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Pharmaceutical companies and patient groups have applauded the Government’s announcement last week that 
13 new drugs will be listed on the PBS. However, a Senate inquiry will be held into the reasons why PBS listing 
of seven drugs recommended by the PBAC was “deferred”. This, and the absence of an adequate explanation 
from the Department of Health and Aging (DoHA) as to why they have not been listed, highlights the lack of 
transparency surrounding the listing process for the pharmaceutical industry and the health community as a whole.

At a Senate Estimates hearing on 31 May 2011, Ms Jane Halton (Secretary to DoHA) stated that she could not 
give details of the criteria Cabinet used to select which drugs to approve from the list the PBAC put forward, 
or confirm whether such criteria existed. On 21 June 2011, Federal Health Minister Nicola Roxon, stated in a 
television appearance on The 7pm Project (Network Ten) that:

“No government… has ever wanted to reject or defer an application lightly and when fiscal circumstances are tight,  
we do need to weigh it up against all the other health expenditure people want like enough doctors, enough hospital 
beds, enough screening programs…”

The Health Minister went on to state that the decision to defer some drugs “where there were other alternative 
options available” would facilitate the listing of more costly, new and innovative drugs for which no alternative 
treatment exists.

However, Dr Teresa Schafer, a partner in the Corporate Division of Piper Alderman with significant experience  
in all aspects of therapeutic goods regulation, disagrees. Dr Schafer said:

“The PBAC is one of the toughest regulatory agencies in the world and employs a rigorous approach to the review and 
approval of drugs for the PBS. For the Government to claim that these drugs were not approved on substantially fiscal 
grounds cannot be accepted as a sufficient explanation for the deferrals.”

For the PBAC to put forward a drug or therapy for listing on the PBS, pharmaceutical companies are required to 
satisfy one of two criteria: either the drug is cost-minimised (i.e. it essentially has the same safety and efficacy as 
other PSB-listed drugs which are used for the same indications) and is therefore priced in the same way as drugs 
which are PBS-listed for the same indications, or it is cost-effective (i.e. essentially the drug has improved health 
outcomes when compared with other therapies currently listed on the PBS), and therefore saves costs through 
improved health outcomes, e.g. by reducing the length of hospital stays, lowering costs to Medicare and improving 
the quality of life for patients.

If a favourable determination has been made by the PBAC to list a drug on the PBS, one of the above criteria must 
have been met and a price would have been negotiated with the sponsor. For the Government to defer the listing 
of a drug citing reasons associated with cost is entirely inconsistent with the criteria upon which recommendations 
for PBS listing are based. 
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Dr Schafer commented:

“The listing of drugs which have been shown to be cost-effective will lead to superior health outcomes and result in 
savings to expenditure in other areas of the health portfolio. Furthermore, the listing of drugs which are cost-minimised 
(which are comparable to existing alternative drugs) will encourage competition for market share and may actually result 
in downward pressure on price. The reasons put forward by the Government for deferring the listings are therefore not 
convincing.

DoHA and Minister Roxon need to ensure that the accountability and transparency that is built into the PBAC’s 
determination process continues through to the final decision regarding the listing of drugs on the PBS. It is important to 
the continued success of the pharmaceutical industry in Australia that this process is fair and that the public has access  
to therapeutic options that provide better outcomes more cost effectively.”

Answers to the questions put to DoHA at the Senate Estimates hearing are due on the 22 July 2011. In the 
meantime, this issue highlights the need for the entire process, as well as Cabinet decisions, to be more accountable 
and more transparent.

M E D I A  R E L E A S E

If you would like any further information or  
an interview with Dr Schafer, please contact:

Aislinn Breen
National Marketing Communications Manager
Piper Alderman

t +61 3 8665 5519
m  +61 402 182 642
abreen@piperalderman.com.au
www.piperalderman.com.au

MED036  07/11

Piper Alderman 

Piper Alderman is a full-service, commercial law firm with offices in Sydney, Melbourne, Brisbane and Adelaide. We have 56 partners, over 
160 lawyers and more than 325 staff in total. Our firm is committed to continual excellence in the practice of law, having been leading 
advisers to commercial interests across Australia for over 160 years. We have achieved our impressive growth by listening to our clients, 
responding to their needs and creating practical legal solutions.

To find out more about us visit www.piperalderman.com.au


