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Australia

29 March 2017

Complementary Medicines Reform Section
Complementary and OTC Medicines Branch
Therapeutic Goods Administration
PO Box 100
WODEN ACT 2609
Australia

To whom it may concern:
RE: Consultation: Reforms to the regulatory framework for complementary medicines
Assessment pathways
Thank you for providing Pfizer Australia with the opportunity to comment on the Review of
Medicines and Medical Devices Regulation in particular the reforms to the regulatory
framework for complementary medicines assessment pathways.
Pfizer Australia is a member of the Australian Self Medication Industry (ASMI), the peak
body representing companies involved in the manufacture and distribution of consumer
healthcare products in Australia. Pfizer has contributed to and is fully endorsing the
response/comments provided by ASMI to this consultation on behalf of, and in consultation
with their members.
In principle, Pfizer Australia supports a three-tiered risk-based hierarchy of indications to
distinguish the three medicine pathways for complementary medicines (CMs). However,
some of the concerns that Pfizer Australia has with the proposal are outlined below:
Assessment Pathways
Pfizer does not support the proposed definitions provided for each of the pathways or the
outlined evidence requirements. As stated in the consultation document, two of the objectives
of these reforms are:
• to provide additional flexibility to allow sponsors to access higher level indications
that are currently appropriate for Listed medicines
• to encourage the industry to improve the standard of evidence regarding the efficacy
of complementary medicines.
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Pfizer believes that the proposal outlined in the consultation is inconsistent with these
objectives and that it introduces further barriers than flexibility. We do not support the
restriction of products that are currently regulated as Listed medicine or registered CMs
through the introduction of new definitions.
Listed medicines that draw from coded indications and are currently appropriate as Listed
medicines should remain in this pathway (low risk). They should not have additional
regulatory burden applied.
Pfizer does not support the proposed evidence requirements as these are also inconsistent
with the recommendations and introduce a disproportionate evidence requirement for each
assessment pathway. The evidence requirements to support the indications for the new
pathway and Registered CMs are not aligned with the evidence requirements in ARGOM for
Non-prescription OTC medicines. The evidence requirements proposed in the CM reforms
are significantly higher or far rigorous than those required for OTC medicines.
Permitted Indications:
Pfizer agrees with the establishment of a Permitted Indications list from which indications
must be exclusively drawn for Listed medicines and the removal of the free text from the
listing system. However, this support is conditional on the following provisions. This list
must be:
•

Comprehensive and easy to use

•

Easy to amend / add new indications / conditions (provided these meet the definition
of Listed medicines).

In addition, Permitted Indications list should not introduce new limitations for Listed
medicines or regulatory controls that are not aligned with the MMDR recommendations. For
example, Biomarker indications including indications containing restricted representation
should remain as Listed medicines and be reflected in the Permitted Indications where:
•

the target population and the evidence is consistent with a listed medicinal product
i.e. indication that refers to health maintenance within a healthy population.
Examples of these are the Biomarker indications that are currently considered
acceptable for use in Listed medicines e.g.:
 May assist in the maintenance of cholesterol within the normal range in
healthy individuals
 May assist in the maintenance of normal/healthy cholesterol levels in healthy
individuals
 May assist in the maintenance of cholesterol within the normal/healthy range
in healthy individuals and improve the LDL:HDL ratio
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 May assist in the maintenance of normal blood lipid/blood fat levels in healthy
individuals
 May assist in the maintenance of normal blood sugar levels in healthy
individuals
•

the evidence to support the Biomarker indications in a Listed medicine had been
evaluated by the TGA as part of the post-market compliance program.
Pfizer has had a Section 31 (S31) Notice for one of our Listed medicine products and
this was found to be compliant after completion of the S31 assessment. The
indications listed for this product contain Biomarker indications.

•

a public health benefit is identified supporting the ready access to particular
ingredients/indications. Current general exemptions for restricted representations
should not be removed from Listed medicines as these have already been assessed as
meeting public interest criteria. Examples of the restricted representations that had
been approved by the TGA for use in Listed medicines are:
 Calcium: Representation to the effect:
‘…may assist in the prevention of osteoporosis when dietary intake is
inadequate’ and;
‘Source of calcium. A diet deficient in calcium can lead to
osteoporosis in later life’.
 Folic acid: Representations to the effect that the goods may help to prevent
neural tube defects such as spina bifida and/or anencephaly:
-

When trying to conceive and during the first trimester of pregnancy,
and/or

-

For at least four weeks before conception and during the first trimester
of pregnancy.

Claimer:
Pfizer do not support the introduction of efficacy claimer and/or symbol (logo) for products
assessed though the new pathway or for Registered CMs.
The introduction of a claimer does not foster level playing field as this is not permitted to be
claimed for Non-prescription OTC medicines and Rx medicines that have undergone premarket assessment for Quality, Efficacy and Safety as well as for Listed medicines that have
been evaluated via post-market compliance program.
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Pfizer Australia thanks the Panel for the opportunity to contribute to this consultation, and
look forward to further participation in the ongoing advancement of the Australian regulatory
system.
Pfizer would be grateful if you would publish only the redacted copy that has been included
in this submission.
Many thanks for your assistance with our submission.

Yours sincerely,

Nina Balangue
Regulatory Manager
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