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The Generic Medicines Industry Association (GMiA) welcomes the establishment
off the Senate Inquiry into the National Health Amendment (Pharmaceutical
Benefits Scheme) Bill 2007 and is pleased to have the opportunity to make a
submission to the Inquiry.

Background to generic medicines listed on the PBS

When a medicine is first developed, the pharmaceutical company |discovering the
prduct and bringing it to the market for the first time is granted a period of patent
protection on that medicine. When the patent expires, typically after 20 years,
other pharmaceutical companies can then seek approval from the Therapeutic
Ggods Administration (TGA) to market an equivalent product namely, a "generic"
product. GMiA is the industry association representing the manufacturers of
prescription generic medicines listed on the PBS.

-

Prior to listing on the PBS, a generic medicine must demonstrate “essential
similarity” to the existing formulation of the active ingredient (originator brand).
This is achieved by submitting chemistry and clinical data to the therapeutic
Gqgods Administration (TGA) that demonstrates that the generic brand is of high
quality, and delivers the active ingredient into the blood stream at the same rate
and extent to the originator brand.

Sifjce 1995 when the brand substitution policy was introduced, gereric medicines
haye saved the PBS more than $2.8 billion. This has been achieved mainly
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As outlined above, it is generics that trigger savings to the PBS thereby creating
leadroom for the listing of newer and more expensive medicines. Generics are
the sustainers of the PBS. However, these amendments along with existing
pricing arrangements have the potential to drive down generic prices to a level
hat could make it uneconomical for companies to continue |to market their
roducts in Australia. Should this happen, future governments may not be able to
uarantee continued and affordable access to new and expensive medicines for

¢ his second reading speech the Minister said that these changes attacked “a
problem that has arisen in the current system of PBS pricing, W]}ere the price of
gle brand and multiple brand medicines that provide similar health outcomes
as been linked” i.e. reference pricing. :

attempting to correct this “problem” the Government his changed the
fundamentals of the PBS.

Affordable access to medicines, as mentioned above, is one of the tenets of the
PBS. However, these amendments do not guarantee this. In |fact, there is a
possibility that many consumers could pay more for their medicines after 1
August 2008 as a result of these changes. Currently, 80% of scripts are dispensed
for concession cardholders and atfract a co-payment of $4.70. The changes in the
Bill will likely drive the cost of medicines up for many of these consumers as
originator companies will determine what consumers pay by virtue of the quantum
of {their premiums. Whilst the Bill determines that all premiums will be reduced
by| the same percentage as the Government subsidy and at the same time,
originator companies will, however, be able to increase their premiums four
manths later which is the time of the next round of price adjustmenj‘tfs.

As|well as increased premiums, the cost of more for the 2,651 med\icines listed on
the| PBS could also increase for many, especially those low-income working
families who do not qualify for the healthcare concession card.

This is because there are no publicly announced proposals by Government to
monitor the cost of these medicines including the estimated 400 which will fall
belpw the general co-payment of $30.70 as a result of the proposed new pricing
arrgngements.  As part of the compensation package offered to pharmacy, the
agreed mark-up for many of these medicines will increase from | 10% to 15%.
Whilst competition between pharmacies could see some control on prices, it is not
easy for unwell consumers to do price comparisons between pharmacies on the
high street, especially if those pharmacies do not display their prices for below co-
payment PBS listed medicines.




r

]

Incertainty for industry
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MiA members request that the Committee give consideration to
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rislation be amended to ensure appeal processes are included.
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