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Australian Government 

Department of Health and Ageing 
Therapeutic Goods Administration 

Minute 
To: rrGA.Exe�utiy� ____________________________ - - _____ - - _____ - - _____ - - ___ � � � ����\f:;�:�:I�brfe�!It::tL 

Purpose 

To infonn the Executive of a proposal from the Office of �V.U.1fJ.1".1.1. 

Industry Consultation Group (OICG) for a change in l36lre-V�H'6 
generation of compositional guidelines. 

Background 

Compositional guidelines are intended to 
of �substances that the Therapeutic Goods .C>.\.UUJ.U",u. 

medicines, as either an active substance or an <01I.1_1fJ1<OJJll_ 

A compositional guideline is a summary 
and characteristics of a substance aOlorClve, 
are required provided by the TGA 
the default standards identified in 
United States 

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 fmal compositional guideline. 
Public, consultation, as current practice, would not occur. 



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

If another company in industJy 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 still:-t�eremHm�4-evaluation fee. at a level still to 
be detel111ined, 

2. A compositional guideline for a pre-existing complementary medicine substance. 
Where a substance is already used in medicines in Australia, but there exists neither a default 
standard nor a compositional guideline to define the substance, issues and quality can 
bet:ume problematic. To remedy the situation, the TGA may guideline for 
the substance in question. 

In this case it is appropriate for the regulator to issue a draft 
public consultation as this enables the TGA to ascertain 
current use. The consultation period should be 6 
obtain relevant documents. There should also be 
requested, for example to allow for documents to 
period has closed, the draft should be amended and the 
90 days. 

3. Amendments to compositionaI 
Compositional guidelines should be living 
industlY associations, sponsors, or TGA 
guideline, for example to 
justification must be 

when necessary. The 
!;llHm<lIIn(�nt to a compositional 

test methods. In each case, 

rec:ov,er'�;n;�(;ost of assessment of a proposed 

Attached for information: 

1) Attachment 1 ofItem 8.2 from OlCG 35 (24th June2011) 

) 


