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Is this vaccine safe

British school girls as young as 12 could soon be given a vaccine against cervical cancer which American experts last week condemned as unnecessary and possibly dangerous. There are around 600,000 schoolgirls in the UK aged 12 and the Department of Health is currently considering plans to immunise them all against the cancer-causing “human papilloma virus” (HPV) before they become sexually active.
However the vaccine came under heavy fire in American last week on the grounds that it could reduce incentives to practise safe sex, that no one knows how long its protection lasts and that the risks of possible side effects, such as birth defects and juvenile arthritis, have not been properly assessed. 

“Unless you are fairly promiscuous and don’t have regular smear tests,” says American vaccine expert Dr Meryl Nass “this vaccine may have little or no benefit at all.” The cost of immunising each girl could be as high as £300 pounds so a UK national program might cost 180 million pounds.

Every year 2,800 women develop cervical cancer and nearly 1100 die from it. The cancer is caused by changes made to cells by the HPV virus which is passed on by sexual contact. Many women are infected by the virus but most have no symptoms at all, but for an unlucky tiny minority it can be fatal. 

The new vaccine, Gardasil, is given in three shots over several months and provides virtually complete protection against the two strain of HPV that cause about 75% of cervical cancers. Lincensed for use here last October it’s now available from GPs. 

British cancer experts are strongly in favour of widespread use of the vaccine.  “It’s a very exciting development,” says Professor Alex Markham chief executive of Cancer Research UK. “It has the potential to prevent around 75% of cases.” While the national screening program has been very successful at cutting the incidence of cervical cancer in half, the feeling is that something more is needed to reduce it further.

However some of the American critics like Dr Meryl Nass say that it is clear from documents drawn up by the American drugs watchdog – the FDA – that many crucial facts about the effectiveness and safety of vaccine are still unknown. What’s more, studies set up to provide the answers will take years to complete. Dr Nass is an expert in vaccine safety and has campaigned over the risks of the anthrax vaccine.

The objection to the vaccine were made public as part of a campaign against a decision by the state of Texas to make it compulsory for all 11-year-old girls to have the vaccine. Christian groups had already attacked it for condoning premarital sex. 
But now bodies like the American Association of Physicians and Surgeons (AAPS) have expressed their concern, raising scientific questions about possible side-effects. “It’s claimed to be safe,” commented a spokesperson “but so far it has only been tested on just over 1000 preteen girls, the group it is going to be used on.”

This worries Barbara Loe Fisher, co-founder of the National Vaccine Information Center, an advocacy group that lobbies for safer vaccines: "That's a thin base of testing upon which to make a vaccine mandatory."

But if the vaccine is going to be effective it has to be given to young girls. because HPV is such a common sexually transmitted infection. Half of women between the ages of 18 and 22 who are having sex are infected with it; by the time they reach 50, over three quarters will have it. Since there’s no point in being vaccinated once you are infected, it has to be done before girls have a chance of catching it from a sexual contact.

Critics have warned that this could lead some girls to wrongly assume that they are protected against all sexually transmitted diseases and perhaps encourage them to engage in risky behavior.
But the greatest risk may come from the vaccine itself. Since its launch in America in June there have been 82 reports of adverse events. Many were common immune-system responses to vaccines, such as nausea fever or a rash but some people suffered fainting fits. A Merck spokesman claimed these were due to anxiety and stated that the number of adverse events was small. 

However Dr Nass claims there is more to it. “Documents from the American drugs licensing agency, the FDA show that when the vaccine was being tested, 9 of the people who got Gardasil but only 3 on a placebo developed forms of arthritis or lupus,” she says. “The FDA is sufficiently worried to have ordered trials to test for it, but the results won’t be known for several years. Should children get the drug before the results are known?”
Yet another worry is birth defects, ”The FDA reports show that 5 of the women getting the vaccine who became pregnant within a month of being vaccinated had babies with congenital anomalies,” says Nass. “There were no babies with abnormalities during that period in the placebo group.” This possible danger is also being tested in a trial but it is due to take ten years. Can such vital issues be left uncertain for so long?
Concern over such possible dangers has made parents and some American experts cautious about giving the vaccine to their daughters, especially since the disease is no longer very common. 

The American Academy of Pediatrics, for instance, has been urging a “go-slow approach to it. “We are the guinea pigs here," commented one mother, who plans to wait until the vaccine has been on the market for several years before subjecting her child to it.

Such concerns don’t worry Professor Alison Fiander of the Obstetrics and Gynaecology department at Cardiff University and an expert on the vaccine.  “I could certainly encourage my daughter to be vaccinated,” she says. “We know that all women will get an HPV infection at some point and I would want to protect her as far as possible.”

Professor Fiander doesn’t believe that the concerns over arthritis or birth defects are justified. “It’s a protein vaccine rather than a live one and so much less likely to be dangerous” she says.  Dr Nass retorts that both the aanthrax and the hepatitis B vaccine are based on proteins and both can causes all sorts of side effects.  
But side-effects aren’t the only issue to have lead to concerns over Gardasil. Many vaccines need a booster to maintain their effect. Does Gardasil need one and how soon? Perhaps surprisingly, no one knows. Knowing the answer important because the more boosters a vaccine needs, the less effective it is going to be on a mass scale.

 “The longest study done so far has only lasted 5 years,” says Dr Nass “and most of the women in it were 16 or older. That means we don’t know what happens to immunity after six or seven years; the results from trials involving older women doesn’t tell us anything about what will happen with the pre-teens.” 

Uncertainly about the booster could undermine one of the main arguments for the vaccine. Supporters argue that the vaccine is needed because there are always going to be people who don’t turn up for screening; about half the people who do get cervical cancer haven’t been screened regularly. So a vaccine will protect them, automatically cutting the number of deaths. 

But will the type of women who now fail to turn up for smear tests be any more diligent about getting booster shots? Again Professor Fiander is unworried. 

“It’s true we don’t know yet how long protection will last but I think the first shot could be effective for up to ten years. That would be enough to get girls through the most dangerous time for being infected,” she says. “Later on it might be possible to give some women a boost, possibly as part of ante-natal care.”

But again Dr Nass disagrees. “It does seem a gross oversight that no one is talking about the fact that this vaccine could well have lost efficacy by the time an eleven year old is sixteen and actually does become sexually active.” 

And there is yet another unknown that could upset calculations about how useful the vaccine would be. Even though Gardasil very effectively blocks the two most dangerous types of HPVs, that still leaves subjects open to other strains that cause the remaining 30% of cancers. 

These strains are currently milder and slower and so, say UK experts, easier to pick up with regular screening. But could they change? Start to cause more infections? No one knows. Again there is a clinical trial to investigate it but it won’t be reporting for over ten years. 

As yet no decision has been taken as to whether the vaccine should be made available on a national scale. The Department of Health says that it is “currently seeking expert advice from the Joint Committee on Vaccination and Immunisation (JCVI)” and they will only make a decision when “all relevant information has been considered.”
There is clearly an academic debate going on here and the JCVI will obviously be taking into account all the points made by the scientific critics in the States. But beyond disagreement about the data from the trials there is a more fundamental worry. Can Merck – the company that makes and tests Gardasil - be trusted?
Merck was responsible for the anti-inflammatory painkiller Vioxx, withdrawn from the market over two years ago because it was found to double the risk of heart disease. Since then it has become clear that Merck researchers concealed evidence of harm and manipulated statistics in reports of trials published in leading medical journals. 

An article detailing how this was done appeared in the British Medical Journal last month. It concluded that as a result of Merck’s control of data none of the people who were prescribed the drug had had the “opportunity to consider the true balance of its risks and benefits.”

It would be a tragedy if the same had to be written about a vaccine for young girls.
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