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Submission 
Breast Cancer Network Australia welcomes the opportunity to provide a 
submission to the review of transparency of the Therapeutic Goods 
Administration. 
  
We note the purpose of the review is ‘to improve public knowledge of the 
TGA’s regulatory decision-making and to enhance public understanding of the 
benefits and risks of therapeutic goods so that the Australian community can 
understand how the TGA operates and the reasons for its key decisions’. 
 
BCNA has undertaken research with our extensive membership over recent 
years to learn about the types of information women want to receive and how 
they want to receive it.  
 
What types of information do women with breast cancer want? 
With regards to information about medications and medical devices, our 
members have told us that they want: 
 

• to be assured that the medications prescribed for them are safe and 
effective 

• to understand the treatments offered to them, including 
o the length of the course of the medication 
o how the medication is administered (intravenously or tablet)  
o the cost of the treatment 
o the benefits of the treatment 
o the possible side effects, short-term and long-term, of the 

treatment and how to manage them  
• to be given all the treatment options that may be appropriate for them, 

including information about high-cost drugs not listed on the 
Pharmaceutical Benefits Scheme (PBS), so that they can make 
informed decisions about the treatments that best suit them 

About Breast Cancer Network Australia 
Breast Cancer Network Australia (BCNA) is the peak national organisation 
for Australians personally affected by breast cancer. We empower, inform, 
represent and link together people whose lives have been affected by 
breast cancer.  
 
BCNA represents more than 50,000 individual members and 284 Member 
Groups from across Australia. 
 
BCNA works to ensure that women diagnosed with breast cancer and their 
families receive the very best information, treatment, care and support 
possible – no matter who they are or where they live. BCNA is represented 
by the pink lady silhouette. The pink lady depicts the organisation’s focus – 
women diagnosed with breast cancer.   
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• to understand why a particular treatment being given to another 
woman with breast cancer may not be appropriate for them 

• to understand why some medications, particularly high cost 
medications, are not listed on the PBS – a current example is Faslodex 
(fulvestrant), which is prescribed for some women with certain types of 
locally advanced or metastatic breast cancer at a cost to them of 
around $1800 for a course of three injections 

• to understand why certain treatments are not available generally in 
Australia, eg medications available to women overseas that have not 
been approved for use in Australia and medications available in 
Australia only to women participating in clinical trials or patient access 
schemes 

• to be provided with information about the safety and effectiveness of 
complementary therapies and how particular complementary therapies 
may affect, or interfere with, their conventional medications. 

 
With regard to understanding how the TGA operates, BCNA receives very few 
queries from women about how the TGA operates or the process of approving 
and registering drugs for use in Australia. We did, however, receive some 
inquiries about the process during our 2006 campaign to have Herceptin listed 
on the PBS for use in women with early breast cancer. Women expressed 
confusion about the registration process and the relationship between the 
TGA and the Pharmaceutical Benefits Advisory Committee (PBAC).  
 
How should this information be delivered? 
Our research has told us that most, if not all, women want their health 
professional, generally their medical oncologist, to provide them with 
information about the medications they are receiving. Some women may also 
discuss their treatments, particularly side effects, with their GP and/or Breast 
Care Nurse. 
 
An exception to this may be around complementary medicines, as we know 
some women are reluctant to tell their health professionals about 
complementary medicines they are using or considering. 
 
We know that many women use the internet, sometimes extensively, to 
undertake their own research. Websites they report visiting for information 
about medications and treatments include: 
 

• pharmaceutical companies 
• individual product websites, eg www.herceptin.com   
• credible cancer organisations such as BCNA, National Breast and 

Ovarian Cancer Centre, Cancer Councils, and the US website 
www.breastcancer.org.   

 
A consumer-friendly TGA website 
BCNA considers that the TGA has an opportunity to add to this information 
and to become a reliable and valuable resource for women and those involved 
with their support. A TGA website is an ideal place for consumers to obtain 
information about TGA processes and the medications and medical devices 
that have been approved for use in Australia. As the independent authority 
that assesses and registers prescription medications for use in Australia, 
consumers could look to the TGA website as a credible source of information 
about the medications they are using, both prescription and complementary.  
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It would also be useful for the TGA website to include links to the PBS 
website, and information on how the TGA and PBAC work together to make 
medications available and accessible to consumers. 
 
We consider, however, that the current TGA website needs a major overhaul if 
it is to be useful to consumers. We find the current website difficult to navigate 
and written in language that is bureaucratic and difficult to understand.  
 
To be of value to consumers, the TGA consumer sections need to be written 
in plain, easy to read language, with good explanations of the terminology 
used. It is difficult, for example, to find a definition for ‘therapeutic goods’ on 
the current website and, once located, the definition is bureaucratic and 
difficult to understand. This definition needs to be upfront on the consumers’ 
home page and written in language that is easy to understand.  
 
We were also concerned to read in the consumers’ pages that prescription 
medications are considered ‘high-risk’ medications, with no explanation about 
what ‘high-risk’ means. Many consumers may be alarmed to read that 
medications they are taking are considered by the Australian drug approval 
authority to be ‘high-risk’. 
 
Issues in transparency 
• Listed medicines 
We note the TGA’s distinction between ‘registered’ medicines, which include 
all prescription medicines, and ‘listed’ medicines, which include 
complementary medicines and some over-the-counter medicines. 
 
We acknowledge the rigorous assessment undertaken by the TGA in 
approving new ‘registered’ medicines for listing on the Australian Register of 
Therapeutic Goods (ARTG), and note that sponsors of these products are 
required to provide comprehensive evidence about the safety, quality and 
efficacy of the medications before they can be considered for approval. 
 
We have concerns, however, about the process for the inclusion of ‘listed’ 
medicines on the ARTG. We are particularly concerned that sponsors are able 
to ‘self-assess’ their products and that no evidence of efficacy or effectiveness 
is required to be provided to the TGA at the time of registration. We believe 
that consumers considering using ‘listed’ medicines should be able to find 
reference to evidence of the product’s effectiveness, possible side effects and 
possible interactions with other medications to assist them in making an 
informed decision about the product. If this information is not sought by the 
TGA as part of the product registration process, consumers can have no 
confidence that the effectiveness of the product has been proven and that it is 
safe to use in conjunction with other medications they may be using. 
 
We know that some women with breast cancer use, or consider using, 
complementary medicines along with, or instead of, conventional breast 
cancer treatments. We are concerned that the TGA requires no proof of the 
efficacy of these medications, and that some women may be paying significant 
amounts of money for complementary medicines that may not live up to 
sponsors’ claims and may not bring them any real benefit. Indeed, some 
complementary medicines can have dangerous interactions with conventional 
medicines, or can reduce the effectiveness of conventional medicines. 
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BCNA believes quality information about complementary medicines should be 
available to women with breast cancer.  While we acknowledge that the TGA 
may not be in a position to thoroughly assess all ‘listed’ medications prior to 
their listing on the ARTG, we think that in these instances women have a right 
to know about any limitations in the evidence so they can make an informed 
decision about complementary medicines they are considering. However we 
consider that the TGA, as the regulatory authority, should require sponsors to 
provide evidence of efficacy prior to availability on the market of any medicine 
that  cancer patients may be persuaded to use. 
 
It would be very helpful if the TGA website included a list of product 
interactions, providing detailed information in the drug alert section about the 
effect particular complementary medicines may have on conventional 
medicines. This list should be updated regularly as new information becomes 
available. 
 
BCNA is also concerned about the lack of post market surveillance of ‘listed’ 
products. We understand that only one in four ‘listed’ medicines receives a 
post market check.1 We believe this surveillance needs to be much more 
rigorous. 
 

• Code of conduct for advertising therapeutic goods 
BCNA also has concerns about advertising of some therapeutic goods, and 
the advertising code of conduct placed on sponsors. 
 
We believe sponsors can choose to interpret the code loosely and that clever 
advertising can be misleading. Because the complaints process is a long one, 
sponsors can advertise for many months before advertisements are recalled. 
Sanctions need to be a deterrent – they are currently weak. We believe that 
the current retraction process is not a useful deterrent and think it should be 
strengthened. 
 
By way of example, we are very concerned that imaging techniques such as 
electrical impedance scanning and thermal imaging continue to be promoted 
to women as valid alternatives to mammography, even though there is no 
clinical research to prove their claims of effectiveness and that these products 
have been removed from the ARTG. It is most concerning that women may 
still be accessing these services for breast screening in the belief that they are 
as effective as a mammogram. 
 
• The advertising complaints process 
We are also concerned that many consumers may not know that they can 
lodge a complaint with the TGA regarding misleading advertising of 
therapeutic goods. The TGA website should prominently alert consumers to 
this possibility and make it easy for them to  understand the complaints 
process. 
 
BCNA believes that both the advertising code of conduct and the complaints 
resolution process should be reviewed to ensure better honesty in advertising. 
Perhaps heavy financial penalties are needed to deter misleading and false 
advertising claims. 
 

                                                 
1
 Canberra Times, 6 February 2010 
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• TGA and the media 
BCNA believes the TGA needs to respond in a timely manner to issues raised 
in the media about matters relating to therapeutic goods.  
 
For example, in December 2010 the US Food and Drug Administration (FDA) 
announced it was removing breast cancer from the indications for use for the 
drug Avastin, because studies had shown that Avastin does not help slow the 
spread of the cancer, does not prolong overall survival in breast cancer 
patients and that it has considerable side effects. In Australia, Avastin is 
approved for use in secondary breast cancer, although it is not listed on the 
PBS for this indication. A search of the TGA Alerts and Advisories at the time, 
and again when preparing this submission, could not locate a response from 
the TGA to the FDA announcement.  A comment by the TGA on its response 
to the research, and whether or not it is also considering removing breast 
cancer from the indications for use of Avastin, would be helpful to Australian 
women using or considering Avastin. (Note: we read in Pharmacy News online 
(2 February 2011) that the TGA is currently investigating the use of Avastin in 
breast cancer, but have not been able to find any statement from the TGA 
relating to this.) 
 
Announcements such as these are important in helping consumers to feel 
confident in the medications they are taking and assured that the TGA is 
working to protect consumers and provide them with information they need 
regarding therapeutic goods. Any consumer advisories need to be written in 
plain English and in a manner that will not alarm consumers. 
 
Thank you for the opportunity to contribute to this review. For further 
information on our submission, please contact Kathy Wells, Senior Policy 
Officer, on (03) 9805 2500 or at kwells@bcna.org.au. 
 
 
 

 
 
 
Michelle Marven 
Policy Manager  
 


