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Foreword

[SO (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.

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

draws attention to the possibility that the implementation of this document may involve the use of]

hts in respect thereof. As of the date of publication of this document, ISO had not.received notice of]
ent(s) which may be required to implement this document. However, implementers are cautioned t
5 may not represent the latest information, which may be obtained from the patent database availabl
rw.iso.org/patents. ISO shall not be held responsible for identifying any or all'stich patent rights.
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/ trade name used in this document is information given for the cohvenience of users and does
stitute an endorsement.

an explanation of the voluntary nature of standards, the meaning of ISO specific terms and expressi
hted to conformity assessment, as well as information about ISO's adherence to the World Tr
anization (WTO) principlesin the Technical Barriers to Trade (TBT), see www.iso.org/iso/foreword.hf

bed
pes
the

(@)

ent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed patent
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s document was prepared by Technical Committee ISQ/TC 198, Sterilization of health care products
aboration with the European Committee for Standardization (CEN) Technical Committee CEN/TC 1
rilizers and associated equipment for processing ofedical devices, in accordance with the Agreement
hnical cooperation between ISO and CEN (Vienna’Agreement).

F feedback or questions on this document 'should be directed to the user’s national standards bodj
hplete listing of these bodies can be found at www.iso.org/members.html.
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Sterilization of health care products — Vocabulary of terms
used in sterilization and related equipment and process
standards

AMENDMENT 1: Amended and additional terms and definitions

3.1

Replace the term and the text of the definition with the following:

3.1

exposure stage
cydle stage between the introduction of the sterilizing agent or disinfectingagent into the chamber
when its microbicidal effect has become negligible

No

3.1

Replace the text of the definition with the following:

31

Fgip value

exl
the

Addl the following new entry 3.113.4.F g, ocicar Value:

3.1

FgibLocicar Value

exy
in g

Note 1 to entry: Fgohogicar, can be calculated by multiplying the D,,; value by the difference between the log to

bas|

3.1

[ 1 exposure phase

11

e 1 to entry: The exposure stage comprises that part of the process for which microbial lethality is claimed.

(3.2 Fpjo value

13.2

ression of the resistance of a biological indieator calculated as the product of the logarithm to base 1
initial population of microorganisms andthe D value

13.4

ression of the delivered lethality of a process, measured in terms of actual kill of microorganisms oj
biological indicat@r{BI) challenge system

e ten of the starting population and the log to the base ten of the enumerated population after processing.

B3 Helding time

ind

) of

the

Replace the text of the definition with the tollowing:

3.1

33

holding time
period during which process or cycle parameters are maintained within their specified tolerances for

def

ined cycle stages

Add the following new entry 3.133.1 holding time:

© IS0 2024 - All rights reserved

1


https://standardsiso.com/api/?name=45000f58ccd46db3316baa15d13bebee

31

1SO 11139:2018/Amd.1:2024(en)

331

holding time
<moist heat sterilization> period for which the temperatures at the reference measurement point, and at all

poi

nts within the load, are continuously within the sterilization temperature band

3.151 labelling

Replace the text of the definition with the following:

3.11JSl
labelling

lab
put

[SO

3.1

bl, instructions for use and any other information related to identification, technical description,linten
pose and proper use of the medical device, but excluding shipping documents

URCE: ISO 13485:2016, 3.8]

b6 medical device

Ad

ed "in or on the human body" in the paragraph after the list, as follows:

3.166
meldical device

ins
or
hu

and
me

No
inc

rument, apparatus, implement, machine, appliance, implant, reagent for in vitro use, or software mate
ther similar or related article, intended by the manufacturer-to be used, alone or in combination,
an beings, for one or more of the specific medical purposé(s) of:

diagnosis, prevention, monitoring, treatment, or alleviation of disease;

diagnosis, monitoring, treatment, alleviation of, df’compensation for an injury;

investigation, replacement, modification, or-support of the anatomy, or of a physiological process;
supporting or sustaining life;

control of conception;

disinfection of medical devices;

providing information by-means of in vitro examination of specimens derived from the human body

| which does not achieve“its primary intended action by pharmacological, immunological, or metab
hns, in or on the human body, but which may be assisted in its intended function by such means

e 1 to entry: Products which may be considered to be medical devices in some jurisdictions, but not in ot}
de:

items specifically intended for cleaning or sterilization of medical devices;

pouches, reel goods, sterilization wrap, and reusable containers for packaging of medical devices for sterilizat

led

ial,
for

blic

ers

on;

disinfection cnhcfanr‘nc;

aids for persons with disabilities;
devices incorporating animal and/or human tissues;

devices for in vitro fertilization or assisted reproduction technologies.

3.214 processing

© IS0 2024 - All rights reserved
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Add new entry number and definition as follows:

3.214.1

processing

<biologics and tissue-based product> activity performed in the preparation, manipulation, preservation for
storage and packaging of a biological or tissue-based product

Renumber 3.214 processing <preparation of medical devices> as:

3.214.2
prdcessing

3.2p4 simulated product

Replace the text of the definition with the following:

3.254

simulated product
iten intended to represent specified characteristics of a product or product, family used to demonstrate a
deflined performance of a process related to these characteristics

3.2p3.1 temperature band
Replace the text of the definition with the following:

3.293.1

temperature band
<operating> range of temperatures expressed as thédminimum and maximum temperatures in the usgble
chgmber space during a holding time

Notle 1 to entry: An operating cycle can comprise more than one holding time.

3.2p6 terminally sterilized
Replace the text of the definitionwith the following:

3.296
terminally sterilized
exposed to a successful-sterilization process in its sterile barrier system

After 3.327

3.328

acceptance range
<irradiation> range within which the statistic under consideration lies with a specified probability when
the process is in a state of control

Adj the fellowing new term entries:

© IS0 2024 - All rights reserved
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3.329

accompanying information

information accompanying, or marked on, a medical device or accessory and containing information
the user or those accountable for the installation, use, maintenance, decommissioning and disposal of
medical device or accessory, particularly regarding safe use

Note 1 to entry: The accompanying information can be regarded as part of the medical device or accessory.

Note 2 to entry: The accompanying information can consist of the label, marking, instructions for use, techn
description, installation manual, quick reference guide, etc.

for
the

ical

Notle 3 to entry: Accompanying information is not necessarily a written or printed document but could invjylve

auditory, visual, or tactile materials and multiple media types (e.g. CD/DVD-ROM, USB stick, website).
Note 4 to entry: The label can include the information on the packaging of the medical device.

Note 5 to entry: E(electronic)-documentation can include any or all types of information supplied by{the manufacty
parftially or entirely.

Notle 6 to entry: Marketing information is also known as promotional material.

[SQURCE: ISO 20417:2021, 3.2, modified — The term “processing” has been renioved from the definit
Note 1 to entry has been modified to exclude a requirement, Note 4 to entry hasbeen deleted, and Notes
7 hpve been renumbered Notes 4 to 6 to entry.]

3.330

bidlogic

prdduct that is synthesized from living organisms, or their products, and used as a diagnostic, preventive
therapeutic agent

3.331
companion tissue
tisque from the same donor(s) that is not intended to-be used for transplantation

3.332

contained product sterilization

<mpist heat sterilization> validated process where indirect contact of a heating medium on the exter
sunffaces of contained product is used to create moist heat internally to achieve the specified requiremg
for|sterility within the contained prodaict

3.333

critical medical device

<whpsher-disinfector> item-processed in a washer-disinfector, intended to be introduced directly into
haye contact with, the vascular system or normally sterile areas of the body

EXAMPLE Surgicahinstruments.
Note 1 to entry: Gnitical medical devices usually require sterilization before use.

Note 2 to entfy; National regulations can use alternative wording for this term.

rer

on,
b to

e oI’

nal

nts

or

3.334

donoridentification

unigue tdentifier assignedtoa JITSplanmtabte tissSue anmd comparion tissue atorigirate 0 SENY:
donor

3.335

end product testing
testing carried out on product samples that have completed the entire manufacturing process

3.336
endotoxin limit
maximum allowable level of endotoxin specified for a product

© IS0 2024 - All rights reserved

4

me


https://standardsiso.com/api/?name=45000f58ccd46db3316baa15d13bebee

1SO 11139:2018/Amd.1:2024(en)

3.337

endotoxin unit
EU

international unit
IU

standard unit of measure for endotoxin activity initially established relative to the activity contained in
0,2 ng of the U.S. Reference Standard Endotoxin Lot EC-2 [United States Pharmacopeia (USP) standard

reference material]

Note 1 to entry: Currently, the U.S. Reference Standard Endotoxin EC-6, USP Lot G, and the World Health Organization’s

<bdcterial endotoxin> the most dilute concentration of a test or control solution for which a positive react
for|bacterial endotoxin is observed

3.3(38.2

endlpoint
<cHemical indicator> point of the observed change defined by the manufacturer, occurring after the indic3
hag been exposed to specified stated values

3.338.3
endlpoint
<ggometric mean> antilog of the average of the logarithmic values with respect to the endpoints fj
replicate dilution series converted back to a base 10 number used to establish the central tendency or typ
valpe from a test solution

EXAMPLE Hospitals, free-standing ambulatory surgical centres, nursing homes, extended care facilities, med

infprmation supplied by the manufacturer
all infermation related to the identification and use of a medical device or accessory, in whatever fa

ary international endotoxin standard (IS) are sub-lots of the same endotoxin preparation, making the EU andl IU

ion

tor

cal

cal,

prqgvided, intended to ensure the safe and effective use of the medical device or accessory

Note 1 to entry: For the purposes of this document, shipping documents and promotional material are excluded
from information supplied by the manufacturer. However, some authorities having jurisdiction can consider such

supplemental information as information supplied by the manufacturer.

[SOURCE: I1SO 20417:2021, 3.10, modified — Notes 1, 3 and 4 to entry have been deleted, and Note 2 to entry

has become Note 1 to entry.]

© IS0 2024 - All rights reserved
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3.342

instructions for use

IFU

portion of the accompanying information that is essential for the safe and effective intended use of a medical
device or accessory directed to the user of the medical device

Note 1 to entry: The instructions for use, or portions thereof, can be located on the display of a medical device or its
accessory.

[SOURCE: ISO 20417:2021, 3.11, modified — ‘package insert’ has been removed, ‘use’ has been changed to
to

hnd

ith,

has

ds
ted

est

the

intravascular
located in or occurring within or administered through the heart or blood vessel(s)

3.350
label
<medical device, accessory> written, printed, or graphic information appearing on the item itself

Note 1 to entry: Label includes the marking on the medical device or accessory.

© IS0 2024 - All rights reserved
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[SOURCE: ISO 20417:2021, 3.12, modified — Reference to packaging and provision of multiple items has
been deleted, Notes 1, 3 and 4 to entry have been deleted, and Note 2 to entry has become Note 1 to entry.]

3.351

lambda

A

<endotoxin testing> labelled sensitivity of an LAL gel-clot reagent expressed in EU/mL or, for chromogenic
or turbidimetric tests, the lowest point (endotoxin concentration) on the referenced standard curve

3.352
lipppolysaccharide
Grgm-negative bacterial cell wall component composed of lipid A, a core polysaccharide, and an O-sidé ¢hain

infprmation, in text or graphical format, durably affixed, printed, etched, or equivalent, to amedical deyice

Note 1 to entry: For the purposes of this document, marking is different from “direct marking® as described in syst¢ms

[SQURCE: ISO 20417:2021, 3.16, modified — Note 2 to entry has been modified.and renumbered as Note ] to

<erjdotoxin testing> maximum amount a sample can be diluted,%r the total extraction volume used relative
to fhe sensitivity of a bacterial endotoxins test (BET) in which'the specified endotoxin limit can be detecfed

trology> measurement standard xecognized by a national authority to serve in a state or economy as
thelbasis for assigning quantity valties to other measurement standards for the kind of quantity concerngd

[SQURCE: ISO/IEC Guide 99:2007%, 5.3, modified — The term “national measurement standard” has bgen
delpted and the domain <metrology> has been added.]

3.357

non-critical device
<wpsher-disinfector> item processed in a washer-disinfector, whose surface(s) are intended to confact
intact skin of a bady but do not penetrate it, or device not intended for direct patient contact

EXAMPLE Blood pressure cuffs, wheelchairs, trays, bowls, dishes, glassware, receivers, containers for transit

Note 1L4o¢eéntry: National regulations can use alternative wording for the definition of this term when applied to
me(lical devices.

3.358

penetration type test device

PTTD

device for use in type tests to ascertain a minimum sterilizing agent penetration performance during a
sterilization cycle

© IS0 2024 - All rights reserved
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3.359

pri

mary standard

<metrology> measurement standard established using a primary reference measurement procedure, or
created as an artefact, chosen by convention

[SOURCE: ISO/IEC Guide 99:2007, 5.4, modified — The term “primary measurement standard” and Examples
have been deleted, and the domain <metrology> has been added.]

3.3

60

process

set

No
of t

[Sd
ent

3.

pr
<ir

of Interrelated or Interacting activities that use inputs to deliver an intended result

No]e 1 to entry: An activity can include an equipment function.

e 2 to entry: Whether the “intended result” of a process is called output, product or service depends on‘the con
he reference.

URCE: ISO 9000:2015, 3.4.1, modified — Notes to entry 2, 3, 4, 5 and 6 were deleted, a new Note 1]
ry has been added, and the original Note 1 to entry was renumbered as Note 2 to-entry.]

61

cess load

Fadiation> volume of material with a specified product loading configuration irradiated as a single enf

Notle 1 to entry: The process load consists of one or more irradiation containers.

[SO

URCE: ISO/ASTM 52303:2015, 3.1.10, modified — The domain <ixradiation> has been added.]

process target dose

3.162
D, get

<ir
del
3.
pr
<ir
prd

3.

pr
pra
del

Fadiation> dose, at a specified monitoring location, which the irradiation process parameters are se
ver

63

cess variability

radiation> measure of factors that results in a random distribution of data around the average f]
vides information on how well the process can perform when all special cause variation is removed

64

duct realization

cesses consistent with the quality system requirements that are needed to develop, manufacture
ver the finished product

3.365

Ref
RS
<el

‘erence Standard Endotoxin
E
dotoxin> USP Endotoxin Reference Standard that has a defined potency of 10 000 USP EUs per vial

3.366

rey
<el|

eattest
dotoxin> analysis of additional product samples from a previously tested batch or another batch

ext

to

—n

ty

[ to

hat

hind

Note 1 to entry: This definition can be used in other environments where the term repeat test is used.

3.3
ret

67
est

<endotoxin> reanalysis of previously tested product samples or product sample preparation

Note 1 to entry: This definition can be used in other environments where the term retest is used.

© IS0 2024 - All rights reserved
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3.368

saturated steam sterilization

validated process which involves the direct contact of saturated steam as the sterilizing agent on product
surfaces to achieve the specified requirements for sterility

3.369

semi-critical medical device

<washer-disinfector> item processed in a washer-disinfector, that, during use, contacts mucous membranes
or non-intact skin of a body

EXAMPLE Some probes, some respiratory therapy equipment.

Note 1 to entry: National regulations can use alternative wording for this term.

prdduction control containing a combination of letters or numbers, selected by the manufacturer, intenfled
for|quality control and identification purposes to uniquely distinguish an individual@edical device fijom

set|of techniques for improving the quality of process eutput by reducing variability through the us¢ of
ong or more control charts and a corrective action strategy used to bring the process back into a stat¢ of

<irfadiation> standard factor or fagtors used to determine process target doses which has bgen

derponstrated to have more consenyvative calculated values of UF,,.,. and UF, .. during historical routine

poiftion of the accompanying information directed to the responsible organization and service persornel
is essential for preparation for the first use and safe use, maintenance or repair as well as transporf or

t' A haocad o Ao o
1Sstie-pDasea proauct

product consisting of the organization of cells, cells and extra-cellular constituents, or extra-cellular
constituents

Note 1 to entry: This can include tissues from tissue banks or material of animal origin.

© IS0 2024 - All rights reserved
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3.376

worst-case

set of conditions, as compared with ideal conditions, justified to pose the highest probability of process or
product failure

Note 1 to entry: The set of conditions do not necessarily induce product or process failure.
Note 2 to entry: The set of conditions should be specified within the limitations of the intended use.

Note 3 to entry: The set of conditions should encompass upper and lower processing limits and circumstances.

Add a new Clause 4

4 Abbreviated terms

BET bacterial endotoxins test
Diafget process target dose

EU endotoxin unit

HCF health care facility

[FU instructions for use

U international unit

LAL Limulus amoebocyte lysate
MTD maximum valid dilution

PTTD penetration type test device

RSE Reference Standard Endotoxin
SP(¢ statistical process control
TAL Tachypleus amoeboegyte lysate
usp United States Pharmacopeia

© IS0 2024 - All rights reserved
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