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National foreword

This British Standard is the official English language version of EN 591:2001. 
It supersedes BS EN 591:1995 which is withdrawn.

The UK participation in its preparation was entrusted to Technical Committee 
CH/69, In vitro diagnostic systems, which has the responsibility to: 

A list of organizations represented on this committee can be obtained on 
request to its secretary.

Cross-references
The British Standards which implement international or European 
publications referred to in this document may be found in the BSI Standards 
Catalogue under the section entitled “International Standards Correspondence 
Index”, or by using the “Find” facility of the BSI Standards Electronic 
Catalogue.
A British Standard does not purport to include all the necessary provisions of 
a contract. Users of British Standards are responsible for their correct 
application.

Compliance with a British Standard does not of itself confer immunity 
from legal obligations.

— aid enquirers to understand the text;

— present to the responsible European committee any enquiries on the 
interpretation, or proposals for change, and keep the UK interests 
informed;

— monitor related international and European developments and 
promulgate them in the UK.

Summary of pages
This document comprises a front cover, an inside front cover, the EN title page, 
pages 2 to 11 and a back cover.

The BSI copyright date displayed in this document indicates when the 
document was last issued.
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Foreword

This European Standard has been prepared by Technical Committee CEN/TC 140, In vitro diagnostic medical
devices, the Secretariat of which is held by DIN.

The European Diagnostic Manufacturers Association (EDMA) has contributed to its preparation.

This European Standard shall be given the status of a national standard, either by publication of an identical text or
by endorsement, at the latest by September 2001, and conflicting national standards shall be withdrawn at the latest
by September 2001.

This European Standard supersedes EN 591:1994.

This European Standard has been prepared under a mandate given to CEN by the European Commission and the
European Free Trade Association, and supports essential requirements of EC Directive(s).

For relationship with EC Directive(s), see informative Annex ZA, which is an integral part of this standard.

According to the CEN/CENELEC Internal Regulations, the national standards organizations of the following countries
are bound to implement this European Standard: Austria, Belgium, Czech Republic, Denmark, Finland, France,
Germany, Greece, Iceland, Ireland, Italy, Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland
and the United Kingdom.
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1 Scope

This standard specifies the requirements for the contents of instructions for use for in vitro diagnostic instruments
including apparatus, equipment, calibrators and control materials for professional use, hereafter called IVD
instruments.

NOTE 1  Instructions for use are essential to enable the safe and proper operation of IVD instruments.

NOTE 2  This standard can also be applied to accessories.

This standard is not applicable to field repair instructions.

2 Normative references

This European Standard incorporates by dated or undated reference, provisions from other publications. These
normative references are cited at the appropriate places in the text and the publications are listed hereafter. For
dated references, subsequent amendments to or revisions of any of these publications apply to this European
Standard only when incorporated in it by amendment or revision. For undated references the latest edition of the
publication referred to applies (including amendments).

ISO 1000,  SI units and recommendations for the use of their multiples and of certain other units.

3 Terms and definitions

For the purposes of this European Standard, the following terms and definitions apply.

3.1
calibrator
substance, material or article intended by its manufacturer to be used to establish the measurement relationships of
an in vitro diagnostic medical device
[EN 375]

3.2
control material
substance, material or article intended by its manufacturer to be used to verify the performance characteristics of an
in vitro diagnostic medical device
[EN 375]

3.3
instructions for use
information supplied by the manufacturer with an IVD instrument concerning the proper use and the safe and correct
operation, maintenance and basic trouble-shooting of the IVD instrument

3.4
internal quality control  
operational techniques and activities at the point of use that are used to fulfil requirements for quality of services
[EN 375]

NOTE  Internal quality control comprises all steps of activity for production of results from collection of sample and
measurement of a measurable quantity to reporting of result of measurement.

3.5
in vitro diagnostic instrument (IVD instrument)
in vitro diagnostic medical device which is an instrument, apparatus or equipment

NOTE 1  For the definition of an in vitro diagnostic medical device see [4].

NOTE 2  In some cases a particular IVD instrument, as defined for use in human medicine, may serve also in
veterinary medicine.
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