March 27, 2019

Consultation: Whether the TGA should publish that a prescription medicine is under
evaluation

As a Pharmaceutical Policy Network whose membership is actively involved in research and
publishing about transparency in the regulation of medicines, we are responding to the TGA
consultation on whether it should publish that a prescription medicine is under evaluation.

With respect to the four options offered by the TGA we strongly support Option 2, to list all
applications accepted for evaluation, but with the inclusion of additional information. We
take this position for three reasons:

1. Transparency of information about medicines is an essential aspect of public health and
as such overrides any consideration of commercial confidentiality;

2. The publication of the names of medicines under review would allow the public,
clinicians and researchers to determine if the TGA is considering marketing authorization
and to follow TGA decisions to authorisation or refusal;

3. Knowledge that a medicine is under review would allow consumers, patients and
clinicians to plan for the possible eventual availability of the medicine and to start to
decide whether it should form part of the therapy that they would prescribe/use.

4. The current system is inconsistent since information for some medicine applications is
available through other mechanisms (e.g., PBAC agendas), making it difficult for
consumers and the public to know where to go for information and potentially resulting in
confusion and distrust of the TGA.

Suggested modifications

In addition to the information that the TGA proposes to release under Option 2 we also

recommend that the notification include the following:

1. The name of the company filing the marketing application (contrary to the table in the
consultation document, Health Canada has been publicly listing the name of the company
since October 2018). Including the name of the company would allow any interested
parties to see if the company was engaging in disease awareness activities or funding
patient groups active in the disease area prior to approval of the drug;

2. The indication(s) that the company is applying for;

Whether the application is for initial market approval or for extensions of indications;

4. 1Inthe event of a negative decision, publishing the date of this decision would ensure
greater transparency on TGA decision making. Currently this information is published for
registered drugs (https://www.tga.gov.au/prescription-medicines-new-registrations). It is
also published for negative decisions in the AUSPAR but at a much later date, hence
there is a gap in information for such decisions.
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Further, all regulatory information about a single drug entity should be accessible from a
single location. Examples of this type of accessible information include Health Canada’s
Drug Product Database or the EMA website.

We do not support Options 1, 3 or 4, because they provide limited transparency and potential
confusion to consumers, clinicians and others.
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