Debate begins over public

funding for HPV vaccine

hould the vaccine against hu-
S man papillomavirus be made

available to young women and
girls at public expense? Health
Canada’s National Advisory Commit-
tee on Immunization (NACI) and the
Society of Obstetricians and Gynaecol-
ogists of Canada believe it should. But
researchers, ethicists, and religious
bodies have their doubts, raising ques-
tions about whether uncertainties sur-
rounding the long-term efficacy of
Gardasil (quadrivalent human papillo-
mavirus types 6, 11, 16, 18, recombi-
nant vaccine) justifies public funding,
and whether vaccination programs will
affect sexual behaviour.

The Merck Frosst vaccine, which
costs $404 for 3 required doses, protects
against HPV strains 16 and 18 that cause
about 70% of cervical cancers, and
strains 6 and 11 that cause go% of geni-
tal warts (CMAJ 2006;175:234). It’s pro-
jected that about 75% of sexually active
Canadians will have at least 1 HPV infec-
tion in their lifetime, most of which re-
solve on their own. Some 1350 Canadian
females are diagnosed with cervical can-
cer annually and about 390 die from it.
(The NACI advises vaccinated females to
continue having Pap smears.)

Gardasil was approved for sale in
2006 by Health Canada and in 55 other
countries, including the US. Australia
is publicly funding the vaccine for men
and women. In some American states
funding is available, and in others, de-
bate rages. In Texas, for example, the
governor is under pressure to rescind
an executive order mandating that all
grade 6 girls be vaccinated.

In mid-February, the NACI declared
that Gardasil is safe and effective and
should be delivered to girls aged g—13
years (i.e., before the onset of sexual in-
tercourse) and women between the
ages of 14 and 26, even if they have had
previous Pap smear abnormalities or
HPV infections. That would mean vac-

cinating over 5 million females, at a
cost of $2 billion for the vaccine alone.
The NACI said the evidence was not
clear enough to recommend that fe-
males over the age of 26, or males of
any age, be vaccinated.

The recommendation is now in the
hands of the Canadian Immunization
Committee, which, for the first time,
will coordinate federal-provincial-ter-
ritorial discussions about implementa-
tion options and the cost-effectiveness
of vaccine programs. Its report is not
expected until late this year, and pub-
licly funded programs are not expected
for several years.

But some researchers say that the
NACI’s recommendations are prema-
ture because the science around the
vaccine is evolving. Many issues, in-
cluding how long Gardasil lasts and
whether a booster will be required, re-
main unresolved. There is only 5 years
worth of effectiveness data on Gardasil.

“I hope it actually confers long term
immunity and protection, but at this
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point the evidence just isn’t there,” says
Ryan Melnychuk, a molecular virolo-
gist, ethicist and fellow in the Depart-
ment of Bioethics at Dalhousie Univer-
sity. He also wonders whether some
populations are more prone to infec-
tion or whether males should be vacci-
nated since Gardasil prevents genital
warts.

Meanwhile, a second vaccine is in
the works. GlaxoSmithKline’s Cervarix
will block HPV strains linked to 80% of
cervical cancers — 10% more than Gar-
dasil. But Cervarix, now in Phase 3 clin-
ical trials involving Gardasil, does not
target genital warts and the company
hasn’t yet revealed its price tag for the
vaccine.

The question of cost-effectiveness
looms large, but there are few studies
weighing the relative cost-benefit ratios
of the options. A background paper
written for the BC Cancer Agency by
economist and epidemiologist Hans
Kreuger concluded that introducing
Gardasil in BC in 2005 (assuming a



cost of $330 and a booster at $100)
would save $54 million in treatment
costs over 26 years. But it would cost
$373.6 million. “That’s just saying
we’re avoiding the cost of treatment,”
says Krueger. To break even at the end
of 26 years, the vaccine would have to
cost $45; a booster $15.

Dr. David McLean, head of the
agency’s Cancer Prevention Program,
says health authorities need to explore
cost-cutting strategies, including
whether 2 shots, rather than 3, would
“secure adequate coverage,” and
whether focusing on subpopulations at
higher risk (groups tending toward ear-
lier sexual initiation or populations
with higher cervical cancer rates)
would be more cost-effective.

However, McLean cautions against
using cost as the only measure of value.
“Much of the expenditure in health
could not in any way be termed cost-ef-
fective,” he says. “We do many things
“because it is the right thing to do.”

Moreover, McLean notes evidence
suggests that much oral cancer, can-
cers of the larynx and lung, and many
skin cancers (combined with ultra vio-
let light) are HPV related. “I think with
a population program we may be very
pleasantly surprised at what happens to
the incidence of some other cancers.”

Still others have ethical issues with
the vaccine. “I don’t understand a
mass vaccination for a sexually con-
tracted disease,” says Moira McQueen,
director of the Canadian Catholic
Bioethics Institute at the University of
Toronto. “It gives the clear message
that we think sexual activity is okay at
any age and they will be protected.”
Education about the benefits of absti-
nence, she says, is a better long-term
solution for emotional as well as physi-
cal health.

The debate will likely ratchet-up this
year but NACI Chair Monika Naus
doesn’t believe it will be as intense as in
the US. “I think that Canada is a lot
more pragmatic about these kinds of
issues,” she says. “I am sure there will
be some controversy from some sec-
tors, but I would hope that this would
be seen as an opportunity rather than a
hazard.” — Pauline Comeau, Ottawa
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NEWS

Students, scientists push
for access to drugs in
developing world

igh profile Canadian doctors

and scientists have joined

student activists in a cam-
paign to push universities to reform
their policies so that research and life-
saving medicines are more accessible
in developing countries.

Universities Allied for Essential
Medicines (UAEM), a student-led coali-
tion with more than 35 chapters in
North America, adopted the so-called
Philadelphia Consensus Statement in
November 2006. It calls on universities
to engage in research for neglected dis-
eases (“needs-based research”) and to
measure research success according to
its impact on human welfare, instead of
the number of patents and revenue
from licensing agreements. As well, it
urges reforms to licensing agreements
with biotechnology and pharmaceuti-
cal companies so the developing world
can have affordable access to the fruits
of biomedical research.

The organization is very active at
McGill, University of British Columbia
and the University of Toronto.

The UAEM vows to hold universi-
ties, which are major contributors to
the drug pipeline, to their commitment

to creating knowledge that benefits so-
ciety. “Universities have considerable
untapped influence,” maintains the
group, which is working to bring uni-
versity presidents on board with the
consensus statement. A national week
of action is planned for mid-April.

Among the Canadians who have en-
dorsed the statement are Nobel Laure-
ate John Polanyi, former international
president of Doctors Without Borders
Dr. James Orbinski, co-chair of the
2006 International AIDS conference
Dr. Mark Wainberg, International AIDS
Society President-Elect Julio Montaner,
University of British Columbia microbi-
ologist Robert Hancock and former UN
special envoy for HIV/AIDS in Africa
Stephen Lewis.

Butitis “a lot of passionate students”
who sustain the organization, says Car-
oline Gallant, the 29-year-old Canadian
point person for UAEM and PhD candi-
date at McGill University’s Department
of Human Genetics. Gallant, originally a
liberal arts student, switched disciplines
after a stint at an eye clinic in Guyana.
The Ford Foundation has provided
US$100 000 OVer 2 years for administra-
tion and projects. UAEM’s Grand Chal-
lenges in Global Health initiative pro-
vides a model for reform; it stipulates
that grantees must ensure any medicines
or health tools produced be available to
the developing world at affordable prices
— or patents revert to the foundation.

Students at 3 Canadian universities are part of a North American coalition lobbying for

access to medicines in the developing world.
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