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INTRODUCTION

The evolution in Medical Instrumentation technology
over the past two decades has brought an impressive
number of medical devices to the health care sector opening

up new possibilities for diagnosis and therapy.

This
situation, that has been driven by an extremely intense and
productive applied biomedical research activity - based
itself on the results of basic research in biosciences - is
expected to change the shape of health care within the next
decade.

The Clinical Engineering tasks have been directly
affected by this evolution. Incorporation of microprocessors
in medical equipment and the adoption of new approaches

to

equipment design and manufacturing practice have

generally provided improved reliabiliry, safety and
maintainability of equipment, but at the same time require
special handling. Corrective maintenance is increasingly
becoming a computer assisted process, with sub-system
rather than single component replacement and limited

intuitive action required by the technical staff. This
approach can be regarded, under certain circumstances,
favouring manufacturers over hospital departments.
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devices world-wide are continuously generating, dfr
enorrnous amount of information, which is extremely
important for the overall management of biomedical
technology. This information is today processed by a
number of national and international organisations and is
rendered accessible through printed material or recently
more and more through telematic means. Information
technologies have already been operational or are currently
under development.

Within the EUROMEDIES Concerted Action the use
Electronic Data lnterchange technology has been adopted as
the most suitable for the purposes of exchanging medical
device vigilance information. A protofype system using EDI
messages conforming to UN/EDIFACT standard has been
built and will be soon available for a demonstration trial on
a European scale.

Currently, the information highway is introducing new
ways, not only to the access of information, but also to an

of all clinical engineers to this
information generation process. The Clinical Engineering
Division of IFMBE is actually planning to operate such a
specialised telematics facility, for information exchange in
the field of biomedical technology, in the near future, under
active participation

DISCUSSION

New equipment have incorporated the use of new tools
and procedures that have lead already many hospital clinical
engineering departments to change their structure and
introduce quality systems in order to improve their services
and monitor the outcomes. This is also allowing them to
prove their cost-effectiveness and competitiveness against
alternative solutions offered by third party service providers
or manufacturers.
The extended use of computer based medical equipment
management systems is nowadays offering the possibility to
monitor equipment performance, cost, downtime or user

error through the collection of appropriate data. This
information, produced locally, is very useful for the
management of the technologies involved, while at the same

it constitutes the basis for the evaluation of quality
indicators concerning the clinical engineering department

time

itself.

In the field of risk management and medical

device
(MD) vigilance the role of clinical engineering departments
is also essential. Although the new EU MD directives place

the responsibility for investigation of incidents involving
medical devices directives with the manufacturers, in
practice this cannot be effectively achieved without the
participation

dissemination

reoccurrence of accidents with the same kind of device
whenever possible. It is evident that all these activities
related to the development, assessment and use of medical

of clinical

engineers. Their

role is equally

important when implementing corrective actions. The
critical information produced in this area of activity requires

careful handling and confidentiality.

Appropriate
communication networks can be used for quick and efficient

the Health Care Telematics BEAM II project.
It is believed that clinical engineers worldwide will take
advantage of these developments and will reinforce their
position in this new situation.
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