Editorials

patients not yet on dialysis were often given a transplant
in preference to those who had been on dialysis for 10
years or more.’ In all these situations patients from eth-
nic minorities were particularly disadvantaged,” partly
because of their increased prevalence of rare blood
groups and tissue types.

Recent data also show that, probably because of
more potent immunosuppressant drugs, tissue type
matching has a much smaller effect on the long term
outcome of kidney transplantation.” While still impor-
tant for large groups of patients, the effect for an indi-
vidual is much less important than it used to be." At the
same time renal transplantation has been recognised to
improve survival as well as quality of life compared with
remaining on dialysis: patients on waiting lists are 2-3
times more likely to die than those allocated kidneys."

In the past, when the allocation system was debated
some parties argued that patients favoured the status
quo to optimise the use of available donor organs. Yet
this seemed contrary to the impression held by many
clinicians looking after patients with established renal
failure. Indeed a recent study showed clearly that
patients on dialysis and undergoing transplants
consider waiting time to be very important."”

The debate surrounding organ allocation is a good
example of how patients may be involved in decisions
about rationing in health care. Although the organ
allocation organisation in America (OPTN/UNOS)
has patient representation, it is cautious about the role
patients should have in deciding allocation policy,”
and the need to consider patients’ opinion is not
included in the summary mission statement of the
European transplant kidney allocation organisation
(EKTAS), published this year." The discussions follow-
ing the death of the footballer George Best (who
underwent a liver transplant) show that organ
allocation is of interest not only to specialists but also
to doctors generally and the general public. Resolving
the conflicting demands of equity and making best use

of a scarce resource is indeed complex but must
include obtaining the wishes of patients.
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HPV vaccine and adolescents’ sexual activity

It would be a shame if unresolved ethical dilemmas hampered this breakthrough

n June 2006 the US Food and Drug Administra-

tion is expected to approve a human papilloma

virus (HPV) vaccine which is over 90% effective in
preventing new infections and precancerous cervical
lesions caused by the HPV types that it covers.' * The
vaccine prevents cancer through preventing sexual
transmission of HPV types that cause cervical cancer.’
This link to a sexually transmitted infection raises ethi-
cal concerns that must be resolved if the benefits of
preventing cancer are to be realised.

The vaccine must be given before HPV infection is
acquired. It is most likely to be recommended for 11-12
year olds, because by the ninth grade (age 14-15) 28%
of girls in the US are sexually active. This has prompted
some advocates of premarital abstinence to charge that
HPV vaccination will condone or promote sexual
promiscuity. However, its impact will probably be small
because multiple factors are associated with initiation
of sexual activity; fear of sexually transmitted infections
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is not a major reason for abstinence, and condom
availability programmes have not been associated with
behavioural disinhibition."

For adolescents aged under 18 medical interven-
tions, including vaccinations, generally require informed
consent from both the parents and the adolescent.” Thus
several possible combinations of decisions about HPV
vaccination exist. If both parent and adolescent agree to
the vaccine there are no ethical problems. In surveys,
about 75% of well informed parents say they would
accept the vaccine.” Some parents would refuse because
they believe the child is not sexually active; if they were to
agree at a later age, cumulative uptake would be even
higher. Little is known about adolescents’ attitudes to the
vaccine. If both parent and adolescent refuse the vaccine,
the physician can try to educate and persuade them.
Coerced vaccination is not justified because there is no
public health emergency. Similarly, forcing an interven-
tion over an adolescent’s objections is not justified
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because it fails to respect the adolescent as a maturing
individual”

The most controversial situation is when an
adolescent seeks the vaccine without parental permis-
sion. The parents might have refused, or the adolescent
might not want to discuss her sexual activity with her
parents. Furthermore, some parents do not act in the
child’s best interests, as in cases of abuse. In most US
states adolescents may obtain treatment on their own for
sexually transmitted infections, contraception, and preg-
nancy because requiring parental permission might
deter them from seeking treatment for these important
health problems.” In these conditions, the adolescent’s
wellbeing and growing self determination are consid-
ered to outweigh the right of parents to make decisions
on behalf of children and to shape their values.”

Proponents of HPV vaccine might advocate public
health policies that increase its uptake, such as requir-
ing vaccination as a condition of entry into middle
school. However, the rationale for mandatory vaccina-
tion is weaker for HPV than for childhood infections
because HPV is not contagious; it is transmitted only
by unprotected intercourse. Moreover, because of
parental opposition to other vaccines, most states allow
exceptions to required childhood vaccinations before
school enrolment." Another approach is making HPV
vaccine “routine” for adolescents—that is, giving it
without extensive discussion or affirmative consent
unless the parent or child objects. Such a policy, which
effectively ignores the concerns about HPV vaccine,
may be short sighted and could increase opposition.

Conservative “pro-family” organisations and others
who are concerned about the vaccine’s potential impact
on sexual behavior seek parental choice regarding HPV
vaccine. Although HPV vaccine raises some similar
issues as abortion, it need not be as contentious. Unlike
abortion, HPV vaccine cannot be considered morally
wrong per se: its long term goal is cancer prevention, an
undisputable benefit. The point of the vaccine is to give
it before sexual activity starts. Objections might be
addressed by linking administration of HPV vaccine
without parental permission to programmes that
facilitate parent-adolescent communication and counsel
adolescents about risky behaviour.

The HPV vaccine is most needed in resource poor
countries, where cervical cancer takes a particularly
heavy toll and where cancer screening is lacking." In

these countries, the projected US price of $300 (£171;
€246) or more is unaffordable, and a series of three
injections (as proposed in the US regimen), may not be
feasible. Thus a global programme will require
research to develop single dose vaccines, international
assistance for vaccine financing and delivery, and
negotiations on two tier pricing.

HPV vaccine is not a magic technological bullet.
Decisions about HPV vaccine will be made in the
context of organised opposition to childhood vaccines,
allegations that vaccine risks are downplayed, mistrust
towards physicians and drug manufacturers, disagree-
ments over childrearing and sexuality, and inaccurate
information on the internet. Transparent policies that
acknowledge disagreements and uncertainties regard-
ing HPV vaccine will build trust and support for it as well
as for other programmes to promote adolescent health.
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An international standard for disclosure of clinical

trial information

Comprehensive disclosure could restore public trust

he long running campaign for comprehensive

registration of clinical trials has taken a turn for

the better. Over the past two years discussions

have shifted from whether ongoing trials should be

registered at all to detailed negotiations with the drugs

and devices industries about what information should
be registered for which trials and when.

Next week, at a meeting in Brussels to launch inter-

national clinical trials day—20 May, the same day as, in
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1743, James Lind started his landmark trial of lime
juice for scurvy—a landmark of similar historical
importance could be struck: the setting of a tough
international standard for disclosure of information
about trials. Whether it happens or not will depend on
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