendation 4C:

C. Moisturisers that contain a sunscreen as and for a secondary purpose where

the SPF =4 should not be classified as therapeutic products provided:

(a) They meet the definition of “"secondary sunscreen product” as defined in AS/NZS
2604:1998; and

(b) Any SPF or equivalent category description is disclosed on the label;

(c) The SPF or equivalent category description disclosed on the label is determined by
the method prescribed by AS/NZS 2604:1998 for the precise formulation; and

(d) The SPF as disclosed on the label does not exceed 20; and

(e) The formulation is not water-resistant; and

(f) There is an expiry date or use by date on the label if the product is not stable for at
least 36 months; and

(g) No therapeutic claims, including any representation about skin cancer, are made;
and

(h) Any representation about anti-ageing can be made only if the product is defined as
a “"broad-spectrum product” within the meaning of AS/NZS 2604:1998; and

(i)  The pack size does not exceed 300 mL or 300 g; and

(j) All performance statements and markings (both “mandatory” and “optional”) are
expressed on the product label in the manner prescribed by AS/NZS 2604:1998
and no other,

An Australia- or New Zealand- specific disclaimer or advisory statement to the effect that

the product is only for use as a cosmetic should not be compulsory on moisturisers that

are secondary suUnscreens.

Recommendation 5:

Antibacterial skin washes
A. Antibacterial skin washes (including antibacterial hand wipes) should be classified
as therapeutic products and described as Class II medicines.

B. The Joint Agency, in conjunction with NICNAS, ERMA and other regulators and in
consultation with stakeholders and experts in public health and microbiology determine
whether the routine domestic use of hand washes containing an antibacterial agent
(irrespective of the stated purposes of the product):

(a) Gives rise to the development of resistant strains of bacteria;
(b) Has a deleterious effect on micro-organisms that are harmless or whose presence
has, in some way, a beneficial effect in humans.

If the decision is that there is no risk to public health from the routine domestic use of
hand washes containing an antibacterial agent, further consideration should be given to
the appropriate classification of these products across the therapeutic / cosmetic
interface.

Recommendation 6:

Antibacterial skin cleansers (anti-acne products)
Antibacterial washes that are represented to prevent or treat acne or pimples should be
classified as therapeutic products and described as Class II medicines.
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Recommendation 7:

Toothpastes and mouthwashes

A. Desensitising toothpastes and gels should be classified as therapeutic products
and described as Class II medicines.

B. Toothpastes and gels that contain 1000 mg/kg or less of fluoride ion and that
do not make any claim (except cosmetic claims) other than preventing caries or
preventing or removing plague should not be classified as therapeutic products.

C. Mouthwashes that contain an antibacterial substance for freshening the breath
or for fighting plaque and where no therapeutic claims are made should not be classified
as therapeutic products.

D. Mouthwashes that contain 220 mg/L or less of fluoride ion and that do not
make any claim (except cosmetic claims) other then preventing caries or preventing or
removing plaque should not be classified as therapeutic products.

Recommendation 8:

Other product categories that may be candidates for reform
Personal lubricants should be classified as therapeutic products, irrespective of any
representations that are or are not made.

Sydney
23 May 2005
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DIRECT SELLING ASSOCIATION of AUSTRALIA
MEMBERSHIP SHORT LIST - MAY 2005
FULL MEMBERS

A Better Chance

Amway of Australia

Avon Products Pty Ltd

Bessemer Sales

Crafty Kids

Creative Memories Australia Pty Ltd

Dine Rite Pty Ltd

Discreet Titillations

Dominant Homecare Products Pty Ltd

EcoQuest International Pty Ltd, Australasia

Emma Page Pty Ltd

Enjo Pty Ltd

Essential Additions

Furlong Wine Tastings

GNLD International Pty Ltd

Herbalife Australasia Pty Ltd

Homecare Direct Shopping Pty Ltd

Hsin Ten Enterprise (Aust) Pty Ltd

PAMEMBERSHIP LISTS\05 May Full Short.doc

Intimo Lingerie Pty Ltd

Jigsaw Toy Factory Pty Ltd

Le Reve Pty Ltd

Life Force Australasia Pty Ltd

Lorraine Lea Linen Pty Ltd

Mannatech Australia Pty Ltd

Market Australia

Mary Kay Cosmetics Pty Ltd

Nature's Sunshine Products of Australia

New Image International

Niagara Therapy Manufacturing Pty Ltd

NSA (Australia) Pty Ltd

Nu-Skin Enterprises Australia, Inc.

Nutrimetics

Omegatrend Australia Pty Ltd

PartylLite Pty Ltd

Pash Australia Pty Ltd

Pola Cosmetics
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DIRECT SELLING ASSOCIATION of AUSTRALIA
MEMBERSHIP SHORT LIST - MAY 2005
FULL MEMBERS

Postie Fashions

Pro-Ma Systems (Aust) Pty Ltd

Rawleigh Pty Ltd

Reliv Australia Pty Ltd

Senegence Australia Pty Ltd

Sunrider International Australia

Swipe & NaturCare Pty Ltd

Tahitian Noni International

The ArtTable

The Body Shop At Home

The Chef's Toolbox

The Commonwealth Key & Property Register

Thermomix in Australia

Tiens Australia Pty Ltd

Tupperware Australasia

UnderCoverWear Australia Pty Ltd

USANA Australia Pty Ltd

Watch 24 Pty Ltd
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DIRECT SELLING ASSOCIATION of AUSTRALIA
MEMBERSHIP SHORT LIST - MAY 2005
LIFE MEMBERS

Mr Robert Baird

Mr Les Dell

Mr Val Fittler

Mr Graeme McDougall

Mr John Nevin

Mrs Imelda Roche

Mr William Roche

Mr Bruce Shankland

Mr Jack Walder
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DIRECT SELLING ASSOCIATION of AUSTRALIA
MEMBERSHIP SHORT LIST — MAY 2005
PROVISIONAL MEMBERS

Adultshop.com Ltd

Beta Alistine Pty Ltd

Charlott' Lingerie

Health Solutions Australasia

Hint of Mint

Jeunique Pacific Pty Ltd

Linen Host Pty Itd

Synergy Worldwide Australia Pty Itd
Viva Aroma Pty Ltd

Viviannes Collection Australia Pty Ltd
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DIRECT SELLING ASSOCIATION of AUSTRALIA
MEMBERSHIP SHORT LIST - MAY 2005
SUPPLIER MEMBERS

Brand Promotions

Brian C Legget

Cher International

Corporate Theatre Pty Ltd

D.F.C. Thompson Australia Pty Ltd
Davies Collison Cave

Direct Internet Australia

Freight & Distribution Management System Pty Ltd
Frost Promotions

GOKO Management Pty Ltd
Idealogic Pty Ltd

Insight Risk Managers Pty Ltd

IP Payments

Island Visual Solutions

James H. Bennett

Jaymor Communications
/ Jaymor Health Products Pty Ltd

Jenkon

John Watt Consulting Pty Ltd

LBW & Partners

M.S. Diamond Consulting

Mackellar Insurance Brokers Pty Ltd
Mondo Search

Nexus Resources

Permitec Systems Pty Ltd

Robert Forbes & Associates Pty Ltd
Sandy McDonald

Santen Corporate Jewellery
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Simply Successful Pty Ltd

Specialist Marketing & Printing Services
Spectrum Marketing

Transport & Distribution Consultants Pty Ltd
Unique Meetings & Incentives Australia
VIPS International Pty Ltd

Waratah Australia Pty Ltd
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