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Executive Summary

AusBiotech, the peak biotechnology industry organization, maintains the position that it has held since the release of the Andrews Report and the meeting of the Council of Australian Governments (CoAG) which reflects the majority view of the industry. AusBiotech’s position is that the proposed legislation entitled “Research Involving Human Embryos Bill 2002” should be passed without amendment as soon as possible to allow the wide range of potentially significant benefits from this research to be investigated and pursued.

AusBiotech appreciates the importance of the legislative review process afforded by the Senate and applauds it as a tool to manage the changing demands of a growing democratic nation.

AusBiotech is the peak biotechnology industry organization in Australia, with over 1350 members including individuals and biotechnology companies engaged in activities in areas including but not limited to human and animal health, agriculture and food, diagnostics, medical and veterinary devices, bioinformatics, genomics, proteomics, nanotechnology, manufacturing and environmental biosciences.

In its role as the peak industry body for biotechnology in Australia, AusBiotech welcomes the opportunity to provide this submission on the Bill, under the auspices of the Senate Community Affairs Legislation Committee (“the Committee”).

AusBiotech believes that the Bill under consideration has come to the Senate via an unusually lengthy, structured and thorough process, and needs to be viewed in the light of the significant preparation underpinning the provisions within this Bill.

Furthermore, AusBiotech understands that the actions of the Senate, specifically in relation to the amendments to the Bill currently under consideration, are likely to have an impact on whether or not nationally uniform legislation will be adopted in relation to this crucial Bill.

AusBiotech agrees with the Prime Minister that, taken together, the provisions of the Bill constitute delivery of the Commonwealth’s part of a 

“comprehensive national regulatory system that …balances respect for human dignity, ensures that community standards and ethical values are upheld and enables the enormous potential of embryonic stem cell research to be explored for the ultimate benefit of mankind within legislated parameters and subject to close scrutiny” (1).

AusBiotech completely supports nationally uniform legislation as it strengthens the position of Australia as a nation on this crucial issue and ensures that activity under the legislation can proceed throughout the nation as a matter of urgency.

In the Report entitled “Human Cloning: scientific, ethical and regulatory aspects of human cloning and stem cell research” (2) (the Andrews Report), the House of Representatives Standing Committee on Legal and Constitution Affairs concluded that the Commonwealth’s power alone was probably inadequate to deal with all forms of cloning and embryonic stem cell research. (3).

They were supported in this view by the submission from the Attorney-General’s Department which stated: 

“ultimately it is probably the case that the Commonwealth Parliament does not have the power to enact legislation that would provide a comprehensive basis for prohibiting scientific research aimed at achieving … (either) … cloning research that involves the use of embryonic tissue, ..(or).. the conduct of research using embryonic stem cells, the creation of embryos for research; or for the purposes of obtaining compatible tissue for transplantation”. (4).

The structured and thorough path the Bill has taken to reach this point needs to be kept in close regard when considering any proposed amendments.

The Andrews Report (2) took approximately two years to complete. 

The document itself is over three hundred pages long, and includes detailed discussions of:

· the sciences involved; 

· input from the Australian Human Ethics Committee, 

· international consultation on legislation in other parts of the world on the issues under consideration, 

· submissions from families of people with disabilities such as Parkinson’s and Alzheimer’s disease, 

· input from ethicists, lawyers, and other interested parties in the forms of submissions and correspondence.

The Chair of the Committee, Kevin Andrews MP, noted in the Foreword of the Report that the report was commissioned to investigate a number of key issues. These included the use of adult stem cells for research, the use of embryonic stem cells for research, cloning for reproductive purposes, and a transparent, accountable and responsive regulatory framework for these areas of research.

In conclusion the Chair noted that:

“These are not matters to be decided behind closed doors by scientists or lawyers, however expert and sincere, without widespread community consultation. Nor are they matters that can be resolved by doing nothing. As a society we are confronted with profound issues that required ongoing attention and discussion. We believe this report contributes to this end.” (p. xiii) (2)

At the Council of Australian Governments (CoAG) meeting held early in April 2002, unprecedented unanimous support for the Bill, in its entirety, was decided upon by all state and territory leaders, together with the Prime Minister, the Honourable John Howard, MP. The sixteen recommendations from the Andrews Report were addressed by the original Bill.

As the Leader of the Opposition stated: 

“there are strong views and widespread community interest (relating to the matters addressed by the provisions within the Bill), so the way this debate has been conducted is important. It has been an exhaustive process. The House of Representatives Standing Committee on Legal and Constitutional Affairs considered this issue for two years before releasing its report in favour of the research back in August 2001. The issue has been to the Council of Australian Governments. It has been debated in party forums. It has been debated in the community, on television, on radio and in the newspapers. The National Health and Medical Research Council has taken the (provisions) to public fora…Every Australian has had a chance to have a say..” (5).  
Once more, the opportunity for the community to input to the legislative process has occurred, under the auspices of the Senate Community Affairs Legislation Committee (“the Committee”). The Committee has invited submissions on the Bill and the amendments that have been proposed, and it is this opportunity AusBiotech avails itself of at this time.

AusBiotech’s wishes to advise the Committee that its position is that the Bill currently under consideration should be passed without further amendment or delay. 

AusBiotech’s position represents the majority view of its stakeholders, widely canvassed over time, and most specifically at its recent meeting, the AusBiotech 2002 National Conference and Partnering and Investment Forum, held in Melbourne, 18-22 August attended by approximately 1,380 participants.

On the morning of Monday 19th August 2002, the Premier of Victoria, the Honourable Steve Bracks, opened the AusBiotech 2002 Conference for the Australian biotechnology industry, with an impassioned speech reiterating Victoria’s support for the original Bill, under the CoAG agreement. 

AusBiotech’s position – as it has always been – is that the original Bill in its entirety should have been passed as legislation under the spirit of CoAG, and in recognition of the exhaustive two year consultative process that was the Andrews Report. 

AusBiotech did not at any stage support reproductive cloning as an acceptable avenue to achieve research advances.

AusBiotech, as the biotechnology industry organisation, expresses great disappointment that the original Bill has been split.

AusBiotech has reviewed the following proposed amendments in detail (6 -12):

· The amendment to be moved by Mr Cadman to oppose Clause 60.  (6)

· The amendment to be moved by Mr Cadman to substitute Clause 61. (7)

· The amendment to be moved by Mr Cadman to alter Clause 25.  (8)

· The amendment to be moved by Mr Pyne to substitute Clause 56.  (9)

· The amendment to be moved by My Pyne to substitute Clause 25 (2)(d)(ii).  (10)

· The amendment to be moved by Mr Andrews to Clause 36.  (11)

· The amendment to be moved by Ms Gambaro to add to Clause 25 (1).  (12)

AusBiotech’s view is that the majority of these amendments, aside from that proposed by Ms Gambaro (12), are not in the spirit of the recommendations of the Andrews Report, and the historic CoAG agreement reached in April 2002, and are therefore not supported by AusBiotech. 

This is not to say that some of the amendments do not have merit or logic, but the issue remains that they are not in the spirit of the recommendations of the Andrews Report, and the decision that CoAG came to on this Bill, in April this year.

Therefore, AusBiotech strongly urges the Senate to pass this legislation, without any of the proposed amendments, making only such minor refinements as are necessary for consistency with existing legislation and recognizing that there is opportunity for refinement in the provision for regulations and in the provisions bearing on the review process.

It is AusBiotech’s view that consideration of the proposed amendments to the Bill mentioned above, or any others that are not consistent with the substance of the CoAG agreement that succeeded the exhaustively prepared Andrews’ Report, be dismissed and the legislation passed, without amendment, at the earliest opportunity.

Consideration of such amendments only hinders the process of legislation further, and in turn, prevents important and potentially life-altering medical research from proceeding, to the potential benefit of individuals in Australia, and throughout the world.

This potential delay, in light of the extensive consultation to date, is unnecessary, and AusBiotech urges Senators to remain focussed and move forward as a matter of urgency in order to enable vital medical research to proceed.

Australia has a leading global position in this research which must be preserved. The passing of the unamended Bill will ensure that Australia will retain this current global leading position for the direct benefit of Australians, and people around the world, by enabling programs and activities that have the potential to deliver real and clinical outcomes to the chronically ill to proceed without further delay.

In closing, and in agreement with the Prime Minister, AusBiotech urges that the provisions, “the totality of the legislative elements of this bill” that “represent the delivery of the COAG agreement” not be amended (13) in any way.
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