
suggests that early intervention improves prognosis," but
research is needed to determine this and for how long
treatment should be continued.
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European directives on medical devices

Harmonisation within the community will be in the interests ofpatients and doctors

Three directives regulating the safety and marketing of
medical devices throughout the European Community will
come into effect over the next few years and will eventually
replace existing national systems in each member state.

Currently, community members differ in how they control
the safety and marketing of medical devices. For many
European countries, regulating medical devices will be a new
departure. Previously Britain has relied on a non-statutory
system of manufacturer registration and product approval for
controlling certain medical devices used by the National
Health Service. Differing national regulations have led to
considerable difficulties for manufacturers, who have been
forced to satisfy several sets of requirements to sell their
products throughout the community. Harmonising these
different systems should, however, benefit not only manu-
facturers but also patients and users, who can be reassured
that a device meets a common standard of performance and
safety wherever it is made.
The Active Implantable Medical Device Directive came

into force in January this year and regulates all implantable
powered devices, including cardiac pacemakers and im-
plantable defibrillators. The Medical Devices Directive
regulates most other medical devices, ranging from bandages
to hip prostheses, and comes into force in 1995. The In Vitro
Diagnostic Medical Device Directive regulates any medical
device, reagent, product, kit, instrument, or system that is
intended for the in vitro examination of substances derived
from the human body, such as blood grouping reagents and
pregnancy tests. It will be 1996 at least before this directive
takes effect.
The second directive includes a classification system

whereby the level of regulatory control applied to devices is
proportional to the degree of risk inherent in the device. The
strictest controls will therefore apply only to a few high risk
products. This group includes all devices regulated under the
first directive. In each member state a competent authority
will be set up to implement the requirements of the directives
and ensure compliance with the regulations. In Britain the
Department of Health's Medical Devices Directorate will act
as the competent authority.
The first and second directives allow for transition periods

during which manufacturers may choose to follow either
existing national systems or the directives. Once the transition
period is over all medical devices (except custom made ones
and those used for clinical investigation) must carry a "CE"
marking before they can be marketed or used within the
European Community. A CE mark simply indicates that the
device complies with the requirements laid out in the
directives. Essentially, the requirements state that all devices
must be designed and manufactured in such a way that, when

used under the conditions and for the purposes intended, they
will not compromise the clinical condition or safety of the
patient or compromise the health and safety of the user. When
weighed against the benefits of the device, any risk must still
be compatible with a high level of patient health and
protection. For high and medium risk devices compliance
with these requirements will be checked by an independent
certification organisation known as the notified body before
CE marking can be applied to any device.
For certain devices, particularly those within the high risk

categories and those incorporating a new feature or new
materials coming into contact with the human body, con-
formity with these requirements must be based on clinical
data. These may come from clinical investigations designed to
verify that the device performs as intended and that any
adverse effects are acceptable given the potential benefits of
the device. Alternatively, these clinical data may be compiled
from scientific publications covering the intended use,
efficacy, and safety of the device, together with a critical
analysis and evaluation of this literature. This critical evalua-
tion will always take account of long term experience with
established devices.

For all devices undergoing clinical investigation in the
European Community the directives require a formal assess-
ment of the risks posed by such devices to the health and
safety of the patient. From January this year manufacturers
of active implantable medical devices have to inform the
competent authority at least 60 days before a clinical investi-
gation is due to begin, and they must submit the requisite
documentation. Assessment of this documentation will be
carried out by relevant Department of Health officials along
with external assessors with an expert knowledge of the device
or other relevant aspects, such as toxicology, materials, or
sterilisation. Manufacturers will then be notified if any
objections have been raised to the investigation proceeding
and will be fully informed of the grounds for any objection.
They are free to resubmit an application if the original reasons
for the objection have been addressed. All proposals for
clinical investigations should still be referred to the relevant
local research ethics committee. The competent authority
does, however, have the power to prohibit an investigation on
the grounds of patient safety even though an ethics committee
may have approved it.

Currently, the Department of Health operates a voluntary
system, which encourages users to report all adverse incidents
related to devices. (These are then investigated and action
taken as appropriate-for example, issuing a hazard notice.)
This system will continue but, with the introduction of the
directives, manufacturers will be required by law to report
serious incidents to the competent authority. Information
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about these incidents will be collected and evaluated centrally,
and, where necessary, made available to other member states.
The overall aim of the new system will be to improve the
safety of patients, users, and others by seeking to prevent the
same type of serious incident recurring elsewhere in the
community.
These directives are intended greatly to simplify and

harmonise the introduction of medical devices into both
the European Community and, later, the countries of the
European Free Trade Area. Naturally these new regulations
introduce their own administrative difficulties and all players

will need to apply common sense and sound judgment to
avoid excessive bureaucracy. These procedures should,
however, lead to advantages for both patients and doctors.
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Female genital mutilation

Both the problem and the solutions rest with women

Historically, female genital mutilation, also misleadingly
known as female circumcision, has been protected under the
veil of traditional practices considered to be too culturally
sensitive to discuss. Female genital mutilation entails the total
or partial cutting away of the female external genital organs
with razors, ceremonial knives, or blades under non-hygienic
conditions without anaesthesia. It is usually performed on
girls ranging in age from 1 week to puberty.
Immediate physical complications include severe pain,

shock, infection, injury to adjacent organs, broken bones,
bleeding, acute urinary infection, tetanus, and death.
Long term problems include chronic pain, difficulties with
micturition and menstruation, pelvic infection leading to
infertility, and prolonged and obstructed labour during
childbirth. '
An estimated 80 million girls and women living today have

undergone female genital mutilation,2 which is practised
primarily in sub-Saharan Africa, the Arab world, Malaysia,
and Indonesia and among migrant populations in Western
countries. In Britain alone an estimated 10 000 girls are
currently at risk (E Dorkenoo and S Elworthy, first study
conference of genital mutilation of girls in Europe, July 1993).
Justification for the practice varies from region to region:
religious, cultural, medical, and moral arguments have all
been used. According to the World Health Organisation,
the practice is closely associated with poverty, illiteracy, and
the low status of women. Women who escape mutilation are
stigmatised and are not sought in marriage, which helps
explain the paradox that the victims of the practice are among
the strongest proponents, along with traditional midwives,
who perform the act.3
Many international agencies, including the World Health

Organisation, the UN Population Fund, the UN Children's
Fund, the International Planned Parenthood Federation,4
and the UN Convention on the Rights of the Child, have
issued declarations advocating the eradication of female
genital mutilation. Of importance to medical professionals
around the world is a statement issued by WHO in 1982 that
advised them not to perform female genital mutilation in any
circumstances. Britain banned the practice in 1985. While no
convictions have been made in Britain, the legislation has
resulted in intervention by local authorities to prevent parents
from mutilating their daughters.'

In the countries where the practice is widespread education
rather than legislation is seen as the way forward. In 1984 the
Inter-African Committee Against Harmful Traditional
Practices Affecting Women and Children was established to
work towards eliminating female genital mutilation and other

damaging customs such as marriage in early childhood, the
preference for male children, and nutritional taboos for
pregnant women. To date the committee has established
national committees in 26 African countries. They support
and coordinate projects, which are run by local people,
supported by local authorities, and use traditional forms of
communication such as theatre, dance, music, and story
telling.6
During the past decade the topic has been discussed with

greater openness by heads of state in Africa and the Arab
world, international organisations, and non-government
organisations. But more significantly, voices are being
raised by the only people who can effectively challenge the
practice-women whose health and lives have been seriously
affected by female genital mutilation. And in Australia,
Canada, Europe, and the United States women have
organised to prevent the practice among vulnerable migrants
and refugees in their countries. Women working at local level
must be congratulated for their success in raising awareness
about the severe threat to health of this practice. Empowering
these women to define their needs and supporting their local
networks is vital if international reform is to be achieved.
International organisations, such as the United Nations,
World Health Organisation, and International Planned
Parenthood Federation, now have the opportunity to work at
regional and international levels in support of women against
female genital mutilation. By working together local women
and international organisations will be most effective in
eliminating this medical and humanitarian challenge to
women's lives.
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