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the Australian Society for Medical Research
ACN  000 599 235 - ABN 18  000 599 235
145 Macquarie Street. Sydney, 2000
Ph: (02) 9256 5450, Fax (02) 9252 0294
Email: asmr@world.net,
Website: www.asmr.org.au
 Senior Executive Officer: Catherine West


July 25th, 2002

OGTR Review
Acumen Alliance
GPO Box 1880
Canberra ACT 2601

Dear Sir/Madam,

Re:	OGTR – Options for the Cost Recovery of Services 

The Australian Society for Medical Research (ASMR) is the peak body representing health and medical researchers.  In addition to direct membership, ASMR represents the sector through 42 affiliated professional societies and Medical Colleges, representing some 15,000 people actively involved in health and medical research in Australia. In addition, corporate and disease related foundation memberships bring a further 85,000 Australians with an interest in health and medical research into association with ASMR. ASMR’s mission is "to foster excellence in Australian health and medical research, and to promote community understanding and support for health and medical research in Australia". ASMR achieves these goals through public, political and scientific advocacy.  

Health and medical research (H&MR) aims to improve the condition and relieve the burden of disease from individuals, families, communities and whole societies.  In addition to this longstanding set of goals, current (bipartisan) government policy is to translate the investment in H&MR into health, social and economic outcomes (eg Health and Medical Research Strategic Review – the Wills Review). The ASMR has strongly endorsed these actions. In addition, current government policy is to encourage the development of biotechnology with considerable investment in this area arising from the Backing Australia’s Ability program.

The ASMR supports the development of gene technology in all its various forms and accepts that the current regulatory system provides safeguards for the public and the environment. Any fees and charges should be in direct proportion to the actual evaluation time, not charging for the entire operations of the OGTR. In addition, there should be an exemption for fundamental research involving low risk or contained dealings from fees and charges. This is consistent with the governments investments in science and research and in its goals to developing biotechnology in Australia. The ASMR supports a mixed model comprising elements of Options 2, 3, 5, 6 and 7. Option 6 is closest to our preferred position in which fees are not incurred for low risk and contained dealings (NLRD and DNIR), thus supporting fundamental research. Modest fees would be charged for advanced field trials where commercialisation is probable and full fees charged on commercial release. The application of a phased cost recovery (Option 7) for once off fees or a levy (Option 2) until the equivalent amount of the once off fee is collected is appropriate for commercial release of GMO products. The system as outlined would require some degree of government support and the ASMR considers that a mix of commonwealth and 

state support would be appropriate (Option 3) and that the commonwealth support should be sourced from the Biotechnology partner agencies (Option 5).

A more detailed assessment of the merits of each of the options is presented below.

The ASMR, through its representation as the peak body representing health and medical researchers would wish to be consulted as the options for cost recovery are further developed.

Yours sincerely,
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Professor Peter R Schofield
President






Background Comments

The public consultation document provides an overview of the various scenarios that could be conceived as delivering cost recovery. Before commenting on the models for cost recovery, it is appropriate to consider the degree of administrative cost imposed by the new legislation and the current and historical perspectives. It is also critical to consider the data on safety and risk to the public and the environment which were the reasons for enacting this legislation.

The former GMAC voluntary compliance system, was in effect mandatory in health and medical research since approval was required for all forms of government grant support, eg from the NHMRC or ARC. The small GMAC staff, and the local IBCs presided over a regulatory system that managed contained dealings with, to our knowledge, an unblemished safety record. However, with the increasing levels of planned release of GMOs and the degree of public concern, it was appropriate to provide a greater level of oversight and scrutiny of projects in the areas of concern. We understand the OGTR will have a staff almost ten times larger than GMAC, when current short term hirings are completed, and as such a very much larger regulatory burden is now accompanied by an increased cost recovery burden.

An important aspect of cost recovery is what is being recovered.  This could be the entire costs for operating the OGTR as is currently being proposedor the specific costs associated with the OGTR review of applications etc, which is the appropriate metric.  The ASMR is of the strong view, and cites other equivalent government cost recovery processes, that it is reasonable and fair to only charge fees that correspond to the level of administrative and regulatory input. For example the fees associated with applying for and being granted an AQIS import permit (a process regulating areas of equivalent risk to the public and the environment) are only $64 per application. 

Moreover, the Gene Technology Act is an unusual system in which, based on the KPMG analysis, very substantial fees and charges are envisaged. What is unusual is that fees of up to hundreds of thousands of dollars are proposed and would be charged for the R&D phase of the project, when commercial success is far from guaranteed.  Again by comparison, evaluation of a new drug application by the TGA results in fees for the direct evaluation which costs of $150,000-$200,000.  However, the result of the evaluation is the approval to market the drug, thus providing a means to recover costs.

Option 1 Full Cost Recovery
ASMR does not support this model. KPMG analysis indicates that fees and charges will be significantly in excess of the actual regulatory review costs. The government’s decision to impose the Gene Technology Act, in the face of a 20 year history of safety with contained dealings, was for public and environmental reasons. Shifting costs for these policy decisions to scientific investigations of contained dealings without any substantial public or environmental concerns is inappropriate and not justified. 

While the projected costs for NLRDs are relatively small (eg $150) the cost for DNIR applications which are also conducted in identical contained PC2 laboratories is extraordinarily high with a projected cost of $35,000 per application. This is vastly more than the time needed by OGTR staff to review risk assessment and risk management plans. The ASMR does not support the introduction of fees for contained dealings. Similarly, initial accreditation fees are suggested to be of the order of $120,000. This seems outrageously overpriced for evaluation of a simple form and a few appendices of standard information.  In comparison, evaluation of original data in TGA submissions for new drugs have fees of $150,000 - $200,000 but typically involve 

review of 50,000 pages of data. The OGTR accreditation fees are clearly not justifiable by the assessment of regulatory input. Likewise, the costs of certification and commercial in confidence applications are completely unjustified in terms of the actual work involved in their review.

Cost recovery of this nature would have a profound impact on medical research and biotechnology in this country. It would have profound negative implications for the public and private R&D sector. ASMR has had numerous members express deep concern over these proposals, especially over Option 1.

Finally, we note the large role played in assessment of IBCs in evaluation of contained dealings, especially for NLRDs.  Charges for notifications are extremely hard to justify in any form.

Option 2 Levy on Licensed Commercial Sales of GMOs
Recovering fees once a product generates sales has considerable merit. It would result in fees and charges being linked to marketing approval as occurs with pharmaceuticals. However, it would seem an unfair impost to companies with commercial income to charge a levy beyond the specific costs associated with the full review of their own products.

Option 3 States and Territories to Contribute
The ASMR does not object to modest or subsidised fees in proportion to actual regulatory review periods.  To achieve such fee levels governments, both federal and state, would need to accept that they wanted the current level of regulation on behalf of their constituencies and therefore shoulder a portion of the costs of regulation. Likewise, both state and federal governments are actively attempting to develop a biotechnology industry and imposing significant costs on start-up companies, public sector developments and companies who do not yet generate profits would be a major impediment to the development of this new industry sector.

Option 4 Key Research Funding Bodies to Contribute
ASMR does not support this option as it would withdraw public sector investment in research at the source.  In recent years the government has committed to double research support for both the ARC and the NHMRC because of the value and returns of investment in research. It would be inconsistent to now levy the research funding agencies.  In addition, the selective targeting of some funding agencies but not other commonwealth funded biotechnology initiatives would be highly discriminatory. Similarly, the private sector would receive benefits through reduction in public sector capacity.

Option 5 Commonwealth Biotechnology Partner Agencies to Contribute
Following our comments on Option 3, that partial commonwealth support is required, the identification of specific commonwealth departments involved in biotechnology would seem to provide an appropriate mix of relevant groups to support the operations of the OGTR. As the OGTR is at present in the Department of Health and Ageing, but applications for gene technology work are found in health, science, agriculture, environment and industry it seems appropriate that the federal contributions should be shared between the relevant departments.

Option 6 Stepped Approach
This is the most attractive option to the ASMR.  It appropriately exempts fundamental research involving low risk and contained dealings from fees and charges. It provides for modest fees for advanced field trials where commercialisation is probable and would recover full fees on application for commercial release, as currently happens with pharmaceuticals. The application of a once off fee would seem more appropriate than an ongoing levy, as detailed in option 2 above.



Option 7 Phased Cost Recovery
The ASMR does not support this option as it could mean that even fundamental research would be subjected to increased cost recovery over time.  To the extent that the government desires to encourage the commercial success of the biotechnology industry, it would seem that phased cost recovery of the full commercial fees to be charged on commercial release, as outlined in Option 6, would significantly benefit the development of a vibrant biotechnology industry.



