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KEY 

  Panel Rec. & CMA Position Aligned  

  Panel Rec. & CMA Position Not Aligned 

   CMA Generally Supportive 

  CMA Generally Not Supportive 

 
Neutral  

 

Rex # Recommendation  Details  CMA Submission to Panel CMA notes/other considerations 

 

Listed medicines continue to be 
regulated within the therapeutic 
goods framework 

Current regulatory regime is 
appropriate, but a number of aspects 
are not commensurate with low risk 
products 

  

 

Therapeutic Goods Act amended 
to allow NRA to refuse to list 
products that have the potential 
to undermine Australia's public 
health efforts.  
 

NRA needs to retain sovereign 
responsibility for decisions about 
Australian market access; NRA would 
need to develop clear criteria to 
enable a determination 
 

 Expansion of powers under 7AA of Act 
 

 

NRA continues to evaluate 
ingredients for use in Listed 
products in Australian context 

Rigour of evidence requirements do 
not need to be the same as for 
registered medicines; current range of 
evidence accepted should be 
expanded; Panel supports TIWGG 
work towards automatic adoption of 
PIC/S and appropriate application of 
PIC/S to the sector, reflecting low-risk; 
stratified approach to managing 
compliance and inspection regimes; 
guidance materials should be easily 
accessed and understood by SMEs 

Evidence to be fit for purpose. 
Mutual recognition of overseas 
regulatory decisions should be 
more broadly adopted by the 
TGA, provided the overseas 
regulator is established and 
reputable and has either 
completed a review of the 
safety or the material has been 
on the market with some 
history of use; TIWGG would 
provide a forum for real-time 

CMA supports new ingredients be added to the 
list of permissible ingredients on a cost recovery 
principle. 
 
Any assessment of new ingredients to not effect 
evaluation resources for paid new substance 
applications.              
               
Ten new substances have been approved for 
use in 2015 with another ten to be effective 
dependent on compositional guideline 
development in 2016. 
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 consultation; Manufacturing 
standards for CMs should be 
aligned with the principles of 
PIC/S. TGA's adoption of PIC/S 
revisions should occur on an 
opt-in basis after broad 
industry consultation, rather 
than automatic adoption and 
subsequent development of 
the necessary exemptions or 
interpretations 
 

Supportive of real time consultation with 
industry on proposed PIC/S revisions providing 
timeframes are adequate. Continue to advocate 
for automatic adoption of PIC/S requirements 
relevant to CMs on an opt-in basis. A change to 
the Act in this regard may be too restrictive.  
 
 

 

New ingredient applications can 
either submit data for de novo 
assessment by NRA or submit an 
un-redacted evaluation report 
from comparable NRA and data 
supporting Australian context 
 

Utilising overseas approvals would 
reduce duplication, sponsor should be 
able to utilise a report from a 
comparable NRA to support 
application; would also need to 
submit data to address any Australian 
specific requirements.  
 

Support use of information 
from international regulators 
to eliminate duplication of 
effort 
 

Must also take advantage of Australia-Canada-
Singapore-Switzerland (ACSS) Consortium by 
TGA gaining access to un redacted evaluation 
reports. 
 Acknowledge that un redacted reports is not 
possible with FDA for example.  
Comparable overseas NRA to be defined.  
 

 

NRA develop and maintain, in 
real time, a catalogue of 
approved ingredients 
 

Therapeutic Goods (Permissible 
Ingredients) Determination No.1 of 
2015 gazetted.  
 

Separate representations made 
to the TGA on the 
implementation of 26BB list of 
permissible ingredients, 
including a 12 month pilot 
program were not adopted.  
 

As a legislative Instrument, the catalogue is not 
in real time as such. Updates to Legislative 
Instrument to occur on a quarterly basis or 
earlier if safety related.                                    
 

 

NRA establishes the list of 
Permitted Indications  
 

Removal of free text field; ensure 
retention of 'fast to market' by 
requiring legislative changes to add 
new indications at regular intervals; an 
appropriate transition period 
 

The Permitted Indications 
project is currently being 
completed and will provide 
consistency to consumers 
about the health benefits of 
listed medicines 
 

Proposed restrictions to the use of the free text 
field, including flag for priority review and 
placing a limit on the amount of characters the 
field would allow.  Concerns with lack of market 
differentiation and inability for legislative 
changes to occur 'regularly' 
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Three options by which sponsors 
may seek entry onto the ARTG 
 

Pathway One:  (AUST L) Listed 
medicine with lower level Indications 
drawn from permitted indications list 
only; meets evidence guidelines; 
disclaimer on promotional materials  
(Rx 44) "Efficacy has not been 
independently assessed" and or 
"based on traditional use"                           
Pathway Two: (AUST L+)  Independent 
pre-market evaluation of evidence 
and aspects of safety; where 
indication falls outside of permitted 
list but still appropriate for listed 
medicines; ingredient required to be 
permitted in listed medicines, all 
promotional material can include 
"Efficacy has been independently 
assessed" for approved indications. 
Pathway Three: (AUST R) Fully 
evaluated Registered Complementary 
Medicine; 
 Higher Risk Complementary 
Medicines associated with higher level 
Indications; Higher levels of evidence 
to be published by Sponsor; 
Registration by two pathways (Rx 40 
refers) 

 

CMA recommends 
implementation of a modified 
registration pathway for 
complementary medicines 
containing ingredients 
permitted for use in listed 
products seeking to make 
higher level indications and 
health claims 
 

Not supportive of disclaimers, although noting 
that disclaimers have been shown to have little 
affect on consumer behaviour.  
Rx 44:  "Efficacy has not been independently 
assessed" and or "claims are based on 
traditional use".  
Option 2 - must not mandate un-redacted 
evaluation reports only as part of evaluations, 
taken on a case by case basis.  Option 2 - 
efficacy assessed on all product indications vs 
just on "higher "indications may avoid consumer 
confusion.   
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Where a Sponsor seeks to 
Register a product, able to either 
submit a dossier for de novo 
assessment or submit an un-
redacted evaluation report from 
comparable NRA and data to 
support Australian context. 
 

Local adaptations to PIC/S continued 
to be managed by an NRA/stakeholder 
forum, such as TIWGG; NRA to use 
information from un-redacted reports 
of comparable regulators  
 

Support use of information 
from international regulators 
to eliminate duplication of 
effort.  
 

Must also take advantage of Australia-Canada-
Singapore-Switzerland (ACSS) Consortium by 
TGA gaining access to un redacted evaluation 
reports. Acknowledge that un redacted reports 
is not possible with FDA for example. 
Comparable overseas NRA to be defined. 
 

 

NRA develops, with industry, 
legislative timeframes for new 
ingredients,  Registered CMs and 
the publication of compositional 
guidelines 
 

Assessment timeframes for new 
ingredients:  allow a broader range of 
evidence and introduce a fee structure 
that is not dependent on the volume 
of pages in submissions; use of 
international assessments may also 
decrease timeframes; given lower 
evidence requirements evaluation 
timeframe should be much shorter 
than 255 days for registered 
medicines                                                                                                 
Finalisation of Compositional 
Guidelines: current consultation 
process adds lengthy delays - panel 
believes consultation period should be 
removed and Cogs should be finalised 
within a defined period                                                                                     
New registered CM products: 255 
days for evaluation of OTC and 
prescription currently does not apply 
to ChMs; NRA should develop (with 
industry) timeframes for assessments 
of ChMs for Options 2 and 3 (AUST-L+ 
and AUST-R); with industry, develop 
agreed approaches to improve quality 
of submissions, including via improved 

Lack of predictable timeframes 
for assessment of new 
ingredients a barrier to 
bringing new products to 
market; issue with 
transparency of the process 
and status of new ingredient 
applications; CMA 
recommends the setting of 
predictable target timeframes 
 

Currently support is for target/predictable 
evaluation timeframes for new ingredients and 
registered CMs. This is the focus of the BPR 
working group.  
Concerns with legislative timeframes rather 
than target timeframes.                                                                    
 
CMA supports applications in a format 
consistent with CTD, including CTD headings but 
not requiring separate PDF folders as full CTD 
structure mandates.  
 
This requirement would be a unique AU only 
requirement and an extra administrative burden 
for the majority of industry.  
 
Removal of per page fee in applications  

40

41



CMA Working Document  
Expert Panel Recommendations to Government Relating to CM Regulatory Framework  
 

Rex # Recommendation  Details  CMA Submission to Panel CMA notes/other considerations 

guidance materials  
 

 

Risk -based approach to 
variations  
 

NRA should, in consultation with 
industry, implement a risk-based 
approach to variations of listed and 
registered CMs, consistent with the 
approach for OTC and prescription 
medicines 
 

Risk based approach to 
registered and listed CMs.  
 

Deregulatory opportunities for registered CMs 
and listed medicines. 
CMA supports enhancements to the ELF system 
to allow for greater flexibility of changes that do 
not result in a separate and distinct good. Any 
assessment that is required by the NRA should 
be abridged in scope in accordance with Rx 39.  
 

 

Sponsor publish on website the 
evidence it holds to supports all 
indications  
 

Presentation of the information and 
data disclosed will need to be 
determined by NRA in consultation 
with stakeholders; does not need level 
of detail as prescription medicines but 
should include a minimum of a 
summary of the evidence being used. 
Other materials, similar to Consumer 
Medicines Information and Product 
Information may be appropriate to 
some CMs; New Zealand Natural 
Health & Supplementary Products 
framework will also require 
publication of evidence summary in 
relation to health claims 
 

 CMA did not support this concept as part of the 
NZ Natural Health Products Bill as at the time it 
was a disparity from current AU requirements.  
Alignment between AU and NZ is desirable.  
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Disclaimer required on 
promotional materials where 
product listed under option one 
(self assessment) and where 
based on traditional use 
 

For CMs the label and promotional 
materials are often consumers 
primary source of information; Also a 
regulatory incentive for industry to 
build scientific evidence base; 
Disclaimer on promotional materials 
and website to the effect that efficacy 
claims have not been independently 
assessed and/or are based on 
traditional use 
 

Did not support disclaimer; add 
to consumer confusion and 
create much greater regulatory 
burden. "Efficacy has not been 
independently assessed" and 
or "based on traditional use".                                                                                                                                       
 

Creates a situation where product contains a 
disclaimer but may then pass through successful 
post market listing compliance review, including 
a review of evidence - option to remove 
disclaimer. Or opt in for premarket review so as 
not to implement disclaimer (AUSTL+).     
Overall impact on the consumer? 
 
Permitted indications for listed medicines will 
already require a statement of the traditional 
context of the medicine.  
 

 

Option Two (AUST L+) the 
Sponsor may label that efficacy 
claims have been independently 
assessed for the approved 
indications 
 

Introducing an evidence hierarchy will 
encourage industry to expand the 
evidence base for the sector; Allows 
sponsors to state on promotional 
materials and labels that NRA has 
evaluated the efficacy claims  
 

Proposed AUST L+ 
 

TGA resources to meet the demand of this 
option.  
Should be aligned with successful listing 
compliance review of products under Rx 44, 
where evidence has been reviewed and found 
to meet the evidence guidelines. Body of 
evidence does change so even if positive 
disclaimer is incorporated further TGA review 
could mean a change in opinion and removal of 
label disclaimer. 
Consistency in approach for consumers.  
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NRA develops or adopts from 
comparable regulators, efficacy 
monographs for commonly used 
active ingredients 
 

Regulatory burden could be lowered 
through developing monographs for 
commonly used ingredients; decrease 
duplication of effort in conducting 
systematic reviews and literature 
searches by Sponsors  
 

CMA supports a revision of the 
guidelines for evidence 
requirements; a deregulatory 
approach to products with low 
level, health maintenance and 
structure function type 
indications 
 

Internationally recognised monographs to be 
relied upon as evidence for specific (non-
general) indications. Development of single 
ingredient (at various dosages) and product 
monographs and or adoption of evidence 
monographs developed by comparable 
regulators on a case by case basis.  
 
Members to consider the development of 
efficacy monographs. Would this be for a pre 
determined set of common CM ingredients to 
be worked on via an AU/NZ development 
approach etc? Efficacy monographs being single 
ingredient based may not be reflective of 
evidence for formulations and hence be 
restrictive. Further abridged assessment 
required. 
 

 

Review and appeal rights for 
Sponsors who have lodged an 
application for a new ingredient 
 

Should be consistent with the review 
and appeal rights for registered 
medicines. Should also include review 
rights in relation to the proposed 
power for the NRA to refuse to list a 
product based on public health policy.  
 

 Supportive of broadening appeal rights for 
applicants of  new ingredients and where the 
NRA  refuse to list a product based on public 
health policy (Rx 34)  
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NRA review of CMs on ARTG with 
a view to removing products that 
might be better regulated under 
another regulatory framework 
 

Such a review would need to consider 
the risk profile of individual products 
and whether the advertising controls 
in the Therapeutic Good regulatory 
framework would be required to 
manage that risk 
 

 Relates to the removal of goods from the 
register under 7AA and 9F provisions. 
CMA has previously submitted concerns in 
relation to parameters of these new powers 
potentially affecting lower risk listed medicines 
such as homeopathic medicines. Any proposals  
for removal needs to occur in a transparent and 
consultative manner.  
Appeal rights to these decisions needs to be 
incorporated (as Rx 47 refers)  
 

 

NRA develops a more 
comprehensive post-market 
monitoring scheme 
 

Panel notes that Permitted Indications 
and previous recommendations would 
address many stakeholders concerns 
regarding compliance; Random and 
targeted reviews should continue to 
be identified on a risk-benefit basis 
and that reviews are increased; 
amend framework to enable NRA to 
complete the post-monitoring of a 
product withdrawn from the ARTG 
after the Sponsor is notified of an 
impending review; timely availability 
of information for consumers about 
outcomes of any review; integration 
of available datasets, including 
eHealth and hospital records; 
provision for electronic reporting of 
AEs; enhanced collaboration with 
overseas NRAs to share safety and 
efficacy information 
 

If a product is withdrawn or 
cancelled from the ARTG 
because of an identified major 
compliance issue, and the 
sponsor subsequently chooses 
to re-list the product, then the 
product should be flagged for 
priority/target review. Listings 
utilising the free text field 
would also be subject to 
priority/target review. 
 

A key consideration for the proposed increase in 
random and target reviews was on the balance 
that no premarket evaluation for listed 
medicines occurs. New recommendation 45 
enables an opt in for pre market assessment 
and should be reflected in level of resources 
allocated to listing compliance review. The 
number of listing compliance reviews has 
steadily been increasing, this has seen a spike in 
the number of evidence interpretation issues 
and complaints from industry.  
Includes consideration of the broadening of 
information on post market outcomes to the 
public. Since 2012, the following information on 
compliance outcomes is published: details of 
medicines that have been cancelled by the TGA 
from the ARTG (Sponsor, product, ARTG No. 
type of cancellation, grounds for cancellation, 
date of effect). Also published are yearly 
statistics on compliance review activity 
undertaken, including information about the 
number and types of reviews and outcomes. 
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Government gives consideration 
to improving the competitiveness 
of CM industry by providing 
incentives for innovation 
 

Panel acknowledges that current 
regulatory system does not encourage 
industry investment in generating 
greater evidence; Option Two (AUST 
L+) may assist but Panel also 
recommends that Australian 
Government gives consideration to 
providing incentives as part of the 
Industry, Innovation & 
Competitiveness Agenda; suggest 
examine by expert working group or 
by existing forums.  
 

Development and 
implementation of regulatory 
protection mechanisms would 
incentivise innovation in listed 
medicine ingredients in the 
place of standard IP protection  
 

 

 

Retain statutory Advisory 
Committee on CMs 
 

Review composition regularly to 
ensure appropriate range of skills 
 

 Previous concerns with composition, lack of TGA 
utilisation of ACCM.  Continue to monitor to 
ensure fair representation. 
 

 

Advertising continues to be 
regulated by NRA under a 
legislative framework which 
includes an advertising code 
 

A regulatory underpinning for 
advertising controls, although 
administered in a variety of ways, is 
consistent with the approach taken in 
other comparable countries 
 

CMA proposes the current 
advertising regulatory 
standards are maintained, such 
as compliance with the TGAC 
 

 

 

Advertising to public continues to 
be prohibited for Schedule 4 and 
8 prescription medicines; 
Schedule 3 prohibited with 
exceptions 
 

   

 

Future requirements for 
advertising are made consistent 
for all medicines and devices 
 

 Discusses inconsistency of 
current advertising and 
complaints mechanisms 
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Process of pre-approval be 
stopped in favour of more self-
regulatory regime  
 

Panel is of the view that the pre-
approval mechanism be abolished to 
ease regulatory imposts on Sponsors, 
on the condition that the other 
recommended protections for 
consumers are implemented 
(permitted indications, post-market 
monitoring, improve complaints 
system, strengthen sanctions and 
penalties)  
 

The current system of 
advertising pre-approvals 
should be abolished 
 

 

 

Current mechanism for managing  
complaints be disbanded and a 
new mechanism established  
 

A single agency should be responsible 
for receiving and managing 
complaints; Matters to do with 
misleading information or pricing 
should go to ACCC; The Government 
should consider either a) establishing 
the function within the NRA or other 
existing Commonwealth agency or b) 
calling for tenders from external 
organisations to undertake the 
function 
 

CRP should be abolished and 
replaced with a co-regulatory 
complaints handling model, 
potentially using mechanisms 
already in place to handle such 
matters across other 
advertised goods  
 

 

 

Consideration be given as to 
whether the current range of 
investigation and enforcement 
powers should be broadened 
 

Rec. 28 is that Government 
undertakes a comprehensive review 
of the legislative framework 
underpinning the regulation of TGs, 
including a review of the Act and 
Regulations with a view to simplifying 
structure and language 
 

CMA supports stronger 
deterrents, especially for 
blatant and repeat offenders 
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NRA facilitates development of 
formal sponsor information and 
tools to assist industry in 
achieving compliance with 
advertising requirements 
 

 CMA supports the 
implementation of an 
accreditation/licensing scheme 
for sponsors to ensure a 
reasonable level of 
understanding and compliance 
training 
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