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Purpose

Industry Consultation Group (OICG) for a change in peliey-di
generation of compositional guidelines.

Background

Compositional guidelines are intended to provide
of a substances that the Therapeutic Goods A dministra
medicines, as either an active substance or an excipient |

%}\.
A compositional guideline is a summary &
and characteristics of a substance approved:{o:
are required-provided by the TGA where thetk is"

Issue

New p

two changes to'th
stakeholder consul

below:
1. A compositional guideline for a new complementary medicine substance.

When a sponsor applies to the TGA for evaluation of a proposed new complementary medicine
substance, a compositional guideline is generated as part of the process. This guideline defines the
substance which has been evaluated and approved for use in Australia. Therefore, the reviewed
version of the guideline should be published on the TGA website as a final compositional guideline.
Public consultation, as current practice, would not occur.



The Industry Associations both agree that all compositional guidelines should be published to
enable industry to refer to them as necessary.

If another company in industry wishes to amend the final compositional guideline, they can still do
so by applying to the TGA. The amendment would need to include justification and would be
evaluated by the TGA; this would include an stil to-be-determined-evaluation fee, at a level still to
be determined:

2. A compositional guideline for a pre-existing complementary medicine substance.

Where a substance is already used in medicines in Australia, but there ex1sts neither a default
standard nor a compositional guideline to define the substance, issues of gientity and quality can
becotne problematic. To remedy the situation, the TGA may generated ¢ompesitional guideline for
the substance in question.

In this case it is appropriate for the regulator to issue a draft cémpositi ideline and call for
public consultation as this enables the TGA to ascertain ‘ £ and test methods in
current use. The consultation period should be 6 weeks A

r extension of th
requested, for example to allow for documents to B % nghsh Once
period has closed, the draft should be amended and the #

90 days.

yimended when necessary. The
mendment to a compositional

Composmonal guidelines should be 11v1ng dk

industry associations, sponsors, or TGA offices:
guideline, for example to :
justification must be prog

Attached for information:

1) Attachment 1 of Item 8.2 from OICG 35 (24" June 2011)




