Pinning hopes on ‘wonder drug”
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Esther Hart was seven months pregnant with her first child when she was rushed to hospital with acute stomach pain. Few diagnostic tests could be done without harming the baby, so she was treated for infections and sent home.

After her daughter Sophie was born in December 2003, it took months to convince her doctor there was something seriously wrong. Several trips to the emergency room later, she received a devastating diagnosis Stage four colon cancer. It had already spread to her left ovary, fallopian tube, uterus and liver. The mother of a 5-month-old baby was told she had about two years to live.

Since then Hart, 38, has undergone three bouts of surgery, six months of chemo, radiation and almost died of peritonitis. Not only has she made it past the two-year mark, she now dreams of the day she can walk Sophie to school.

The Toronto resident is pinning all her hopes on a wonder drug called Avastin, which was approved by Health Canada in September 2005 for patients with metastatic colon cancer. The problem is the Ontario Drug Benefit program, which pays for drugs for seniors, those on disability and the poor, doesn't cover the steep cost of the medication, which is close to $40,000 for a round of treatment. For cancer patients who want to get the drug when they're in hospital, Ontario doesn't provide or cover it.

This month she began yet another round of chemotherapy as well as Avastin, which is delivered intravenously at a private health clinic in Toronto. Family and friends are raising money to pay the hefty bill.

"I have a 21/2-year-old daughter," Hart says. "Each month or year I get from adding Avastin to my health care tool kit, the closer I get to my daughter actually having a memory of her mother."

You might wonder how anyone could say no to terminally ill patients, but the provincial government can. Its drug quality and therapeutics committee, an independent body of 12 health experts, recommended against covering Avastin. The committee, which has been making recommendations to the government on which drugs to cover under the Ontario Drug Benefit program since 1968, carries out its work behind closed doors.

Health Minister George Smitherman thinks if the system were more transparent, patients like Esther Hart would understand the reasons for its decisions.

The so-called wonder drugs refer to novel therapies that represent breakthroughs - or are marketed as breakthroughs - in medical treatment with a significant advantage over every other drug out there used to treat the same condition.

Right now, he often finds himself smack dab in the middle of every heart-rending story that's splashed across the pages of a newspaper or that makes the 10 o'clock news, stories for example about people with blood cancer re-mortgaging their houses to pay for Velcade. That's part of the reason why he introduced Bill 102, also known as the Transparent Drug System for Patients Act, to the Legislature in April and passed just over a week ago.

"It's necessary to debunk, to demystify, almost de-bullshit the health-care story," Smitherman said in a recent interview. "Of course there is going to be some people who make all judgments about health care on purely an emotional basis. I wish I could be one of those. But if I did act that way, the public health care system would collapse immediately."

Ontario spends about $3.4 billion a year on drugs, the equivalent of 10 per cent of the total health budget, which it expects to increase by 8.2 per cent next year and by 11.2 per cent the year after. You begin to see Smitherman's point when you consider that Cancer Care Ontario says about 3,000 people desperately want Avastin and it costs around $40,000 a treatment. That one drug could add as much as $120 million to the drug budget.

And every day Ontario doctors fill out forms known as "special 8" requests to ask the provincial government to approve an unlisted treatment. According to the ministry of health, 40,858 requests to approve a variety of treatments not listed on the provincial formulary were denied last year.

"It's pathetic what Ontario is doing," Barry Stein, a colon cancer survivor and president of the Colorectal Cancer Association of Canada, said in an interview from his Montreal office.

Having a conversation as to whether or not Avastin should be part of a treatment course "is not a discussion in Buffalo" or, for that matter, in British Columbia.

Cancer Care Ontario, which provides cancer services in the province, thinks Roche Canada's Avastin should be added to the formulary. They've also suggested Velcade should be listed on the provincial formulary, a drug marketed by Ortho-Biotech in Canada that has proven to extend survival by almost five months in patients with multiple myeloma, a cancer of the white blood cells. Velcade is now being reviewed again by the drug quality and therapeutics committee after its manufacturer presented new information.

Hart knows the government is strapped for cash and she understands that deciding which drugs to fund cannot be easy. Still, it is her dream that Avastin buys her enough time until the next miracle drug comes along.

"Because I am strong and because I am young, because I have an enormous support system and faith, I have a great chance of getting a significant amount of time from the drug," Hart says. "It is my goal that I walk (Sophie) to school for her first day of Grade 1."

By fall, the Ontario government hopes to disband the drug quality and therapeutics committee and replace it with the committee to evaluate drugs. Much like its predecessor, it will be made up of a group of experts in their field. But the big difference is they'll be making all their decisions more public.

There will also be a citizen's counsel - a body of Ontario citizens - who won't scientifically review drugs but will generally act as a watchdog and point out medications such as Avastin that they feel the public wants addressed.

The hope is if the review process is made more transparent, what will be weeded out of the system are drug therapies that are shrewdly marketed as breakthroughs when, in reality, they offer incremental benefits. The public will be given access to the science and will be able to judge for themselves.

Avastin, for example, is touted as a novel drug therapy because its medicinal ingredient, bevacizumab, binds to and neutralizes the biologic activity of human endothelial growth factor, thus starving tumours of their blood supply and inhibiting growth, according to Health Canada. Roche is now investigating the benefit of using Avastin to treat other cancers such as non small-cell lung cancer and cancers of the pancreas, breast and kidneys.

The incremental benefits "wonder" drugs can bring to patients compared to the costs are tough to reconcile, says Dr. Bob Bell, president of the University Health Network, which includes the renowned cancer hospital Princess Margaret.

"Most of these 'wonder drugs' are not drugs that actually increase cure," he said. "They may demonstrate a response in a tumour, the tumour may shrink in some patients, it may extend life by a matter of months in some patients."

The reality is few of the new drugs being marketed and pushed out at exorbitant prices are actually worth it, said Dr. Andreas Laupacis, the president and CEO of the Institute for Clinical Evaluative Studies at Sunnybrook Health Sciences Centre. He used to sit on Ontario's drug quality and therapeutics committee and is now chairman of the federal Canadian Expert Drug Advisory Committee. "It's remarkable the increase in costs of these drugs over the last 10 years and I don't see a corresponding increase in their effectiveness."

He pointed to the drug insulin glargine, which the Canadian Diabetes Association wants to see funded in Ontario. The national drug review body Laupacis sits on hasn't recommended it.

"When we looked at the evidence, we thought there was maybe a small advantage compared to current insulins, yet the company was charging three times as much," Laupacis said. "There would be an example where we said 'Look, for that price increase, that three- fold increase in cost is pretty marked.'"

Smitherman also hopes, as part of the reforms introduced under Bill 102, that he will be able to bargain for better prices on drugs, which will free up money to pay for some wonder drugs. Since Ontario is one of the biggest purchasers of drugs in North America, Smitherman said he believes he should be able to get a better price from drug companies. In fact, the government estimates that it can save $277 million a year due to changes that flow from Bill 102.

But not everyone's convinced he can do it. At Cancer Care Ontario, president Terry Sullivan says Canada sits next to the biggest liberal drug market in all the world. Internationally, Canada accounts for about 3 per cent of the global market. Ontario on its own is about one per cent. To a multi-national drug firm, that isn't a lot of clout.

"Our capacity to bargain price arrangements with these companies is quite challenging," says Sullivan.

The other problem that Smitherman faces is the size of the pot of money. At the end of the day, prescription drugs are just one of the many health care expenditures the province must pay for, and the health minister has to weigh the work of a wonder drug against other therapies that improve quality of life in other ways.

"In Ontario we still have people waiting six to nine months for a hip replacement," says Laupacis. How does (a wonder drug's) cost effectiveness compare with those things?"

There's no question the costs of all new drugs are soaring. But just why are wonder drugs so expensive? Research and development costs are immense, the drug industry says. Pharmaceutical companies do disclose their R&D costs to the federal Patented Medicine Prices Review Board, says Francois Lessard, a spokesman for R&D Canada's Research-based Pharmaceutical Companies. Those costs average $1 billion for each new medicine, each of which takes about 12 years to develop.

At Ortho-Biotech, Velcade's manufacturer, spokeswoman Alexandra Gillespie said the price is competitive with other novel cancer therapies.

"It is a completely new approach to treating patients with multiple myeloma, it's a new cancer drug with a unique mechanism of action. We believe it provides value to patients and addresses a significant unmet need. For the first time we are giving patients the chance at living longer with Velcade."

But should multiple myeloma patients have to mortgage their houses or move to British Columbia just to get the drug?

Kathy Olsen, 59, of Toronto, received Velcade on a clinical trial at no cost to treat multiple myeloma. But if she needs to go back on it again, she'll have to pay for it and have it infused at a private clinic.

"I resent the government deciding what my life is worth," says the nurse, whose cancer has relapsed.

"I have a reasonable quality of life. I do my own shopping, housework, I take pilates, I do volunteer work."

Ethically speaking, this just isn't about profit and money, it's about life, says Jillian Clare Cohen, a prescription drugs and pharmacare expert at the University of Toronto's Leslie Dan Faculty of Pharmacy.

"You just can't apply the same rules of the market when you are dealing with human life. In my mind it's not the way to do it," she says. "You cannot consider this as a normal market when you have life-saving and life-enhancing property."

And of course drug companies are in business to make a profit. The company that manufactures Avastin reported a 48 per cent increase in net income in the first quarter of 2006 based solely on strong sales of cancer medicine.

Analysts expect the drug to earn more than $2 billion in annual sales in the next few years.

"I'm all for industry making money," says Cohen. "But is it the same as making a new car? It's not. So do different rules have to apply?

"If you look at it purely in an economic, cold basis, what they are doing is fine, but if you look at it from a compassionate view, it is not."

Cohen believes we have to come up with a way to deliver life- saving therapeutics to those who need it. Regardless of cost.

We can criticize industry all we want, but they are in it to make a profit, she says.

"That is the world of the market," she says. "But maybe there is a need for public funding and protection of public research in this area."

She points to drugs on the market developed with public funding.

But industry captures the benefits and often doesn't return the favour by lowering prices.

"We are all responsible and we need to think of a better solution," she says. "Things aren't changing.

