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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards 
bodies (ISO member bodies). The work of preparing International Standards is normally carried out 
through ISO technical committees. Each member body interested in a subject for which a technical 
committee has been established has the right to be represented on that committee. International 
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work. 
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of 
electrotechnical standardization. 

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the 
different types of ISO documents should be noted. This document was drafted in accordance with the 
editorial rules of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of 
any patent rights identified during the development of the document will be in the Introduction and/or 
on the ISO list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement. 

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and 
expressions related to conformity assessment, as well as information about ISO's adherence to the 
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.
org/iso/foreword.html.

This document was prepared by Technical Committee ISO/TC 24, Particle characterization including 
sieving, Subcommittee SC 4, Particle characterization.

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www.iso.org/members.html.
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Reference materials for particle size measurement — 
Specification of requirements

1	 Scope

This document is intended to support users of reference materials (RMs) for particle size analysis 
to identify suitable RMs (certified or not) for their needs. In line with the focus on users, questions 
on sample preparation that go beyond preparation of the sample as received by the user will not be 
covered by this document.

This document describes the fundamental requirements that RMs (certified or not) for the 
determination of particle size shall fulfil in order to be fit for a given purpose. The document is limited 
to a description of the fundamental principles – the discussion whether a certain numerical value is fit 
for purpose is beyond the scope of this document.

The scope of this document is limited to RMs (certified or not) in the form of particles. This document 
does not deal with any other form of RMs, like calibration grids.

2	 Normative references

There are no normative references in this document.

3	 Terms and definitions

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

ISO and IEC maintain terminology databases for use in standardization at the following addresses:

—	 ISO Online browsing platform: available at https://www.iso.org/obp

—	 IEC Electropedia: available at https://www.electropedia.org/

3.1
kind of quantity
aspect common to mutually comparable quantities

Note 1 to entry: The division of ‘quantity’ according to ‘kind of quantity’ is to some extent arbitrary.

EXAMPLE	 The quantities diameter, circumference, and wavelength are generally considered to be quantities 
of the same kind, namely of the kind of quantity called length.

Note 2 to entry: Quantities of the same kind within a given system of quantities have the same quantity dimension. 
However, quantities of the same dimension are not necessarily of the same kind.

[SOURCE: ISO/IEC Guide 99:2007, 1.2, modified — Note 3 to entry and EXAMPLES 2 and 3 have 
been deleted.]

3.2
measurand
quantity intended to be measured

Note 1 to entry: The specification of a measurand requires knowledge of the kind of quantity (3.1), description of 
the state of the phenomenon, body, or substance carrying the quantity, including any relevant component, and 
the chemical entities involved.
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[SOURCE: ISO/IEC Guide 99:2007, 2.3, modified — Notes 2 and 3 to entry and all the EXAMPLES have 
been deleted.]

3.3
operationally defined measurand 
method-defined measurand
measurand (3.2) that is defined by reference to a documented and widely accepted measurement 
procedure to which only results obtained by the same procedure can be compared

Note  1  to  entry:  A term for measurands that are independent of a procedure does not exist. The term “non-
operationally defined measurand” is used in this document.

[SOURCE: ISO 17034:2016, 3.7, modified — the second term has been added and Note 1 to entry has 
been replaced.]

3.4
metrological traceability
property of a measurement result whereby the result can be related to a reference through a 
documented unbroken chain of calibrations (3.12), each contributing to the measurement uncertainty

Note 1 to entry: For this definition, a ‘reference’ can be a definition of a measurement unit through its practical 
realization, or a measurement procedure including the measurement unit for a non-ordinal quantity, or a 
measurement standard.

[SOURCE: ISO/IEC Guide 99:2007, 2.41, modified — Notes 2 to 8 to entries have been deleted.]

3.5
monomodal material
material consisting of particles where the particle size density distribution has only one maximum

Note 1 to entry: A monomodal material is not monodisperse if the width of the distribution is larger than the 
limits described for monodisperse mateials (3.6).

3.6
monodisperse material
material consisting of particles with narrow particle size distribution

Note  1  to  entry:  For this document, a material is considered monodisperse if the width of the distribution of 
the number-based diameter expressed as x90/x10 is 1,12 or less (where x10 is 10 % percentile of the cumulative 
particle size distribution and x90 is 90 % percentile of the cumulative particle size distribution), which 
corresponds to a relative standard deviation of the distribution of 4,4  %. The limit 1,12 is taken from the 
requirements for monodisperse pickets from ISO/TS 14411‑1. Such narrow size distributions are typically found 
in polymer latex materials.

3.7
spherical particle
particle with an aspect ratio of 0,95 or above in all three dimensions

Note  1  to  entry:  particles with small outgrows or that are not smooth can nevertheless fulfil this definition 
of sphericity.

3.8
reference material
RM
material, sufficiently homogeneous and stable with respect to one or more specified properties, which 
has been established to be fit for its intended use in a measurement process

Note 1 to entry: RM is a generic term comprising both certified and non-certified RMs. There is no term explicitly 
referring to RMs without any assigned certified value (3.10). In this document, the term “reference material/ 
RM” is used for the superordinate, i.e. certified and non-certified RMs, whereas “non-certified RM” is used to 
explicitly refer to materials without certified values.

Note 2 to entry: Properties can be quantitative or qualitative, e.g. identity of substances or species.
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Note 3 to entry: Uses may include the calibration (3.12) of a measurement system, assessment of a measurement 
procedure, assigning values to other materials, and quality control.

[SOURCE: ISO Guide 30:2015, 2.1.1, modified — Note 1 to entry has been expanded and Note 4 to entry 
has been deleted.]

3.9
certified reference material
CRM
reference material (3.8) characterized by a metrologically valid procedure for one or more specified 
properties, accompanied by an RM certificate that provides the value of the specified property, its 
associated uncertainty, and a statement of metrological traceability (3.4)

Note 1 to entry: The concept of value includes a nominal property or a qualitative attribute such as identity or 
sequence. Uncertainties for such attributes may be expressed as probabilities or levels of confidence.

[SOURCE: ISO Guide 30:2015, 2.1.2, modified — Notes 2 to 4 to entry have been deleted.]

3.10
certified value
value, assigned to a property of a reference material (3.8) that is accompanied by an uncertainty 
statement and a statement of metrological traceability (3.4), identified as such in the RM certificate

[SOURCE: ISO Guide 30:2015, 2.2.3]

3.11
indicative value
information value
informative value
value of a quantity or property, of a reference material (3.8), which is provided for information only

Note 1 to entry: An indicative value cannot be used as a reference in a metrological traceability (3.4) chain

[SOURCE: ISO Guide 30:2015, 2.2.4]

3.12
calibration
operation that, under specified conditions, in a first step, establishes a relation between the quantity 
values with measurement uncertainties provided by measurement standards and corresponding 
indications with associated measurement uncertainties and, in a second step, uses this information to 
establish a relation for obtaining a measurement result from an indication.

Note  1  to entry:  A calibration may be expressed by a statement, calibration function, calibration diagram, 
calibration curve, or calibration table. In some cases, it may consist of an additive or multiplicative correction of 
the indication with associated measurement uncertainty.

Note 2 to entry: Calibration should not be confused with adjustment of a measuring system, often mistakenly 
called “self-calibration”, nor with verification of calibration.

Note 3 to entry: Often, the first step alone in the above definition is perceived as being calibration.

[SOURCE: ISO/IEC Guide 99:2007, 2.39]

3.13
design qualification
DQ
process for verification that the proposed specification for the facility, equipment, or system meets the 
expectation for the intended use

[SOURCE: ISO 11139:2018, 3.220.1]
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3.14
installation qualification
IQ
process of establishing by objective evidence that all key aspects of the process equipment and ancillary 
system installation comply with the approved specification

[SOURCE: ISO 11139:2018, 3.220.2]

3.15
performance qualification
PQ
process of establishing by objective evidence that the process, under anticipated conditions, consistently 
produces a product which meets all predetermined requirements

[SOURCE: ISO 11139:2018, 3.220.4]

3.16
operational qualification
OQ
process of obtaining and documenting evidence that installed equipment operates within predetermined 
limits when used in accordance with its operational procedures

[SOURCE: ISO 11139:2018, 3.220.3]

3.17
proficiency test
evaluation of participant performance against pre-established criteria by means of 
interlaboratory comparisons

[SOURCE: ISO/IEC 17043:2010, 3.7, modified — Notes to entry 1 and 2 have been removed.]

3.18
statistical quality control
part of quality control in which statistical methods are used (such as estimation and tests of parameters 
and sampling inspection)

EXAMPLE	 The use of quality control charts.

[SOURCE: ISO 12491:1997, 3.2, modified — the EXAMPLE has been added.]

4	 Abbreviated terms

CRM Certified reference material

DLS Dynamic light scattering

DMA Differential mobility analysis

DQ Sesign qualification

ESZ Electric sensing zone

IQ Installation qualification

OQ Operational qualification

PQ Performance qualification 

RM Reference material
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