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Outline:
Is the Bill currently being debated by our Federal Parliament about cures for sick children, for Alzheimer’s, Parkinson’s, Juvenile Diabetes etc. or is there more to the legislation than meets the eye?

This submission will discuss the issues that have been highlighted in the Australian Press over the past few months. We will also point out that 90% or more of the media ‘hype’ concerns 10% or less of what the bill will allow.

Is this because the remaining 90% or so of what the Bill will allow is non-contentious? No. It simply has not been debated at all in any mature way.

Should the Senate proceed to debate this Bill along similar lines as has occurred in the House of Representatives, and should the Bill pass, our legislators will have done themselves and Australia a great disservice. 

Background:

An embryo is a member of the human family equal in status to any other. Any other attempt to define when life begins (i.e. When an embryo becomes human) not only lacks the support of most embryologists and scientists, but also lacks any certainty or clarity. (Is it 14 days – or 14 days and 5 minutes etc…?)

Experimentation on embryos is no different to experimenting upon any human being. The size or age of the human being does not alter their status as part of the human family nor does it determine (or diminish) their rights to protection under the law.

In 1947, the Nuremberg Code on “Permissible Medical Experiments” was created in response to the atrocities perpetrated on Jews, Gypsies and other ‘undesirables’ by the Nazi Regime. 

Three note worthy clauses that bear upon this current issue:

· “The voluntary consent of the human subject is absolutely essential”;

· “The experiment should be conducted as to avoid all unnecessary physical and mental suffering and injury” &

· “No experiment should be conducted where there is an a priori reason to believe that death or disabling injury will occur; except, perhaps, in those experiments where the experimental physicians also serve as subjects.”

We should pause a moment and consider the human tragedy that prompted the creation of the Nuremberg Code. Then we should question our motivation to consider an issue that will clearly violate its precepts? The Holocaust happened within living memory - how is it that we forget so easily?

Embryo or Adult? More questions than answers.

Embryo versus Adult? A live human or a bunch of cells less than the size of a full stop? A Moral or Immoral act? These are some of the questions that we’ve been asked to consider in the debate thus far. If the answers to these questions were merely a matter of individual opinion it would be difficult to arrive at a convincing consensus. However, there are objective facts that should inform the debate, steering the result, in our opinion, towards adult stem cells in preference.

It is not our intention to labor this submission with extensive lists of quotes to prove the point. We’ll leave that to medical experts who can better argue the case. Rather, we pose a series of questions for your consideration:

1. It is claimed either that embryo stem cells are at least as effective as adult stem cells or, that their efficacy is as yet untested. We know that adult stem cells have been used for a decade or more in both trails and real medical situations successfully and without antecedent problems. Effectiveness can be measured on the one hand (AS cells) and not on the other. How long would we be prepared to allow ES cell research to continue before expecting results? Five years? Ten years? Indefinitely?

2. It has been claimed that ES cells are potentially better than AS cells because the former are ‘pluripotent’, that is to say, more plastic and versatile. Yet it is this pluripotency that has caused the growth of tumours in one in five cases where ES cells have been used. AS cells on the other hand, being less plastic, behave more predictably when introduced into human tissue – becoming nerve cells when in existing nerve tissue, heart muscle when in existing heart muscle etc. Do we want versatility and plasticity with a 20% risk of tumors, or predictability without health concerns?

3. Most serious commentators, including Dr.Trounson himself, do not deny that the human embryo is both human and alive. Can we really justify their destruction when the benefits from doing so remain in the realm of unproven ‘potential’ and do not show any signs of being anything else?

Summary:

Can we really afford to pass into law a bill that is based upon unverified promise rather than tested fact? Surely, in the pursuit of the truth of the matter, we need at least to be more prescriptive about what the bill allows and for how long.

(We will discuss later on in this submission the fact that the provisions in this Bill have very little to do with ES cell research for cures.)

National Stem Cell Research Centre
Dr. Trounson, the leading protagonist for ES cell research, is also the director of the new National Stem Cell Research Centre and the beneficiary of approximately $60 million of Federal and State funding. It is of great concern to our organisation that Dr. Trounson’s obvious preference for ES cell research may well be a conflict in interest creating prejudice against AS cell research which could stifle promising research.

Human cloning: an inevitability.

“IVF doctors are very good at finding ‘genuine reasons’ for whatever practices they want to carry out. We have seen time and time again, the slippery slope is very real.” [Senator Harradine, The Age 9th April 2002 in reference to human cloning.]

“The issue of cloning isn’t going to go away” [John Anderson, The Australian 12th August]

“Until the article in Cell we didn’t have a powerful argument to go ahead with therapeutic cloning. Now we can’t give that up. This is too much to give up.” [Professor Trounson, The Australian 1st April 2002]

The Andrew’s Committee unanimously supported a three-year moratorium on so-called therapeutic cloning. We say ‘so-called’ because we do not recognise any practical distinction between ‘therapeutic’ and ‘reproductive’ cloning except to note that, in the case of the former, cloned embryos are created with the specific intent that they be destroyed for their stem cells. In any case, a moratorium merely forestalls the inevitable if embryonic stem cell science is to proceed.

It is an accepted reality that ES cells suffer from the same sorts of tissue rejection problems as organ transplantation. Immunologist and Director of the Queensland Institute of Medical Research, Professor Michael Good, said recently that, because of these problems, “(T)he science of embryonic stem-cell research does not stack up.” [The Australian 12th August 2002]

Professor Good went on to say that the chance of a tissue match for ES cells was similar to that for organ donation. He claimed that, “a sufferer had only a 53 per cent chance of finding a match among the world’s 7 million-odd registered 

would-be donors. – The same mathematics would apply to embryonic cell tissue.”

This being the case, then ES cell science may only ever provide cures where a tissue match is made. This is either a dead end science, because of its limited application, or a science that will rely on human cloning to broaden its usefulness.

The Human Cloning option, by various methods, using the DNA from the donor-patient means that the ES cells harvested from the cloned embryo are an exact (or almost exact) tissue match.

In her article in The Australian entitled Pushing the boundary, [1st April 2002] Journalist Deborah Hope reported Dr. Trounson as having said, at a Melbourne Forum of over 100 scientists, that he “absolutely and unreservedly” supported the use of therapeutic cloning. Yet five months later, we find Dr. Trounson being quoted in the Press [the Australian 8th June, The Age 29th July amongst others] as now believing that Human (Therapeutic) Cloning will not be necessary. He claims that an alternative process known as ES Cell based nuclear reprogramming, where an ES cell is enucleated and an adult cell nucleus inserted is more ethical and more promising.

Summary:

Dr. Trounson’s view may have changed on Human Cloning. This may well be as a result of new scientific research, however, the new research may never develop further and Human Cloning might still be considered to be cheaper and easier simply because the technology already exists. The alternative presented by Dr. Trounson and Bresagen may yet take years to develop past the trial stage.

Embryo Farms: exploitation of women – a real risk.

“Section 25 (of the Bill), allowing the use of embryos in IVF procedures, could be expanded by regulation by a future federal government to allow the use of embryos for any purpose, including the creation of embryos solely for research.” [The Australian 26th June 2002]

“Because many eggs are needed for human reproductive cloning attempts, human experimentation could subject more women to adverse health effects – either from high levels of hormones used to stimulate egg production or because more women overall would be sought to donate 

eggs, which involves surgery with its own inherent risks.”  “But since the same procedure is used to create embryos for the harvest of embryonic stem cells, the same problem applies.” [Dr. David A. Prentice Ph. D. Professor of Life Sciences, Indiana State University Testimony to US Senate Judiciary Committee hearing on Human Cloning Ban, March 20, 2002 and quoting The National Academy of Sciences.]

The suggestion that embryo farms might be created to store both embryos and stem cell lines to enable easy access and the possibility of tissue matching and future cures is about to become a reality in the UK.

Responding to claims that couples undergoing IVF treatment could be put under pressure to donate spare embryos to the bank, Ian Craft of the London Fertility Clinic said: “I think patients have been pressurised to give up embryos in the past and I’ve always been very much against that,” he told the BBC. [BBC News Online 28th August 2002]

The UK Human Fertilisation and Embryology Authority (HFEA) says that their ‘very strict guidelines’ would mean that it would be wrong for clinics to put pressure on patients to donate embryos. However, there remains in our opinion, a very real risk that such an enterprise could not help but exert some pressure on couples whose situation makes them extremely vulnerable. What is more, a simple increase in the dosage of the super-ovulatory drugs (used in IVF to harvest a number of eggs) can be used to effect an artificial increase in the number of ‘surplus’ embryos to the benefit of an embryo farm.

The use of super-ovulatory drugs has known health risks for the egg donor. Any increase in dosage, while difficult to monitor by any authority, could produce long-term difficulties. Further, the number of eggs so harvested can easily be revised downward in the knowledge that verification is impractical and unlikely, thereby providing access without consent to great numbers of human eggs.

Summary:

Embryo farm or not, the harvesting of human eggs poses both possible health difficulties for the donor and ethical loopholes for the clinic concerned.

How many embryos? – No, really?

“Prior to President Bush’s decision it was said we have got plenty of existing stem-cell lines to work on. Once President Bush said right, let’s use the ones we’ve got, then it was said we need to do more.

“It’s been said in the past few weeks that we’ve got 70,000 excess IVF embryos, so we should be able to use them.

“Once the PM said on Thursday, let’s limit it to those 70,000…we had scientists saying we need to go further.” [John Anderson, Channel Ten’s Meet the Press April 7th]

The focus of this debate, stemming from the April 5th COAG Meeting, has centered around the 70,000 or so so-called ‘surplus’ IVF embryos known to be in existence at that point in time. The proposed Bill, under regulations, allows access to these embryos, for a range of purposes and, following the review of the regulations in 2005, will probably also allow access to embryos created post the 5th of April.

70,000 is a large number, but how many embryos need to be experimented upon to harvest the stem cell lines that Stem Cell Sciences and Bresagen need to proceed with their research?

In submissions to the Andrews Committee, Professor Alan Trounson noted: “If we want to derive four new lines of embryonic stem cells we would theoretically use eight embryos and we would not really want to use any more ever again. We would have enough cells there to supply all the research institutes in Australia, and probably world-wide…” [from ‘Human Embryos: A Limitless Scientific Resource?’ Southern Cross Bioethics Institute, July 2002]

“The most we could use in a year in terms of frozen embryos is 50. That would give us 10 cell lines and we would be very busy looking after those.” Says Dr. Trounson in a report in the Australian in April this year [9th April]. Again David Wroe of The Age reported that, “Professor Trounson’s team needs about 50 embryos…” [4th June]

Then, on the 31st of July this year, the ABC ran an article entitled: ‘Human embryos no longer needed for stem cell research’ quoting Professor Alan Trounson as saying that the process is not sustainable because scientific breakthroughs are always being made.

Whether the number be none or fifty or somewhere in-between, it is nonetheless clear that no more than say, 100 embryos (to be generous) could be used in any one year for the creation of new stem cell lines for research. Should this legislation be passed, it should limit itself to allowing no more than 100 embryos to be used for experimentation.

The argument for new stem cell lines from embryos is based, in part, upon the fact that current lines have been developed upon a base of feeder cells from mice. These ES cells cannot be used in human trials because of the risk of viruses crossing between species. Yet, no major studies have yet been 

successfully undertaken using ES cell therapies on animals – the normal precursor to human trials – so this argument cannot be sustained. Existing lines are therefore more than adequate for current purposes.

Summary:

Leaving aside the arguments of embryo stem cells versus adult, for the sake of this point; if the scientists involved in the research tell us they only need 50 embryos per year why are we offering access to 70,000 plus? Why do scientists need any more embryos when human clinical trials are still years into the future? Or, are there other reasons that scientists want access to these embryos that have nothing to do with curing disease?

Animal studies:

Earlier in this submission we made reference to the fact that human ES cells have inherent and, as yet, insurmountable practical and health problems when introduced into human tissue.

Recent hype surrounding ‘successful’ experiments conducted on a paraplegic rat at John Hopkin’s University in the USA - having now been correctly attributed to germ cells – not embryo stem cells, highlights a significant problem. There have been no animal trials using ES cells that have proven successful enough to warrant an ethics committee approving clinical human trials. In other words, no trials on animals have thus far passed anything like standard prerequisite safety and efficacy criteria that would open the door to human trials.

On the other hand, adult stem cells have an impressive track record of successful trials and effective treatments. (see www.stemcellresearch.org)

Summary:

We recommend that, should the bill proceed to law, that there be included a moratorium on embryo experimentation for a period of no less than three years, to enable peer reviewed animal trials to meet normal safety and efficacy criteria. In the meantime, existing stem cell lines provide more than sufficient resources for research and testing.

But is this Bill really about curing diseases?

As we have already pointed out, the maximum number of embryos needed to satisfy the worldwide need for clean stem cell lines, if indeed they were necessary, would be 100 as a generous upper limit.

The Bill is proposing to allow firstly access to a possible 70,000 odd embryos and then, in 2005, probably to all embryos in storage at any one time. In doing so, it is either providing far more embryos than is ever likely to be needed (for ES cell research into diseases) or is providing embryos for other purposes.

The Southern Cross Bioethics Institute in its publication, Human Embryos: A Limited Scientific Resource? Makes the following observation:

“This legislation will, however, allow destructive research on human embryos for a much wider range of purposes, the derivation of ES cells accounting for the smallest number of human embryos which have been, and will be used. This has not been drawn to the public attention.” [Synopsis pg. 1.]
The publication goes on to describe at length what it is that scientists need (want) embryos for, including evidence supporting the claims. 

This list includes:

· For the derivation of stem cells;

· For examining the effectiveness of new culture media used in ART practice;

· For better understanding embryonic development and fertilisation;

· To train clinicians in micro-surgical techniques;

· To examine gene expression patterns of developing embryos;

· For improving ART techniques;

· For toxicology studies on live human embryos; and

· For testing new drugs on humans rather than animals.

As the Institute points out, these facts have not been brought to public attention. Indeed, whenever suggestions have been made recently that there might be more to the issue, opponents have been quick to claim that the commentators were engaging in scaremongering.

The description of many of the procedures listed above would, without doubt, cause great concern were the wider community aware of them. How can the debate proceed to a vote without, a) the Bill being amended to restrict access to embryos solely for ES cell research for cures, or, b) that the debate be 

broadened to discuss the entire range of uses for embryos before proceeding further?

Summary:

The bill before Parliament has inspired significant debate over the use of Embryos for stem cell research. However, the Bill, in its current form allows much more destructive research possibilities than have been discussed at the present time. The Bill should either be restricted to legislating in terms of the debate, or fully debated in terms of what the Bill will allow.

Resources:

Booklet: 
Human Embryos: A Limitless Scientific Resource?
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