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August 15, 2004

Stem Cell Battles

tem cell research moved to the forefront of the presidential campaign last week. The Democratic candidates said they would ease the Bush administration's restrictions on federal funding and quadruple the money available. Republicans retorted that they were the first to finance embryonic stem cell research and that the Democrats were cruelly inflating expectations for instant cures. Just as the debate was heating up, two developments suggested that the Democrats were right to call for expansion of this important research. 

An opinion piece in The New England Journal of Medicine asserted that many opportunities are being missed, or soon will be, for lack of federal grants to pursue promising avenues of research that have just opened up. Meanwhile, British regulators issued their first license allowing scientists to use cloning techniques to produce stem cells, thus opening the way for Britain to surge ahead in the most promising area of stem cell research.

The Democrats clearly think they hold a winning card in stem cell research because of its potential, eventually, to yield treatments for diabetes, heart disease, neurological ailments and a host of other illnesses. Although religious conservatives consider such research immoral because it requires the destruction of very early stage embryos in the laboratory, polls show that most Americans back the research for its medical potential. 

The Democrats have exploited the fact that the research is supported by Nancy and Ron Reagan. Mr. Reagan was given prime exposure at the Democratic National Convention to argue that "the theology of a few" should not be allowed "to forestall the health and well-being of the many." That is why the Republicans countered with their own weapon, the first lady, Laura Bush, who emphasized the preliminary nature of the research - particularly in the case of Alzheimer's disease - and deplored any implication that cures were around the corner. In a move to head off the Democratic attacks, she stressed not the restrictions that her husband had imposed but that he is the only president to authorize federal funding for embryonic stem cell research, leading to $25 million in federal grants last year. That was technically true but glossed over the Clinton administration's preparation of far more generous funding guidelines, which were blocked by the Bush administration.

Mrs. Bush is surely right that some advocates of stem cell research leave the impression that cures may be just around the corner, whereas virtually all experts agree it will be a long, hard slog, with success by no means guaranteed. Yet there seems little doubt that the slog will be all the harder if the federal government, traditionally the main driving force in basic biomedical research, hangs back from the field. The president's policy limits federal funding to research on some 20 stem cell lines that existed three years ago. That makes it harder for scientists to do research on dozens of other stem cell lines that have since been created with private funds, including new lines that reflect genetic diseases not present in the Bush-approved lines. The Bush policy also rules out research on stem cells that are genetically matched to a patient, the avenue that will now be explored by the British while American researchers' hands are tied.
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NATIONAL DESK March 4, 2004, Thursday 
Bush Policy on Human Stem Cells Faces New Challenges 
By NICHOLAS WADE (NYT) 762 words

The White House's policy on research with human embryonic stem cells has been put under new pressure by the dismissal of a leading biologist from the President's Council on Bioethics last week and by the development, announced today, of new stem cell lines by a Harvard researcher. 

At present, researchers who receive government financing can only work with human embryonic stem lines that were derived from embryos before 9 p.m. on Aug. 9, 2001. 

This was a political compromise that allowed stem cell research to begin but that also assured opponents of abortion that no more very early embryos would be destroyed. 

Dr. Douglas Melton, a biologist at Harvard, reported today in The New England Journal of Medicine that he had developed 17 new human stem cell lines with private money and would make them available to other researchers. 

But scientists who are supported by government grants -- the vast bulk of biomedical researchers -- cannot use the cell lines because they were derived after the White House cutoff date. An editorial in the journal says that Dr. Melton's cell lines ''should become part'' of the approved list of lines registered by the National Institutes of Health. 

Almost all scientists agree that if the promise of human embryonic stem cells is realized and they prove to be a universal repair kit for patching up impaired body tissues, many new cell lines will need to be derived. 

A critical question is whether the health institutes' registry now includes enough cell lines for researchers to establish whether or not the cells can be used to treat disease. Dr. Melton said that he did not know for sure whether research was being impeded by the present constraints, but that he had to develop his own lines, a choice not open to researchers without private money. 

Dr. Ron McKay, a stem cell researcher at the institutes of health, said the agency's cell lines had so far proven suitable for his research, including a project to develop cells for treating Parkinson's disease. But he added that if the project reached the clinical stage, perhaps in two years, it would be necessary to derive new and more appropriate cells. 

''It will become obvious that there are cell lines out there that have therapeutic value and it will be morally impossible to support the case that you shouldn't be using them,'' Dr. McKay said. 

The agency is trying to support research on human embryonic stem cells to the full extent they can within the law, and there is no cap on research money for the field, said Dr. James Battey, chairman of the agency's panel on stem cells. 

Of the 78 cell lines the institutes originally ascertained had been created before the August 2001 cutoff date, 15 have been developed and are available and another 8 should come on line soon. Of the others, The Washington Post reported yesterday, 16 lines have proven not to be viable. Dr. Battey said that kind of failure was completely expected in cell line research. 

When asked by a reporter what the institutes would do, if and when scientists proved that the method worked and needed to develop new cell lines, Dr. Battey said, ''When we come to that bridge, we will jump off it.'' 

Last week, two members of the President's Council on Bioethics, which advises on stem cell research and other issues, were told that their two-year terms would not be renewed. Their dismissal was protested in a letter sent to President Bush by Dr. Arthur Caplan, an ethicist at the University of Pennsylvania and 131 others. One of the two departing members, Dr. William F. May of the University of Virginia, issued a statement saying he had not expected to serve again and praising the chairman, Dr. Leon Kass, for his evenhandedness. 

The other member, Dr. Elizabeth Blackburn of the University of California, San Francisco, attributed her dismissal to the fact that she had strongly dissented from some of the council's positions. 

''He doesn't like his authority to be questioned,'' she said of Dr. Kass. Dr. Blackburn is a leading cell biologist and one of the founders of an important new field to do with the structure of chromosomes. 

Dr. Kass declined to comment, but referred reporters to an article he wrote in yesterday's Washington Post, in which he stated that Dr. Blackburn's replacement was not political and not connected with any dissent she had expressed inside the council. 
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June 12, 2003, Thursday 
EDITORIAL DESK 
Bush's Political Science 

By Stephen S. Hall ( Op-Ed ) 898 words

What do weapons of mass destruction and stem cells have in common? The controversy over the Bush administration's representation of Saddam Hussein's arsenal seems like déjà vu to those of us who followed the president's first major policy decision two years ago: research on human embryonic stem cells, which may have the potential to treat many major diseases. 

In August 2001, President Bush announced a ''compromise'' policy that limited federal support to research on already existing stem cell lines. (Each line is cultivated in a lab from tiny stem cells extracted from human embryos, usually the byproducts of in vitro fertilization.) The administration's position, intended to appease anti-abortion groups without alienating scientists and patients, was justified in part by claims that researchers already had dozens of such cell lines. However, after the announcement the truth slowly became clear: many of these lines never existed, and others were not freely available. 

Two months earlier, in June 2001, scientists first learned that the administration was considering the new policy. It set off alarm bells, because researchers knew that only a half-dozen or so stem cell lines had been described in the scientific literature. 

Several scientists were already suing the National Institutes of Health and the Department of Health and Human Services to force the government to support their research. In a June 15 letter to Tommy Thompson, the secretary of health and human services, their lawyer, Jeffrey Martin, outlined several critical shortcomings of the policy. It pointed out that half a dozen human embryonic cell lines would be inadequate for vigorous research and that their availability might be severely constrained by patents. Mr. Thompson later told me that he had received Mr. Martin's letter and added, ''I take whatever he writes seriously.'' The rest of the administration, however, apparently did not. 

On Aug. 2, a delegation from the National Institutes of Health informed the president and his advisers that approximately 60 human embryonic stem cell lines either existed or were in ''development.'' That distinction is crucial, because something in development has not passed muster as a cell line; researchers do not know if it is capable of sustained growth in culture and can therefore be shared with other laboratories. But by the time the president met with the bioethicist LeRoy Walters of Georgetown University, later that day, the distinction had been lost. The White House group told him of the N.I.H. estimate and paid little heed to his skepticism that so many cell lines were available. 

Despite such warnings, President Bush went on television on Aug. 9 to explain his policy, saying there were ''more than 60'' cell lines available for research. Some N.I.H. scientists were flabbergasted when the president uttered that number; many stem cell scientists immediately challenged it. Yet the administration held fast to its claim that dozens of fully realized cell lines were freely available to researchers. Secretary Thompson stated, ''They're diverse, they're robust, they're viable for research.'' 

But this was all a fiction, and it began to erode within weeks. On Sept. 5, under relentless Senate questioning, Mr. Thompson admitted that only two dozen cell lines were ready and available. It even looked as if the stem cell policy might unravel. Then came 9/11, and the issue dropped out of sight. Few noticed publication of the N.I.H.'s official stem cell registry in November, which listed 71 separate lines. 

But scientists continued to have trouble getting the cells. At a small scientific meeting on stem cells in November 2002, I heard a senior N.I.H. official privately concede that the stem cell registry was ''misleading.'' Later that month, with no public announcement, the institutes drastically amended the stem cell registry, cutting the list to just nine cell lines. 

Why does the number of cell lines matter? After all, Secretary Thompson told Congress that the bulk of basic research on mouse embryonic stem cells was done with only about five cell lines. While this is technically true, it is very misleading. In order to identify those five optimal lines, scientists first had to create hundreds of mouse stem cell lines. 

Human stem cells vary greatly in characteristics -- they are almost as individual as personality -- and some will ultimately prove to be better than others for research. Douglas Melton, a stem cell scientist at Harvard, says that researchers would need to cultivate perhaps 1,000 human stem cell lines to be sure they had the best options for research. When I vetted that estimate with Martin Evans, a biologist in Wales who is the elder statesman of mouse stem cell research, he agreed that it was in line with his work on mice. 

The aim of stem cell research is to benefit the tens of millions who have illnesses like diabetes and Parkinson's disease. They deserve our best effort -- not a restrictive and disingenuous policy sold to the public on the basis of exaggerated information. 
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Stem cell research is a key area where religion, politics and science have clashed.  Stem cell research is – with the possible exception of evolution – one of the first scientific issues that have actually become a topic debated in a presidential race. The Bush administration has attempted to stop stem cell research as part of their anti-abortion stance, whereas the Kerry campaign has – somewhat unrealistically -- poised stem cells as a potential breakthrough technology that Republicans are withholding from the public.  Here are some recent articles from the New York Times  reviewing some of the politics.
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