Consultation submission cover sheet

This form accompanies a submission on:

International Harmonisation of Ingredient Names

Name and designation Catherine Oh, Regulatory and Technical Manager

(O%] [ ETa (eI (o ETAIEEUTe ) Accord Australasia PO Box 290 BROADWAY NSW 2007

name and address

(0% gl =T Mol aleTal=NalUlnalo[=I@ 02 9281 2322 or 0418 513 968

I would like the comments | have provided to be kept confidential and not be published: (Please give [1Yes X No
reasons and identify specific sections of response if applicable)

I do not object to publication of my submission, but would like my name to be removed from all [1Yes X No
documents prior to publication and for my name to not be included within the list of submissions on
the TGA website.

It would help in the analysis of stakeholder comments if you provide the information
requested below.

I am, or I represent, a: (tick all that apply)

Business in the therapeutics industry (please tick sector):

[ Prescription medicines XI Complementary medicines  [] OTC medicines

[ Medical devices [ Blood, tissues, biological X other

[ Sole trader [] Business with employees

[ Importer [1 Manufacturer [] Supplier X Industry organisation
[1 Government [1 Researcher ] Professional body

[] Consumer organisation [] Institution (e.g. university, hospital)

[1 Regulatory affairs consultant [1 Laboratory professional
[] Health professional — please indicate type of practice:

[] Other - please specify:

If you would like to be kept informed about TGA activities, please subscribe to one of the TGA’s
email lists <http://www.tga.gov.au/newsroom/subscribe.htm>.
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It would help in the analysis of stakeholder comments if you provide the information
requested below.

Responses to General Questions in the IHIN consultation paper

Question Response

General questions on the proposed name changes (pagel3)

1. Looking at all the lists of proposed | Accord's comments to the questions raised are provided
ingredient name changes, do you in the attached document.
foresee any specific concerns or
benefits as a result of any of the
proposed name changes?

General questions on the proposal for dual labelling (page 16)

2. What do you think about the
proposal to include both the
current approved name and the
proposed new name (dual
labelling) for substances of high
clinical significance?

3. Is the proposed time period for
using dual labelling appropriate?

General questions on the potential impact of the proposed name changes for Implications
for Consumers and healthcare professionals (page 16)

4. Do you agree that harmonising the
names of ingredients with
international practice will be
beneficial?

5. Will having international naming
consistency assist in clinical
practice?

General questions on the potential impact of the proposed name changes for sponsors
(page 17)

6. Do you agree that harmonising the
names of ingredients with
international practice will be
beneficial?

7. Specifically, will the name changes
make preparing labels and other
documents for the Australian
market easier, in terms of
international consistency?
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Responses to General Questions in the IHIN consultation paper

General question on proposed transitional period (page 19)

8. Do you agree that the proposed
transitional period is sufficient to
ensure associated costs, such as
printing new labels, could be met
through business-as-usual
activities?

Additional comments or areas requiring clarification in the IHIN consultation paper

Section, page number Comments

Responses to General Questions on the update to TGA Approved terminology for

medicines (page 20)

Question Answer

9. Do you believe anything is
missing from this document? If
so, please specify.

10. Do you agree that the updated
document is more user-friendly?

11. Will this update to the guidance
assist you in proposing new
ingredient names?
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Responses to General Questions on the update to TGA Approved terminology for
medicines (page 20)

12. Are there any general concerns
with the updates to the structure

of TGA Approved terminology for
medicines?

Suggested improvements, amendments, corrections and areas requiring clarification in the
draft TGA Approved Terminology for medicines guidance document

Section, page number Comments

Comments and areas requiring clarification in the list of ingredient names (appendices 1 to

10 of IHIN consultation paper)

Name and ID of Ingredient [ Comments

Any other additional comments
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Members

Consumer, Cosmetic and Personal Care

Advanced Skin Technology Pty Ltd
Amway of Australia Pty Ltd

Apisant Pty Ltd

AVON Products Pty Limited

Beautiworx Australia Pty Ltd

Beautopia Hair & Beauty Pty Ltd
Beiersdorf Australia Ltd

BrandPoint Pty Ltd

Chanel Australia

Clorox Australia Pty Ltd
Colgate-Palmolive Pty Ltd

Combe Asia-Pacific Pty Ltd

Cosmax Prestige Brands Australia Pty Ltd
Coty Australia Pty Limited

De Lorenzo Hair & Cosmetic Research Pty Ltd
Elizabeth Arden Australia

Emeis Cosmetics Pty Ltd

Energizer Australia Pty Ltd

Estée Lauder Australia

Frostbland Pty Ltd

GlaxoSmithKline Consumer Healthcare
Helios Health & Beauty Pty Ltd

iNova Pharmaceuticals — A Valeant Company
Integria Healthcare (Aus) Pty Ltd

Johnson & Johnson Pacific

KAO Australia Pty Ltd

KAO Brands Australia Pty Ltd

Hygiene and Specialty Products

Albright & Wilson (Aust) Ltd
Antaria Limited

Applied Australia Pty Ltd

BP Castrol Australia Pty Ltd
Brenntag Australia Pty Ltd
Castle Chemicals Pty Ltd
Chemetall (Australasia) Pty Ltd
Clariant (Australia) Pty Ltd

Deb Australia Pty Ltd
Dominant (Australia) Pty Ltd
Ecolab Pty Limited

Huntsman Corporation Australia Pty Ltd
Jalco Group Pty Limited

Keune Australia

Kimberly-Clark Australia

La Biosthetique Australia

La Prairie Group

L'Oréal Australia Pty Ltd

LVMH Perfumes and Cosmetics
Mary Kay Cosmetics Pty Ltd
Natural Australian Kulture Pty Ltd
Nutrimetics Australia

NYX Pty Ltd

Panamex Group

Procter & Gamble Australia Pty Ltd
PZ Cussons Australia Pty Ltd
Reckitt Benckiser

Revlon Australia

Rusk Australia

SC Johnson & Son Pty Ltd
Scental Pacific Pty Ltd

Shiseido (Australia) Pty Ltd

The Heat Group Pty Ltd

The Purist Company Pty Ltd
Three Six Five Pty Ltd

Trimex Pty Ltd

True Solutions International Pty Limited
Ultraceuticals

Unilever Australasia

Weleda Australia Pty Ltd

Lab 6 Pty Ltd

Novozymes Australia Pty Ltd
Nowra Chemical Manufacturers Pty Ltd
Peerless JAL Pty Ltd

Recochem Inc

Rohm and Haas Australia Pty Ltd
Solvay Interox Pty Ltd

Sopura Australia Pty Ltd

Tasman Chemicals Pty Ltd

Thor Specialties Pty Limited
True Blue Chemicals Pty Ltd
Univar Australia Pty Ltd

Whiteley Corporation Pty Ltd

Accord Australasia Limited

Products for healthy living and a quality lifestyle



Associate Members

Corporate Travel Services

Unique Group Travel

Equipment and Packaging Suppliers
HydroNova Australia NZ Pty Ltd
SCHUTZ DSL (Australia) Pty Ltd

Graphic Design and Creative
Ident Pty Ltd

Legal and Business Management
FCB Lawyers

K&L Gates

KPMG

TressCox Lawyers

Regulatory and Technical Consultants

Clare Martin & Associates Pty Ltd
Competitive Advantage

Engel Hellyer & Partners Pty Ltd
Robert Forbes & Associates
Seren Consulting Pty Ltd

Sue Akeroyd & Associates
Toxikos Pty Ltd

Specialist Laboratories and Testing
ams Laboratories
Dermatest Pty Ltd
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