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Expert's fear over cervical cancer vaccine

UK regulators and leading medics insist Cervarigate
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MASS vaccination of Scottish schoolgirls againsvmal cancer should have been
delayed because not enough is known about possddeeffects, a leading researcher
claimed last night.

Dr Diane Harper, one of the world's leading expigrthe field, said safety trials of
the Cervarix vaccine should have been conductedtfl@ast four more years before
the decision was taken to give the jabs to thousandirls in schools.

Harper concedes that Cervarix is effective agdaimsHPYV virus that causes many
cases of cervical cancer and admits there is rieage so far of any serious side
effects. Manufacturer GlaxoSmithKline says rigortests have been conducted over
Six years.

But Harper believes the safety tests for side &ffsbould have been conducted for at
least a decade and doses given to millions of iddals around the world before any
mass vaccination began. She described the cepaoaker vaccination scheme in
Scotland as an "experiment”.



Last night, UK regulators and leading medics irsis€ervarix was safe and that it
could save hundreds of lives by preventing mangsas$ cervical cancer.

Two months ago the Scottish Government launchefbdsn Human Papilloma Virus
(HPV) vaccination programme in schools, aimed atiaating around 30,000 girls
aged 12-13 every year. Around the country thousahdsgls are currently being
vaccinated every week.

The vaccine was approved by the European Medidgesicy in September 2007.

Harper, director of the Gynecologic Cancer PrewenResearch Group at Dartmouth
Medical Centre in the US, was herself paid by Glexbelp conduct safety trials. She
told Scotland on Sunday: "We can't tell you it'9%0safe because we don't know
that. I think we would have been better waiting.

"In five years it will be pretty clear how safdstbecause 70% of adverse events
occur within five years and almost all of them, 97#hin 10 years. That way you
have a good sense of comfort and you can reassuregpulation.”

Harper said she would encourage women to use tte@ne but on a voluntary basis.
Under the Scottish programme, girls are receivirgguaccine unless they decide not
to. She said: "l think there's a lot of room fosalission about making it voluntary so
that girls are not put under pressure to get it."

A total of 344 cases of suspected adverse reaciimsg girls receiving Cervarix
have so far been reported to the Medicines andthkt=ak products Regulatory
Agency. The most common include pain and rashegirdiss, headaches and
vomiting.

Cervarix is currently undergoing evaluation by & Food and Drug Administration
and is expected to be approved next year. A spakasw for GlaxoSmithKline said:

"Cervarix had to undergo rigorous testing with &rgimbers of people in numerous
clinical studies. In clinical studies, Cervarix wiasind to be generally well tolerated."

A Department of Health spokesman said: "Both HP¥tir@es have gone through
very thorough testing as part of the licensing pssc In properly conducted long-
term safety studies, where HPV vaccines have beepared with a placebo, there
were no differences in reported serious adversetewtween the two groups.

"In the absence of any scientific evidence thahtsoio safety concerns, it would be
irresponsible to raise inappropriate fears over HRvtine safety.”

Dr Stuart Scott, deputy chairman of the British MatAssociation's Scottish GP
Committee, said: "This cancer kills a number of veonevery year and, although
there are no large population studies, it has bised for a number of years."

'Seize the opportunity to get protected’

HAZEL NUNN, health information manager for CancexsRarch UK, writes: The



introduction of the cervical cancer vaccine fomiage girls in Scotland began this
September. It's an exciting step in the fight agfaéndisease which still affects nearly
300 Scots women each year.

Cervical cancer is one of the most common cancen®imen under 35. But from
now, all girls aged 12 and 13 will be offered tlaee®ine. Over the next few years this
will be extended to include women and girls upht® &ge of 18. And research
suggests that the vaccine will prevent 70% of catancers.

Earlier research has shown that cervical canderked to some strains of the Human
Papilloma Virus (HPV). The vaccine has been dewddp give protection against
two of these strains of HPV. It's exciting thate&ash into the basic causes of cervical
cancer has led to a new way of preventing the desesnd that it's now freely
available to girls in Scotland.

It's vital to remember that the vaccine will notrqaetely wipe out cervical cancer
because it does not protect against every typeRdf.HNow and for the foreseeable
future, it is vital that women go for cervical senéng (the smear test) when they're
invited. In Scotland, cervical screening is avdaadvery three years for women aged
20 to 60.

"Screening can prevent cervical cancer by detectmgsual changes in the cervix
before cancer develops, and it saves around 5/89ih the UK each year. Our
message is to take up the opportunity to get vateth"



