Australian Government

Department of Health and Ageing
Therapeutic Goods Administration

APPLICATION for ADVERTISING APPROVAL
Complementary Medicines & Over-the-Counter (OTC) Medicines

Regulation 5F of the Therapeutic Goods Regulations
(All information supplied in this form by the applicant must be either typed or be in block capital letters.)

Company Name of Advertiser Or APPHCANT: .........ccovi i
AAGAIESS: .t h b e R R R R R R AR R R R R R R R AR SRR E £ R R R e Rt R e R e Rt n e n e r e
CONLACT PEISON: ...ttt E-Mail. .o
Telephone NUMDE: ... Facsimile NUMDEr: .........ccooiiiiii e
Name of Sponsor Company 0f the PrOGUCT: ..o
AAGTESS: .ttt bbb bbb ke bR E R R R R R R R R R R h R b h e bRttt
(070 ] - 10 B 1=T 0] SRR E-Mail. .o
Telephone NUMDEN: ......ccooviieecce e Facsimile NUMDEr: ...

Product Type (please tick appropriate box):  Complementary Medicine [ ] OTC Medicine [ ]

Product Name/s or Product Range Aust L/R Number/s Product Name/s or Product Range Aust L/R Number/s
Advertisement Type:  Magazines/Newspaper [ ] Radio[ ] Television [ ]
(please tick) Cinema[ ] Outdoor/Billboard/Shopping Mall [ ] In/On Public Transport [ ]
OTNEE [ ] PIEASE SPECITY ...ttt b bbb b bt s st b bbb bbb e b e e bt bbb b e
Approval Type: New Advertisement ................c.coeeee. [ ] Variation of Approval NO.........cccevevviviiiiece, [ ]
(please tick) Minor Change to Approval No..................[ ] Re-approval of Approval NO ..........ccccoevvrvrrernennn. [ ]

NB: The following documentation (where applicable) and a legible copy of the advertisement must be attached.

[ 1 Copy of regulatory documentation ie label (enlarged for legibility); link to/copy of current indications of use as entered in ARTG
[ ] Copy of research/surveys/data/studies etc mentioned in advertisement. Note — further evidence to be provided if requested.

[ ] Copy of documentation supporting authenticated testimonials.

Complaints: Has the advertised product/s been the subject of an upheld complaint? Yes[ ] (Attach final determination/s) No|[ ]
Does the submitted advertisement/s comply with all sanctions? Yes[ ] No [ ] (Include justification)

Have you had withdrawn representations reinstated? Yes[ ] (Attach verification) No[ ]

Giving false or misleading information is a serious offence

APPLICANT DECLARATION: 1, (PIIND) con e e et e e e e e e e e e e declare that the

information contained within this application is true and correct. Total number of pages: .......ccccoee....
YT g T=To I (oo g g1 o101 (Yo oY) SR Date....cccoeeeeieeee e
Credit card details (INClUdING TYPE) ....eoveiviiriiiieiee s Expiry date.......ccccevevevvernnnne

COMMERCIAL-IN-CONFIDENCE




Additional information
This form has been prepared to assist in the process of applying for the approval of advertisements in “specified media” to
which Division 2 of Part 2 of the Therapeutic Goods Regulations applies.

Section 3 of the Therapeutic Goods Advertising Code (“the Code”) provides that applications for approval of therapeutic
goods appearing in “specified media” must be approved by the appropriate Advertising Services Manager for compliance
with the Code.

Submission Types

New — a completely new advertisement.

Re-approval — re-approval of an identical advertisement whose approval number has expired.

Minor change - typographical error, changed sponsor contact details or a change in the address/location from where the
advertised goods are available

Variation - cut down of an existing advertisement. A variation does not allow for the addition of any new matter,
including new claims.

For Schedule of Fees, please see - <http://www.tga.gov.au/docs/html/feesach.htm>

“Specified media” means mainstream print media (magazines or newspapers), broadcast media, cinematograph films and
displays about goods (including posters):

- in shopping malls (except inside individual shops); and

- inor on public transport; and

- on billboards.

Please send applications for approval of advertisements to the appropriate Advertising Services Manager:

Applications for advertisements for complementary medicines appearing in “specified media” (except broadcast media):

Advertising Services Tel: (02) 9542 5860
Complementary Healthcare Council Fax: (02) 6260 4122
PO Box 104, DEAKIN WEST ACT 2600 advertising@chc.org.au

Applications for advertisements for OTC products appearing in all specified media and for complementary medicines
appearing in broadcast media:

Advertising Services Tel. (02) 9955 7205

Australian Self-Medication Industry Fax: (02) 9957 6204

PO Box 764, NORTH SYDNEY NSW 2059 ASMladvertising@asmi.com.au
Please note:

1. Substantiation of all claims must be provided upon request.

2. The relevant Advertising Services Manager may request substantiation of claims (in line with levels of evidence) that
the sponsor is required to hold at the time of registration or listing.

3. Notwithstanding the above, further substantiation may also be requested.

4. A claim/ indication entered on the ARTG will not automatically be approved as an advertising claim.

5. Advertisements should not be booked for publication prior to approval being granted and an approval number being
allocated to the advertisement, or before entry of the product onto the ARTG.

Applications for the approval of an advertisement must comply with the relevant provisions of the therapeutic goods
legislation including the Therapeutic Goods Act 1989, the Therapeutic Goods Regulations and the Code. Copies of the
Code are located on the Therapeutic Goods Advertising Code Council website: <http://www.tgacc.com.au> and the
ComLaw website: <http://www.comlaw.gov.au>

This form has been approved under Therapeutic Goods Regulation 5F by:

Craig A Davies

Delegate of the Secretary to the Department of Health and Ageing; and
Director

Advertising and Export Section

Office of Non-Prescription Medicines

Therapeutic Goods Administration

13 April 2010

COMMERCIAL-IN-CONFIDENCE
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