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The world's top medical journal said Herceptin might be a cure. A rival publication said the data are inadequate. A third wrote that there should be a process so patients can get timely access to such highly effective drugs.

Perhaps no other anti-cancer drug in recent memory has garnered more divergent opinions than trastuzumab, known by the brand name, Herceptin.

Breast-cancer patients who produce too much of a protein called HER2 have been demanding the drug, which in Canada costs between $35,000 to $50,000 for a year's worth of treatment, depending on a patient's weight. The drug is given for one year.

The New England Journal of Medicine, which published results of three clinical trials involving 8,432 patients in 39 countries, said in October that treatment should change immediately to provide the drug to those with the genetic mutation.

Not so fast, The Lancet said. In an editorial this month, the journal was particularly critical, saying interim results were insufficient.

Also this month, a British Medical Journal editorial said health-care systems should not be left scrambling when new treatments come on the market.

How the controversy over Herceptin unfolds is particularly important, not solely for breast-cancer patients but for future public funding of drugs. If scientists cannot agree on Herceptin, what hope do other, lesser drugs have?

Joseph Pater, director of the National Cancer Institute of Canada's clinical trials group at Queen's University in Kingston, is mystified at how contentious Herceptin has become.

"It's the most highly significant result anyone has ever seen in breast cancer. It really is hard to know why it is so controversial," he said.

"I guess people are not used to good news in cancer research."

Results of the first trial, which examined the use of Herceptin after chemotherapy treatment was completed, showed 14.2 per cent of women who received the drug had a recurrence of their disease within two years of diagnosis, compared with 22.6 per cent of women who did not take Herceptin. Put another way, there was a 37-per-cent reduction in risk of having the cancer return two years after diagnosis. Overall, however, study authors reported a 50-per-cent reduction in recurrence for all clinical-trial participants.

The two other trials examined Herceptin given simultaneously with chemotherapy. They showed 14.7 per cent of women who received the drug had experienced a recurrence of their disease within four years of diagnosis, compared with 32.9 per cent of women who had chemotherapy alone. That translates into a 55-per-cent reduction in the risk of a recurrence.

However, when taken with certain types of chemotherapy, Herceptin caused heart problems in as many as 4 per cent of study participants.

The rate of heart problems was significantly lower -- half a per cent -- in the study in which patients were given Herceptin within a year after completing chemotherapy.

The drug works by binding onto the HER2 receptor, where it slows or stops the cancer's growth. As many as 30 per cent of breast cancer patients produce too much HER2.

Brian Leyland-Jones, the Minda de Gunzberg professor of oncology and medicine at McGill University in Montreal and an author of one of the studies, said: "The trials show the benefit of Herceptin. It is statistically impossible that that benefit will go away."

But Herceptin has come at a time when the attitude toward drugs is one of distrust. Some experts feel especially burned by previous medications that have been held out as cures only to find out that the promise did not hold true.

Herceptin is presenting a novel problem, especially in Britain, where only those with advanced breast cancer can get it through the publicly funded health-care system, while those with early breast cancer cannot.

Until this summer, Canadian patients had the same problem. Now, they can get Herceptin through provincial drug plans or on a case-by-case basis. By comparison, France quickly made it available for all patients. 

Mark Clemons, director of the local advanced breast-cancer program at Sunnybrook and Women's College Health Sciences Centre in Toronto, and co-author of the editorial in the British Medical Journal, is disturbed by the unequal access to Herceptin.

"My concern is, why is a different value being put on a British life than a Canadian woman's life?" he said.

Though Herceptin is now largely available across Canada, that is no reason to believe that there is equal access to all anti-cancer drugs.

Indeed, a study recently published in the Canadian Journal of Public Health found only seven of 115 anti-cancer drugs were available in 10 provinces. "These findings suggest that location of residence (on a provincial level) may affect patient access to certain new and innovative anti-cancer drugs," according to the article.

In an interview, the study's lead author, Devidas Menon, professor of health policy and management at the University of Alberta, said the question today is "not whether a drug works or not, but for whom and at what cost." 

