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National foreword

This British Standard is the UK implementation of EN 16280:2012.

BSI, as a member of CEN, is obliged to publish EN 16280:2012 as a 
British Standard. However, attention is drawn to the fact that during 
the development of this European Standard, the UK committee 
voted against its approval as a European Standard.

It should be noted that in the UK, use of breath test devices by 
members of the public to determine whether or not they might 
be over the drink drive limit is not encouraged. There is a risk that 
improper use of such non-professional devices could mistakenly 
lead individuals to think they were not impaired or above the limit, 
thereby threatening road safety.

The UK committee would like to point out that devices used by 
the police have to meet stringent type approval standards. Public 
confidence in these could be diminished by the use of other devices 
which might conform to other standards but are not type approved. 
Other devices might not operate with the same accuracy and could 
in any particular case give a different reading; these scenarios could 
have legal implications.

In the UK, a device will not be type approved unless it meets all the 
requirements set out in the Guide to Type Approval for Electronic 
Breath Screening Devices (ESDs) used for law enforcement in Great 
Britain, published by the Home Office and is available here: http:// 
www.homeoffice.gov.uk/publications/police/road-traffic-documents/ 
breathalcoholscreening.pdf?view=Binary

The UK participation in its preparation was entrusted to Technical 
Committee PTI/15, Natural Gas and Gas Analysis.

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

This publication does not purport to include all the necessary 
provisions of a contract. Users are responsible for its correct 
application.

© The British Standards Institution 2012. 
Published by BSI Standards Limited 2012

ISBN 978 0 580 74900 1

ICS 13.320; 71.040.40

Compliance with a British Standard cannot confer immunity from 
legal obligations.

This British Standard was published under the authority of the 
Standards Policy and Strategy Committee on 30 November 
2012.

Amendments issued since publication
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Foreword 

This document (EN 16280:2012) has been prepared by Technical Committee CEN/TC 367 “Breath-alcohol 
testers”, the secretariat of which is held by AFNOR. 

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 April 2013, and conflicting national standards shall be withdrawn at the 
latest by April 2013. 

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent 
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights. 

According to the CEN/CENELEC Internal Regulations, the national standards organisations of the following 
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech 
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece, 
Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, 
Romania, Slovakia, Slovenia, Spain, Sweden, Switzerland, Turkey and the United Kingdom. 
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Introduction 

The two main objectives of breath testers, the specifications of which are defined in this document, consist, on 
the one hand, in contributing to the prevention of accidents related to the consumption of alcohol, in particular 
road accidents, and on the other hand, in educating and making consumers aware of their responsibilities by 
enabling them to measure their breath alcohol level. 

The purpose of this standard is to define requirements for a device which is capable of producing 
measurements that will deter a person who has consumed alcohol from driving or carrying out other risk-
related activities. 

Any appropriate technology capable of providing the functionality required in this document may be used. 

The intention of the standard is to define specifications for a breath alcohol tester which will benefit to the 
general public at an affordable level. 

The requirements in this standard apply for electronic devices only. 
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1 Scope 

This European Standard applies to breath alcohol test devices which measure the concentration of alcohol 
contained in an exhaled breath sample, designed and intended to be used as a self tester for the general 
public and to provide a reliable indication of the breath alcohol concentration at the time of the test. 

This European Standard specifies requirements for basic safety and performance, test methods and 
requirements for marking, labelling and operating instructions. 

This European Standard gives guidelines for compliance testing procedures consisting of a number of 
technical performance tests. 

It is not intended that the results of these devices should be used to rebut the results of evidential breath 
alcohol analysers covered by OIML R 126:1998, or breath alcohol test devices used in professional 
applications covered by EN 15964 or similar national regulations. 

Therefore, the results of measurements need to be displayed so as to protect, as far as it is practicable, the 
user from underestimating his alcohol concentration based on measurement uncertainties, intrinsic in every 
measurement. 

2 Normative references 

The following documents, in whole or in part, are normatively referenced in this document and are 
indispensable for its application. For dated references, only the edition cited applies. For undated references, 
the latest edition of the referenced document (including any amendments) applies. 

EN 60068-2-1, Environmental testing — Part 2-1: Tests — Test A: Cold (IEC 60068-2-1) 

EN 60068-2-2, Environmental testing — Part 2-2: Tests — Test B: Dry heat (IEC 60068-2-2) 

EN 60068-2-30, Environmental testing — Part 2-30: Tests — Test Db: Damp heat, cyclic (12 h + 12 h cycle) 
(IEC 60068-2-30) 

EN 60068-2-32, Basic environmental testing procedures — Part 2: Tests — Test Ed: Free fall  
(IEC 60068-2-32) 

EN 60335-2-29, Household and similar electrical appliances — Safety — Part 2-29: Particular requirements 
for battery chargers (IEC 60335-2-29) 

3 Terms and definitions 

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

3.1 
alcohol 
considered to be ethanol 

3.2 
breath alcohol test device 
device which accepts a breath specimen, measures the concentration and indicates the level of alcohol in that 
breath specimen 

3.3 
operating state 
state of the device in which it is able to take a breath specimen and determine the alcohol level in that breath 
specimen 
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3.4 
normal mode 
mode in which the device is ready to measure and display the level of alcohol in the breath specimen of the 
subject under test, either quantitatively or by preset level indication 

3.5 
test mode 
mode in which the device displays the result of a test specified in this standard expressed in numerical format 

3.6 
unit of measurement 
concentration of ethanol expressed in milligrams of ethanol per litre of exhaled volume (mg/L) 

Note 1 to entry: Concentration in ethanol may be expressed in any other equivalent units, e.g. µg/L or µg/100 ml. 

3.7 
manufacturer 
natural or legal person with responsibility for the design, manufacture, packaging and labelling of a device 
before it is placed on the market under his own name, regardless of whether these operations are carried out 
by that person himself or on his behalf by a third party 

3.8 
Maximum Permissible Error 
MPE 
extreme allowed value of measurement with respect to a test gas concentration defined in this standard 

3.9 
adjustment 
process required to correct the measurement value of the breath alcohol test device when it is found to be 
outside of the defined MPE 

3.10 
calibration 
process required to establish a relation between the measurement value of the breath alcohol test device and 
a reference gas 

3.11 
mouthpiece 
disposable hygienically wrapped part that is fitted to the breath alcohol test device through which the subject 
under test provides the breath specimen, and that is used to prevent the breath sample being mixed with 
ambient air and diluting the alcohol concentration 

4 Type-testing 

An example of type-testing requirements is described in Annex A (informative). 

5 Safety 

5.1 General comments 

The device shall be designed as far as possible to ensure the safety of the user of the device. Particular 
attention shall be made to the design and use of electrical connections as well as the materials chosen for 
mouthpiece construction and packaging. 
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