
Reproducibility of the level of 
detection (LOD) of binary methods in 
collaborative and in-house validation 
studies
Reproductibilité de la limite de détection (LD) des méthodes binaires 
pour des études de validation internes et collaboratives

TECHNICAL 
SPECIFICATION

ISO/TS 
27878

First edition 
2023-01

Reference number 
ISO/TS 27878:2023(E)

© ISO 2023



ii

ISO/TS 27878:2023(E)

COPYRIGHT PROTECTED DOCUMENT

©  ISO 2023
All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may 
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on 
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below 
or ISO’s member body in the country of the requester.

ISO copyright office
CP 401 • Ch. de Blandonnet 8
CH-1214 Vernier, Geneva
Phone: +41 22 749 01 11
Email: copyright@iso.org
Website: www.iso.org

Published in Switzerland

	 ﻿� © ISO 2023 – All rights reserved
�



ISO/TS 27878:2023(E)

Foreword.........................................................................................................................................................................................................................................iv
Introduction..................................................................................................................................................................................................................................v
1	 Scope.................................................................................................................................................................................................................................. 1
2	 Normative references...................................................................................................................................................................................... 1
3	 Terms and definitions..................................................................................................................................................................................... 1
4	 Symbols........................................................................................................................................................................................................................... 2
5	 General principles............................................................................................................................................................................................... 3

5.1	 General considerations.................................................................................................................................................................... 3
5.2	 Considerations for the conventional approach........................................................................................................... 3
5.3	 Considerations for the factorial approach...................................................................................................................... 3

6	 Conventional approach.................................................................................................................................................................................. 4
6.1	 Experimental design.......................................................................................................................................................................... 4
6.2	 Statistical model for methods for continuous measurands............................................................................ 4
6.3	 Statistical model for methods for discrete measurands.................................................................................... 7
6.4	 Reliability of precision estimates........................................................................................................................................ 10

7	 Factorial approach...........................................................................................................................................................................................10
8	 In-house validation.........................................................................................................................................................................................13
9	 Software......................................................................................................................................................................................................................13
Bibliography..............................................................................................................................................................................................................................15

iii© ISO 2023 – All rights reserved	 ﻿

Contents� Page


