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Blackmores Submission into Cost Recovery arrangements

Dear Mrs Owens,

Thank you for the opportunity to provide additional comment to the Commission in relation to
government cost recovery arrangements. The visit to Blackmores on 18th October by the
Commission was a valuable exchange of ideas and issues. We are hopeful concerns raised by
industry can be assessed and appropriate recommendations made.

Therapeutic Goods Administration (TGA)

Blackmores Ltd as a marketer of complementary healthcare products, is required to pay a variety
of fees and charges imposed by the TGA, a branch of the Commonwealth Department of Health
and Aged Care. The TGA is required by the Government to recover from industry the full cost of
it operations. It is our understanding that few Commonwealth agencies are required to do this as
many only charge fees for any direct services provided. The operational activities of the TGA are
required to protect public health and safety. Some of their activities seem to lack accountability
and performance standards. Internal policies are not made publicly known to industry. Parts of its
monopoly services could be contested elsewhere at reduced cost.

1 Fees and Charges
•  Enclosed at Appendix 1 is the current list of fees and charges from the TGA as at 1st July

this year.  There are a number of charges Blackmores contends are either grossly
inappropriate for the service provided or do not equitably represent full cost recovery for
certain sectors of industry.

•  All therapeutic goods, where applicable, are required to maintain an entry on the
Australian Register of Therapeutic Goods (ARTG) in order to supply to the Australian
marketplace. The charges to maintain the database vary depending on the type of product
but as a minimum it is $350 per product for a listed medicine, to a maximum of $950 for a
prescription only medicine. Blackmores will spend in the financial year 2000/2001
approximately $160,000 to maintain the list of products we market on the ARTG. This
charges is payable annually and over the last few years the cost per product has increased



as the TGA contend they need to meet cost recovery obligations. Blackmores questions why a
cost of approximately $160,000 for 2000/2001 is justified to maintain a basic computer
database of product information. These annual charges are a huge impost to industry.
Changes to the ARTG are made on a fee per application service. It should be reasonable to
expect these application fees should also cover the maintenance of the database as well. A
computer database of this nature could be contracted out to the private sector at a greatly
reduced cost. In addition to these annual charges many companies are not required to pay the
full annual cost if their products are low value, low volume. If the annual charge represents
6% or more of the annual wholesale turnover of the goods the full fee is waived and a $70
charge per product applies. If it actually costs the TGA a minimum of $350 per product to
maintain the entry on the ARTG the $70 low value, low volume charge must in fact be
subsidised by other companies. This is not equitable across industry. Products for export only
are also exempt from paying any charges to maintain the ARTG. These costs are presumed to
be subsidised by other sectors of the medicines industry.
•  Australian manufacturers of therapeutic goods are required to hold a licence issued by the

TGA to certify compliance with Good Manufacturing Practices (GMP). The annual
charge to maintain this licence varies depending on the type of products made. Audit fees
charged by the TGA to certify GMP in Australia are reasonable but charges for overseas
manufacturers audits seem excessive and industry has no avenue to scrutinise these costs.
Overseas audits are charged out at $745 per hour, airfares and travel allowance payable
separately. The $745 is the hourly rate for the auditor to perform the on-site audit. There
seems little justification for such a high charge. The private sector could equally perform
audits on a contract basis for the TGA at reduced cost.

2 Community Service Obligations
•  Industry by and large funds many activities of the TGA it does not have any commercial

interest in, they are primarily Community Service Obligations. For example the TGA’s
web site, briefings and policy advice to the Government, the provision of information to
the public, laboratory analysis, operation of the TGA’s legal unit, reciprocal arrangements
with other countries and the TGA’s surveillance and enforcement activities should not be
paid for by industry. It is also important to note that while industry pays for these
activities the TGA has no accountability to industry for the budget, expenditure or
performance standards in relation to these activities. If industry is expected to pay for
these activities there should be proper accountability for them. It is also recognised that
consumers could be concerned that if industry pays for surveillance and enforcement
programs it could exert influence over these activities and undermine the security of
public health and safety. It would seem preferable that industry not pay for Community
Service related activities.

•  Industry also appears to pay for other pseudo-Community Service Obligation activities
such as training, conferences, and networking. Attached at Appendix 2 is variety of
articles published in the TGA News highlighting such activities. It is not clear where the
resources and expenses to participate in these programs comes from.



3 Efficiency
•  Many direct services industry pay for appear inefficient or are not performance based. For

example, listing a product onto the ARTG involves the company (sponsor) completing an
electronic application form, submitting payment to the TGA ($400) and waiting for the
application to be processed. The processing time is not mandated and waiting times for
approval have varied from several days to months depending on the product. Frequently
the processing timeframes blow out dramatically due to staffing problems at the TGA,
prescriptive analysis of the applications or inadequate expertise available resulting in
applications being referred within the TGA to other departments. If industry is expected
to pay for a service it is preferable there is agreed processing timeframes and a feedback
service provided so sponsors are aware of the current timelines and the delays in
processing. Fees to process applications by and large increase each year with no
corresponding increases in levels of service or transparency of operations.

4 Export of Goods
•  Blackmores has a growing export business in complementary healthcare products,

primarily in New Zealand and South East Asia. In order to facilitate the export of a
medicine to those countries the TGA requires that each export product maintain an entry
on the ARTG. The cost to list a product for export only on the ARTG is $400. This cost
presumably covers the processing of the application. Industry has long argued that the
TGA are not responsible per se for the regulation of products for export markets other
than a brief assessment of the product for inclusion onto the ARTG. It is the responsibility
of the importing country to regulate the goods for import and make the decision that the
product is suitable for marketing under their own regulatory framework. The TGA have
advised industry it is a parliamentary directive to ensure that all medicinal goods for
export are evaluated prior to being manufactured and shipped. The evaluation criteria has
changed somewhat during recent times and industry has no input into the transparency of
such policies but it is expected to pay the full cost to administer the service. The fees
relating to the services the TGA provides for the export of medicines like many other
charges increases most years.

Department of Foreign Affairs and Trade (DFAT)

1 Export of Goods
•  Once a Certificate of Pharmaceutical Product is issued by the TGA ($70 per certificate) it

requires certification by the DFAT, then some of the individual country embassies. It is a
huge impost to industry that DFAT must certify an original government document the
TGA has already produced. Companies spend inordinate amounts of time and courier
costs waiting for documents to be shipped around the various state capital cities for
certification, processing timeframes not mandated by these offices. Export opportunities
can be lost due to the slow and prescriptive processing required for certificates for
exported medicines by both the TGA and DFAT. In addition DFAT have increased their
certification fees by 100% as at 1st July 2000. Previous to that a signature cost $20, it now
costs $40 with no discernible increase in the levels of service or a decreased processing



time. Note that DFAT have advised that the 100% increase does not include any GST
component.

Other Fees

•  Blackmores pays approx. $80,000 per annum as membership fees to belong to the
Complementary Healthcare Council (CHC), the peak industry association representing
complementary healthcare manufacturers and retailers. A large percentage of the fees
companies contribute to the CHC is allocated for resources to negotiate with the TGA on
matters of regulatory reform. Issues such as appropriate regulation, cost recovery, new
substance approvals, export facilitation and advertising being some of the major priorities
for industry representation by the CHC. By being a member of the CHC the membership
fees, by de-facto, become additional charges required to do business with the TGA for the
regulation of medicines. As parts of the regulatory framework for medicines are self-
regulatory or co-regulatory, costs such as membership fees form part of the funding from
industry to regulate public health and safety in conjunction with the TGA.

In closing, it is hopeful the Commission is able to assess the monopoly services the TGA
provides in addition to the costing structure for their services. Industry requires the TGA and
DFAT to ensure that cost recovery activities are provided in the most cost-effective manner and
would encourage ongoing strategies to improve their current service arrangements.

Yours sincerely,

Darin Walters
Chief Executive Officer
Blackmores Ltd

CC : Ms Jan Samuels, Mr Marcus Blackmore










































