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INTRODUCTION
In this decade quality development in the health sectors
proceeds at an increasing speed all over Europe. The
information of a great number of quality projects, frequently
in the range of hundreds per hospital, are overwhelming. It

is

recognised

that the hospital quality systems for

implementation are generally similar to the Total Quality
Management (TQM) concept as a model. It is obvious now
that such models are gaining acceptance internationally by

improved quality systems and a new culture in the clinical
engineering departments. The standard EN ISO 9002 for
quality systems and the guideline ISO l00l I for auditing

quality systems were used as part of the reference
documentation. After 8 Nordic audits it is evident that this

method is efficient for quality development, but on the other
side very resource demanding. A reduction in expenses is
needed, when such periodic audits are becoming a common
tool for continuous quality development and a routine.

RESULTS AND DISCUSSION

health sector management.

For national co-ordination of the quality development,

national strategies have been formulated defining
responsibilities and tasks at various levels in the national
health system. It is not so surprising that hospital
management are using TQM as a strategic tool for quality
development of the hospital organisation. Inspiration
obtained from the industry implementing EN ISO 9000
quality systems and WHO's strategy from 1985 "Targets for

Health for all - 2000" are influencing the attitude to the
TQM concept. WHO's target no.31 adjusted in l99l is:
"By the year 2000, there should be structures and
processes in all Member States to ensure continuous
improvement in the quality of health care and appropriate
development and the use of technologies". Structures,
processes and technologies are indeed important parameters

for clinical engineering

services

and the

belonging

documented total quality system.

METHODS

NORDMEDTEK, an acronym of "Nordic Co-operative
for Medical Technology", is based on the co-

Group

operation between

the

executive directors

of

six

participating university hospitals, within the five Nordic

Countries,

for more than 10 years. In

1992

NORDEMDTEK decided, as a continuation of the Quality
Assurance Training Programme supported by the ECCOMETT programme, that it is of great importance for the

development in clinical engineering services at the
hospitals, to build their own quality systems, and the best

way to introduce a quality system was starting with auditing
(ONORDMEDTEK - Audit - Method).
ln many cases documentation was lacking, but the audit
process motivated for development and improvement in
documentation. Auditing by colleagues (peer-review) has
shown to be an excellent learning process, both for the

NORDMEDTEK is in the process of developing Nordic

Guidelines for Clinical Engineering Departments. The
guidelines are based on documented experiences in the
previous audit reports and are constantly subject to revision

for

improvement. Using guidelines as a reference the
efficiency will be improved and expenditures reduced by
introducing self-assessment check lists to be filled in before
the audit. These Nordic guidelines will be subject for
further professional evaluation within the Nordic Countries
and will be offered for harmonisation on a European level
and might be used as such for accreditation purposes.
Striving for an increasing confidence of their costumers and
the society with the objective to increase the market share,
commercial organisations are assessing their progress
against models of excellence. Such models are various
Prizes or Awards, which are still developing world wide.
This year the model on which the European Quality Award
is based has been extended to include public health care
organisations, like hospitals. Using a common model will
open up for benchmarking both between public hospitals
and between public and private hospitals, or service units
like clinical engineering departments. The European Model
for Total Quality Management is based on guidelines for
self task assessment of the organisation and might be used
for the application to the European Quality Award as a
supplement or an alternative to the external certification and
accreditation bodies who can assess the organisation with
reference to e.g. the EN ISO 9000 standards or EN45000
standards in combination with guidelines developed for
good professional practice at various fields.
The European model for Total Quality Management
with a variety of self-assessment approaches will be
discussed with reference to the @NORDMEDTEK - Audit Method in respect to efficacy, efficiency of quality
development in clinical engineering hospital services.

auditee and the audit team and an inspiration towards
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