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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.
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Introduction

This document applies to manufacturers of those medical devices that are intended to be processed by

the user or a third party to be made ready for use. This includes

medical devices that are intended for reuse and require processing to take them from their state

after clinical use to the state of being cleaned, disinfected and/or sterilized and ready for their next

use, and

Significant advances in technology and knowledge have resulted in the development of.com
deviges to support the delivery of healthcare to patients. These advances have led®o-med
being designed that are potentially more difficult to clean, disinfect and/or sterilize.

Cleanping, disinfecting and sterilizing technologies have also undergone significant changg
decafle, resulting in new systems and approaches that can be applied ,in the processing
deviges. This has led to a greater appreciation of the need for validation ef processing includ
disinfection and/or sterilization in order to ensure that medical devices are effectively
These developments have led to the need to ensure that manufacfurers of reusable med

single-use medical devices that are supplied non-sterile but are intended to be used in a clean,

blex medical
ical devices

t in the past
r of medical
ng cleaning,
' processed.
ical devices

provide adequate instructions that support the end users to undettake safe and effective processing of

medjcal devices, utilizing the available equipment and procesSes:

A md
ensu
addit

dical device requiring processing is supplied with.detailed processing instructions

ion, effective processing minimizes the risk of other adverse effects on medical device

Cleaing is an important step in rendering a used medical device safe for reuse. Failur
cont
inside and outside surfaces of medical devices could compromise any subsequent
and/|
prov
to fu

ded by the medical device manufacturer for processing prior to use can also require cl
['ther processing.

Aftel
proc
does
instr

cleaning, other factors can affect the safe and effective use of a medical device. H
pdures for inspection and functional testing might be necessary to ensure that a me

uctions on how this-inhspection and testing should be performed.

Manfifacturers ofmedical devices that are to be processed have a responsibility to ens
design of the médical devices facilitates achievement of effective processing. This includes ¢
of commonly.ayailable validated processes; examples are shown in Annex A. This annex ca
a guide towalidate procedures.

in order to

re that, when followed correctly, the risks of transmission of infectious agents are mfinimized. In

S.

e to remove

iminants (e.g. blood, tissues, microorganisms, cleaning agents and lubricants) frgm both the

disinfection

pr sterilization process or the correctfunctioning of the medical device. Single-use medlical devices

Paning prior

or example,
dical device

not pose a safety risk when used. Manufacturers of medical devices can assist users lyy providing

ire that the
nsideration
h be used as
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INTERNATIONAL STANDARD

ISO 17664:2017(E)

Processing of health care products — Information to be
provided by the medical device manufacturer for the
processing of medical devices

1 Scope

This
man;
and/|

This

document specifies requirements for the information to be provided by the me
ifacturer for the processing of a medical device that requires cleaning followed, by
pr sterilization to ensure that the device is safe and effective for its intended usel

includes information for processing prior to use or reuse of the medical-device. Th

of thlis document are applicable to medical devices that are intended for invasive or oth

indin

Proc
to as
the f

ect patient contact.

pssing instructions are not defined in this document. Rather, this decument specifies r¢
5ist manufacturers of medical devices in providing detailed pracessing instructions th
bllowing activities, where applicable:

b)

c)

a) I\itial treatment at the point of use;

reparation before cleaning;

leaning;

d)
e)
f)
g)
h) 9
i) 9
o
This

isinfection;

rying;

inspection and maintenance;

ackaging;
terilization;
torage;
ransportationt

document.excludes processing of the following:

— 1non-critical medical devices not intended for direct patient contact;

Hical device
disinfection

b provisions
er direct or

bquirements
at consist of

— 1

exftile devices used in patient draping systems or surgical clothing;

— medical devices specified by the manufacturer for single-use only and supplied ready for use.

2 Normative references

The following documents are referred to in the text in such a way that some or all of their content
constitutes requirements of this document. For dated references, only the edition cited applies. For
undated references, the latest edition of the referenced document (including any amendments) applies.

ISO 14971, Medical devices — Application of risk management to medical devices

© ISO
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and definitions

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

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

31
cleaning

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

IEC Electropedia: available at http://www.electropedia.org/

removal of

Note 1 to ent]
protein subs
device by a nj

3.2
disinfectin
physical or (

3.3
disinfectio}
process to

appropriate

3.4

manual cle
removal of
use without

3.5

manufactu
natural or I4
intention of
device is dej

Note 1 to ent
the definitior

[SOURCE: IS

3.6

medical de
instrument,
material or
combinatior

ontaminants to the extent necessary for further processing or for intended use

ry: Cleaning consists of the removal, usually with detergent and water, of adherent soil\(e.g. |
fances, and other debris) from the surfaces, crevices, serrations, joints, and lumens of a mg
anual or automated process that prepares the items for safe handling and/or furtherprocessi

b agent
hemical agent that is able to reduce the number of viable microorganisms

1

for a defined purpose

hning
fontaminants from an item to the extent ne¢essary for further processing or for inte
the use of an automated process

Fer
gal person with responsibility fordesign and/or manufacture of a medical device wit
making the medical device available for use, under his name; whether or not such a me

Fy: Attention is drawn te.the fact that the provisions of national or regional regulations can ap
of manufacturer.

0 13485:2016,3,10, modified - notes to entry not included]

yice
appatatus, implement, machine, appliance, implant, reagent for in vitro use, softy
other 'similar or related article, intended by the manufacturer (3.5) to be used, alone

lood,
dical

reduce the number of viable microorganisms to a level previously specified as Ieing

nded

h the
dical

igned and/or manufacturediby that person himself or on his behalf by another persor|(s)

ply to

vare,
or in

, for human beings for one or more of the specific medical purpose(s) of:

diagnos

diagnos

control

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

is, monitoring, treatment, alleviation of or compensation for an injury;

supporting or sustaining life;

of conception;

disinfection of medical devices;

investigation, replacement, modification or support of the anatomy or of a physiological process;

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

© ISO 2017 - All rights reserved
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and does not achieve its primary intended action by pharmacological, immunological or metabolic
means, in or on the human body, but which may be assisted in its function by such means

Note 1 to entry: Products which may be considered to be medical devices in some jurisdictions but not in others
include:

— disinfection substances;
— aids for persons with disabilities;

— devices incorporating animal and/or human tissues;

— evices for in vitra fortilization or assisted renroduction technglogies
T 5

[SOURCE: ISO 13485:2016, 3.11]

3.7
pacKkaging system
combination of a sterile barrier system (3.15) and protective packaging (3.10)

3.8
prodessing
<preparation of medical devices (3.6)> activity to prepare a new o1*used healthcare product for its
interlded use

Note [l to entry: For the purposes of this document, processing ineludes cleaning, disinfection and stlerilization (if
necegsary and applicable).

Note |2 to entry: For the purposes of this document, a health€are product refers to a medical device.

3.9
processor
<preparation of medical devices (3.6)> organization and/or individual with the respopsibility for
carrying out actions necessary to preparela new or reusable healthcare product for its intended use

Note [L to entry: For the purposes of thisldocument, a healthcare product refers to a medical device.

3.10
protective packaging
configuration of materials _designed to prevent damage to the sterile barrier system (3|15) and its
cont¢nts from the time pf'their assembly until the point of use

[SOURCE: ISO 1160712006, 3.13]

3.11
reuspble medical device
medital device (3.6) designated or intended by the manufacturer (3.5) as suitable for pro¢essing (3.8)
and reuse

Note 1 to entry: This is not a medical device that is designated or intended by the manufacturer for single-use only.

3.12

service life

number of processing (3.8) cycles and/or life-time that a medical device (3.6) can be subjected to and
remain suitable and safe for its intended use

3.13
single-use medical device
medical device (3.6) designated or intended by the manufacturer (3.5) for one-time use only

Note 1 to entry: A single-use medical device is not intended to be further processed and used again.

© IS0 2017 - All rights reserved 3
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free from viable microorganisms

[SOURCE: IS
3.15

O/TS 11139:2006, 2.43]

sterile barrier system
minimum package that prevents ingress of microorganisms and allows aseptic presentation of the
product at the point of use

3.16

sterility as
SAL
probability
as the negat]

3.17
sterilizatio
process use

Note 1 to enty
of a microorg
reduced to a

3.18

sterilizing agent

physical or (
sterility und

3.19
terminal p1
final step of]

3.20
validation
confirmatio
use or appli

[SOURCE: IS

3.21
verification

confirmatio
fulfilled

[SOURCE: IS

surance level

bf a single viable microorganism occurring on an item after sterilization (3.17)),/expré
ive exponent to the base 10

n
1 to render product free from viable microorganisms

y: In a sterilization process, the nature of microbial inactivation is exponential and thus the sut

anism on an individual item can be expressed in terms of probability. While this probability ¢
yery low number, it can never be reduced to zero.

hemical entity, or combination of entities, havingsufficient microbicidal activity to acl
er defined conditions

ocess
processing (3.8) to render a medicaldevice (3.6) safe and ready for its intended use

h, through the provision af gbjective evidence, that the requirements for a specific inte
cation have been fulfilled

0 9000:2015, 3.8.13;modified — the notes to entry have been deleted.]

]
h, through ‘the provision of objective evidence, that specified requirements have

09000:2015, 3.8.12 modified — the notes to entry have been deleted.]

ssed

vival
an be

hieve

nded

been

3.22
washer-dis
WD

infector

equipment designed to clean and disinfect product

Note 1 to entry: See the ISO 15883 series.

© ISO 2017 - All rights reserved
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4 Validation of the processes identified in the information provided by the
medical device manufacturer

4.1 The medical device manufacturer shall validate each process that is identified in the information
supplied with the medical device. Validation shall demonstrate that each process is suitable for processing
of the medical device.

4.2 The medical device manufacturer shall have objective evidence available that validation of the
processing procedures has been undertaken to confirm that the specific medical device will be clean,

disin

fected and/or sterilized when processed as directed.

NOTH
authd

NOTH

require validation of those processes by the processor.

4.3
then

man!lfacturer shall demonstrate commonality between the differentinedical devices and t}

stud

NOTH

5 1

The
the i
then

NOT]H
folloy

rities can require the final effectiveness of the process to be verified by the processor.

2 National authorities can allow or require the use of an alternative process. In-stich cases

If a manufacturer supplies a number of different medical devices.that share commo
validation studies may be performed as a product family. If this approedch is taken, the m{

es shall address the worst case attribute(s) of the product faraily.

See C.1.

Risk analysis

medical device manufacturer shall undertakerisk analysis to determine the content 4

— intended use;

— liife cycle of the medical device;

ature and design of the medicalidevice;

ature of the contaminatidon jon the medical device;

reseeable user error and misuse;
ser training;

quipment required for processing;

1 Inaddition to the duty of a manufacturer to demonstrate the validity of provided informaltion, national

they usually

h attributes,
bdical device
e validation

ind detail of

hformation to be provided to the user. The risk management undertaken by the manufacturer of

nedical device shall comply with ISO 14971.
1  Some of the points relevant to precessing that any risk analysis can require (but not limjted to) are as
s:

— accessories and consumables required for processing;

— necessary maintenance of the medical device;

— post-market information;

— 1

imitation on number of reuses;

— necessary warnings.

The points above can also be of benefit to those validating alternative processes in accordance with 4.2, Note 2.

NOTE 2

analysis process.

© ISO

2017 - All rights reserved
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6 Information to be provided by the medical device manufacturer

6.1 General

6.1.1 The information specified in this clause shall take into account the nature of the medical device
and its intended use.

6.1.2 Where disinfection is the terminal process, the medical device manufacturer shall specify
validated method(s) to reduce the risk of transmission of infectious agents to a level appropriate for
the intended use of the medical device. Medical device manufacturers shall specify in their processing

instructions
device that i

6.1.3 Whq

any special techniques and accessories that will enable the processor to provide a me
s suitable for its intended use.

re sterilization is the terminal process, the medical device manufacturershall sp

validated mlethod(s) to achieve the required sterility assurance level. Medical deyice manufact

shall specify
provide a m

6.1.4 Wh{

in their processing instructions any specific requirements that will enable the process
bdical device that is suitable for its intended use.

n providing processing instructions, medical device manufacturers shall be aware of

— available national and international standards and guidelines,

the nee

— the pro
NOTE
identifying

6.1.5 The
generic nam
sufficient in

6.2 Proce

6.2.1 At ld
medical dev

NOTE

6.2.2 The
function of 4

| for specific training, and
fessing equipment commonly available to the precéssor.

nex A and Annex C provide information on classification of medical devices which can assist

i
the information required.

equipment or materials required in-the specified processes shall be identified by
es or specification. Trade names may’be added in cases where generic names do not pr
formation (see D.2).

rssing instructions

ast one validated method shall be specified for each applicable stage of processing d
ce. The method shall be relevant to the market in which the medical device is to be supj

Ahnex A providesinformation on the commonly used processes available.

following information shall be stated where it is critical to the maintenance of the inte
he medical device and the safety of the user(s) and the patient:

dical

ecify
irers
or to

with

their
vide

f the
blied.

nded

a) details of process steps,

b) adescri

c)
NOTE

specific

ption of the equipment and/or accessories;

ations for process parameters and their tolerances.

For an example of appropriate text see Annex B.

6.3 Limitations and restrictions on processing

6.3.1

If processing of a medical device in accordance with the medical device manufacturer’s

instructions is known to lead to degradation that might limit the service life of the medical device,
e.g. functionality, biocompatibility or suitability for effective processing, then the medical device
manufacturer shall provide such information regarding limitations and restrictions to the processor.

6
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6.3.2 If the service life of the medical device is limited by the number of processing cycles or some
other end of life indicator(s) this information shall also be provided.

NOTE For example, this information if applicable, can provide a method to monitor the actual number of
processing cycles.

6.3.3 Where an incompatibility of the medical device with a substance(s) or processing condition(s) is
known, this information shall be provided.

6.4 Initial treatment at the point of use

If trgatment of a medical device at the point of use is required to ensure effective prodessing of that
medjcal device, then the following information shall be provided, where applicable:

a) qdescription of initial treatment techniques;
b) any checks that need to be undertaken;

c) the time between medical device use, the initial treatment and/or the next step of the process;
d) 4 description of the support systems and/or containers for transportation;

e) 4Jdescription of the transportation steps.

6.5 | Preparation before cleaning

If preparation of a medical device is required prior to-cleaning to ensure effective processing of that
medical device, then the following information shall be provided, where applicable:

a) adescription of the process for disassembly;of the medical device;
b) 4 description of the process for medical device preparation;

c) adescription of the testing procedures;

d) 4qdescription of the processqre-cleaning techniques;

e) accessories and tools required.

NOTH For detailed guidance see Annex A.
6.6 | Cleaning

6.6.1 General

6.6.1.1") At least one validated automated cleaning method (which may include a validgted manual
cleaning method as part of the automated cleaning validation) shall be specified unless the medical
device cannot withstand any such process, in which case a statement shall be provided which alerts the
user to this issue.

6.6.1.2 A validated method of manual cleaning shall be specified if automated cleaning is not possible.
6.6.2 Automated cleaning

6.6.2.1 If the automated cleaning process recommends the use of a washer-disinfector meeting the
requirements of the ISO 15883 series, the information regarding the automated process may be limited to
those parameters that are specific for the medical device, such as specific load configuration, positioning,
connection, accessories, process chemicals, pressures or temperature limit(s) and a statement confirming
the recommendation to use a washer-disinfector complying with the ISO 15883 series.

© IS0 2017 - All rights reserved 7
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6.6.2.2

If the specific cleaning requirements of the medical device do not allow a generic claim of

compatibility with a washer-disinfector meeting the requirements of the ISO 15883 series, then the
following information shall be included, where applicable:

a description of the process and processing parameters including any limits the medical device can

nd;

ption of the accessories required;

identification and concentration of chemicals required;

the contact time of any cleaning agents used;

The medical device manufacturer's instructions for use can direct the processor to refer't
t manufacturer's instructions for use with reference to concentration, temperature and.contact]

See 6.1.5.
ity of water to be used;

lies to be used for rinsing (including the need for rinsing(Cbgtween cleaning

subsequent steps where the process residues could interact adversely with the disinfecting

a)
withsta
b) adescri
c)
d)
NOTE 1
deterger]
NOTE 2
e) thequa
f) techniq
or steri
g) ifknow
NOTE 3

met if the me

izing agent);

h, identification of any incompatibilities of cleaning agents with the medical device.

Additional information complying with 6.6.2.2 can be provided when the requirements of 6.6.2

dical device manufacturer chooses to do so.

6.6.3 Manual cleaning

o the
time.

and
jgent

11 are

able:

each

£ can

o the
time.

If a manual ¢leaning method is specified, the following information shall be included, where applig

a) a descrjption of the manual method with-step by step instructions and the sequence of
individyal process step;

b) a description of the process and precessing parameters including any limits the medical devic
withstand;

c) adescription of the accessories required;

d) identifi¢ation and concefqtration of chemicals required;

e) the contact time of duy cleaning agents used;

NOTE The medical device manufacturer's instructions for use can direct the processor to refer t
detergent manufacturer's instructions for use with reference to concentration, temperature and contact

f) the qualityof water to be used;

g) techniques to be used for rinsing (including the need for rinsing between cleaning and
subsequent steps where the process residues could interact adversely with the disinfecting agent
or sterilizing agent);

h) if known, identification of any incompatibilities of cleaning agents with the medical device.

8 © IS0 2017 - All rights reserved
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6.7 Disinfection
6.7.1 General

6.7.1.1 Ifthe medical device is intended to be disinfected, at least one validated automated disinfection
method shall be specified unless the medical device cannot withstand any such process, in which case a
statement shall be provided which alerts the user to this issue.

6.7.1.2 If the medical device is intended to be disinfected, a validated method of manual disinfection
shall be specified if automated disinfection is not possible.

NOTH Disinfection can be an intermediate or terminal process for medical devices.
6.7.21 Automated disinfection

6.7.2.1 If the automated disinfection process recommends the use of a washer-disinfedtor meeting
the lequirements of the ISO 15883 series, the information regarding tlieyautomated progess may be
limited to those parameters that are specific for the medical device, su¢lDas specific load configuration,
positioning, connection, accessories, chemical (in the case of chemical or chemo-thermal disinfection),
presgures or temperature limit(s) and a statement confirming the recommendation to uge a washer-
disinffector complying with the ISO 15883 series.

6.7.2.2 If the specific disinfection requirements of the.medical device do not allow a ggeneric claim
of compatibility with a washer-disinfector meeting the@equirements of the ISO 15883 serjes, then the
folloyving information shall be included, where applicable:

a) adescription of the process and processing parameters including any limits the medic3l device can
withstand;

b) a description of the accessories required for the disinfection process;

c) identification and concentration ef any chemicals required for the disinfection process
d) the contact time of any disinfecting agent used;

INOTE1  The medical-deyice manufacturer's instructions for use can direct the processor tp refer to the
disinfecting agent manwufacturer's instruction for use with reference to concentration, temperature and
¢ontact time.

e) the quality of water to be used;

f) fechniquesito be used for rinsing;

if kwown, identification of any incompatibilities of disinfecting agents with the medical device.

NOT

72 of 6.7.2.1 are
met if the medical device manufacturer chooses to do so.

6.7.3 Manual disinfection

If a manual disinfection method is specified, the following information shall be included, where
applicable:

a) a description of the manual method with step by step instructions and the sequence of each
individual process step;

b) adescription of the process and processing parameters including any limits the medical device can
withstand;

c) adescription of the accessories required for the disinfection process;

© IS0 2017 - All rights reserved 9
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d) identification and concentration of any chemicals required for the disinfection process;

e) the contact time of any disinfecting agent used;
NOTE1 The medical device manufacturer's instructions for use can direct the processor to refer to the
disinfecting agent manufacturer's instruction for use with reference to concentration, temperature and
contact time.

f) the quality of water to be used;

g) techniques to be used for rinsing;

h) ifknOW 1, idUllLifiLdLiUll Uf dally illLUlll[)dLi‘UihLiUb Uf dibillft:LLiug dgClIItS WiLh Lht: lllEdiLdl dEViLU
NOTE 2| Disinfection can be carried out concurrently with cleaning of the medical device.
NOTE 3| When using chemical disinfection, carry-over residue from the cleaning progess ‘can intferact
adverselly with the disinfecting agent, hence the need for consideration of 6.6.2.2 f) and 6.6:3 g) in ensjuring
that any(residues on the medical device are within the specified limits at the end of the process stages.

6.8 Drying

Where drying is necessary, at least one verified drying method shall be specified. If a drying method is

specified, the following information shall be included, where applicable:

a) adescription of the process and processing parameters including any limits the medical devicg can
withstand;

b) adescription of the accessories required for the drying*process;

c)
d) the tech

specific

NOTE Dj

When admit

6.9 Inspe

Relevant in
replacement
proper func
applicable:

a)

the met
medical

ptions of the drying agent to be used;
niques to be used and any special requirements to facilitate drying.
ying can be achieved as part of an autemated cleaning and disinfection process.

ting rinse aids, biocompatibility can be detracted.

ction and maintenance

formation shall beé-provided if inspection, functionality testing, maintenance (incly
of parts) or calibration of a medical device is required during or after processing to ef
Lion and safe-use of that medical device. The following information shall be included, W

hod(s)sand performance criteria for inspecting the device with particular attenti
device functionality including its impact on patient safety and safe use;

1ding
sure
there

n to

b) the met
c)
d)

e)

. 1 1L 1. + + 1 L 11 P £41 1 11 -
100 10 D USCU 101 AUJUSUIICIIU a1t /0T CallDI dUOUIT O UIT HNEUITAdTI UCVILE,

the type, amount and method of application of lubricant;
the instructions for re-assembly of the medical device;

a description of special tools to be used to maintain the medical device.

6.10 Packaging

If a method for packaging and containing the medical device during and/or after processing is required,
it shall be stated and be compatible with:

a)

10

the specific conditions identified in the other processing stages;
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b) the medical device.

NOTE
processes is provided in ISO/TS 16775 and ISO 11607-1.

6.11 Sterilization

Packaging can influence the attainment of sterilization conditions. Guidance on packaging for specific

6.11.1 If the medical device is intended to be sterilized, at least one validated sterilization method shall

be specified.

standlard such as moist heat (ISO 17665 s team and for
ethy
limit|
acces
proc

eries), low temperature s

maldehyde
ene oxide (ISO 11135) or dry heat (ISO 20857), the information regarding the pro
ed to those parameters that are specific for the medical device, such as specific load cq
sories, pressure, time or temperature limit(s) and a statement confirming the re
bss standard.

6.11{3 If the specific sterilization requirements of the medical devicedo-not allow a gen
compatibility with the standards listed in 6.11.2 then the following information shall be incl
applicable:

a)
b)
‘)
d)
e)

| description of the techniques to be used;

tthe accessories required for sterilization of the medicalidevice;
dlescription of the process and any restrictions on(processing conditions;
the identification and concentration of the sterilizing agent required for the sterilizatig

the identification of maximum values of tontaminants in condensate from steam for
methods such as moist heat and /or low temperature steam and formaldehyde sterilizg

f)
g)
h)
i)
j)
k)

he required temperature of the sterilizing agent;
the relative humidity required*for the sterilization process;
the minimum holding orexposure time of the sterilizing agent;

pressure required.fep the sterilization process;

4 description,of post-sterilization techniques/activities;

q

or sterilization methods where the level of specificity in a) - j) is not available o
provide-the sterilizer manufacturer, model(s) and specific cycle(s) for which the medic:
been validated.

mternational

ISO 25424),
Cess may be
nfiguration,
commended

bric claim of
uded, where

n process;

sterilization
tion;

" applicable,
1l device has

device manufacturer chooses to

met if the medical

do so.

6.12 Storage

entslof 6.11.2 are

Information shall be provided on any specific limitations on time or conditions of storage of the

processed medical device prior to use, where applicable.

6.13 Transportation

6.13.1 Where applicable, information shall be provided on any special requirements for the movement

of a medical device from one location to the other.

© IS0 2017 - All rights reserved
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6.13.2 To prevent damage to the medical device during transit, the use of specific racks, trays or rigid
containers may be recommended by the manufacturer.

NOTE Annex A contains further information regarding transportation to the point of use and off-site.

7 Presentation of the information

7.1 Processing instructions shall be provided. If these are available in electronic format, then printed
format versions shall be available on request. Processing instructions shall contain the information
required by Clause 6 as appropriate.

NOTE A]L example format for giving detailed information for a particular medical device is given in Aml!ex B.

7.2 For those medical devices where processing instructions are not required to a¢company the
medical deviice, other means of communicating the information shall be used, such @as-user marjuals,
symbols (seg ISO 15223-1 and ISO 7000) or wall charts, supplied separately or by electronic means

12 © IS0 2017 - All rights reserved


https://standardsiso.com/api/?name=765e1bc86bab8b08a1349d9dbdbc897c

ISO 17664:2017(E)

Annex A
(informative)

Commonly utilized processing methods

A.1 Thorough cleaning prior to disinfection or sterilization is important. If a medical device is not clean

then

cxnight ha

lical devices

Corr¢
exarr|

A.2
that

[tis
stagd
step
help

typid

A.3
meth
requ
proc

A4
proc

NOTH
retai

cac ambramicad Eailiien +0 v snce man
B€eS5+H —rairtre—+o-Pp

yal %)
TSI O C—COMIpToOTIIIoter TOTCCoo—TITCY

ctly and effectively can risk transmission of infectious agents. Similarly other effectS'\c
ple, corrosion and/or failure of the medical device to function correctly.

IO ST C T o O St ZatroT o

Table A.1 is meant to assist the manufacturer of medical devices to identify\thethods ¢
can be considered for inclusion in the processing instructions provided.

compilation of processing steps typically performed in a health care facility. It is orga
s of the process (e.g. preparation at point of use, cleaning) and then further identifie
and then commonly used methods to achieve the objective ofjthat step. These are
ocuide the medical device manufacturer to identify appropriate methods and choose st
ally practised by their intended users.

This information also indicates what a processoriean consider to be appropriatg
ods for certain medical device categories. As suchlt could be used as an input to the
red by this document (Clause 5) to determine the extent of warnings to avoid damagi
bssing methods for a particular medical device:

It is the responsibility of the medieal device manufacturer to identify and valic
bdures for the particular medical deyice being considered.

Users of Table A.1 are permitted to produce copies of this table, notwithstanding the
s all other rights regarding théentirety of the document.

hn occur, for

f processing

nized by the
b processing
provided to
eps that are

processing
risk analysis
hg or unsafe

ate specific

fact that ISO
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Table A.1 — Processing steps typically performed in a health care facility

Process Examples of information to be provided | Recommended
Process stase Relevant aspect | by the manufacturer, where applicable, step
g including warnings and cautions YES/NO/N/A
All All All — If specific protection of the processing
personnel is required, describe appropriate
personal protective equipment
Initial Remove Remove gross — Wipe clean
treatment at |contamina- |soiling _ Rinse with water
point of use__|{tion

(6.4)

Flush channels

Other

Prepare for
transporta-
tion

Prevent organics
from drying

Place in container with specified
soaking solution

— Require initial treatments

Containment for
safe transportation

— Method(s) needed for protection of the
medical device, environment and health
care personnel (place in puncture\proof
container, use of tip guards, holders and
brackets to secure items, specific contain-
ment or labelling requirements, etc.)

— Mode of transportation (any special
carts, racks, or other delivery methods)

Preparation
before

cleaning (6.p)

Preparation

Disassembly

— If disassemblyis required, provide
device specifi¢\disassembly instructions
with pictures

Gross debris
removal

— Use-o0f'shower or spray gun or other
rinsing mechanism

—\Any special tools or equipment, e.g.
brushes

Testing procedures

— Leak testing of flexible endoscopes

Cleaning
(6.6)

Manual
cleaning
(6.6.3)

Accessories

— Brushes (specify type, brush dimen-
sions, filament types, etc. where relevant)

— Spray gun or other flushing accessories
(including any minimum and/or maximum
pressure)

— Any required dimensions for sinks,
sink configuration, etc.

— Other special accessories

Water

— Water quality

14

—— ATy raximunT temperature the
medical device can withstand

— Volume requirements

Process chemicals

— Type of process chemicals to use
(alkaline, acidic, neutral pH, enzymatic
solution, enzymatic foam, or water only,
etc)

— Any parameters that might be different
to those recommended or not specified by
the process chemical manufacturer

© IS0 2017 -
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Table A.1 (continued)

Process

Process
stage

Relevant aspect

Examples of information to be provided
by the manufacturer, where applicable,
including warnings and cautions

Recommended
step

YES/NO/N/A

Rinsing

— Any parameters that might be different
to those recommended or not specified by
the process chemical manufacturer such as
methods for determining adequate rinsing
(minimum volume of water, time, etc.)

Ultrasonic

Process chemicals

— Whether detergent solution is to be

cleaning

(6.6)

used and if so, specify type

Time

— Duration of exposure of medical device
to ultrasonic cleaning (if applicable)

Parameters

— Required processing conditions for
example time, temperature, ultrasofic
power density and frequency

Connectors

— Racks, connectors and load carriers

Automated
cleaning

(6.6.2.1)

Process chemicals

— Type of process chemieals to (alkaline,
acidic, neutral pH, enzymatic solution,
rinse aids)

Water

— Water quality

— Maximumtemperature (if applicable)
that medicaldevice can withstand

Cycle parameters

— Cycle'parameters (time, temperature
or cyeletype such as “instrument cycle”
“basin cycle”, etc.) for each stage, including
any minimum and/or maximum
permissible values

Connectors

— Racks, connectors and load carriers

— Lumen rack or dedicated washer-
disinfector

— Basin rack

— Other

Disinfection
(6.7}

Liquid
chemical

Automated or
manual

— Compatible types of liquid chemicals
that can be used (composition and active
ingredient)

— Validated exposure time and
temperature to liquid chemical

— Water quality for rinse and minimum
volume for rinsing

Thermal

Automated only

— Maximum time and temperature that

medical device can withstand

— Water quality for final rinse

Drying (6.8)

— How the medical device should be
dried (pressurized air at recommended
maximum air pressure, manual wiping,
heat, etc.)

— Ifwiping is advised, use low-linting
wipes

— Maximum temperature the medical
device can withstand

© IS0 2017 - All rights reserved
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Table A.1 (continued)

Process

Process
stage

Relevant aspect

Examples of information to be provided
by the manufacturer, where applicable,
including warnings and cautions

Recommended
step

YES/NO/N/A

Inspection
and
maintenance
(6.9)

— Any requirements for ensuring
functionality such as sharpening,
lubrication, testing device function,
testing sheath integrity

Packaging
(6.10)

Reassembly

— Whether medical device is not to be re-
assembled (or only partially reassembled)

prior to sterilization

— Reassembly instructions with pictures
and/or text

Packaging

Type of sterile bar-
rier system (SBS)
if a particular
specification and/
or configuration of
SBS is required

Sterilization wrap

Preformed SBS

Rigid reusable container

Other systems

Endoscope vacuum package’systems

— Endoscope transporteontainers with
lids and/or disposable covers

Sterilization
(6.11)

Moist heat

Air removal
process

— Where it is necéessary for attainment
of sterilizing conditions, air removal
requirements‘such as pulse high and low
points, pulse-depth and number of pulses
for which the medical device has been
validated

Sterilization stage

— ( Critical parameters such as time and
témperature for which sterilization of the
medical device has been validated

— Other parameters and/or accessories
that can be relevant to particular medical
devices such as pressure and density/mass
(See ISO/TS 17665-3)

Ethylene
Oxide (EO)

— EO concentration, time, temperature,
relative humidity, for which the medical
device has been validated

— Required time and temperature for
aeration (see ISO 10993-7)

Vaporized
Hydrogen
Peroxide

— Cycle(s) and model/type of equipment
for which the medical device has been
validated

(VHP)

— Accessories required

Low
temperature
steam and
Formalde-
hyde

— Formaldehyde concentration, time,
temperature for which the medical device
has been validated

— Required time and temperature for
aeration

Other
sterilization
processes

— Sterilization process including cycle
and conditions for which the medical
device has been validated

Storage
(6.12)

— Special storage conditions (duration,
temperature and relative humidity).

16
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Table A.1 (continued)

Process

Process
stage

Relevant aspect

Examples of information to be provided
by the manufacturer, where applicable,
including warnings and cautions

Recommended

step

YES/NO/N/A

Transporta-
tion (6.13)

Transportation to
point of use

— Special instructions for transportation
of the medical device for its intended use

Shipping to outside
facility

— Special instructions for safe
transportation of a medical device
to an outside repair facility

nnnnnnnn

compromised medical device to render the
device safe for shipping and handling

— Method(s) needed for protection of the
medical device, environment and person-
nel (place in puncture proof container,

use of tip guards, holders and brackets to
secure items, specific containment or
labelling requirements, et¢.)

© IS0 2017 - All rights reserved
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Annex B
(informative)

Example of processing instructions for reusable medical devices

NOTE 1

This annex is intended to be read in conjunction with Annex A.

NOTE2  Ug
retains all ot

B.1 Proce
manufacturd

B.2 Proce
manufacturg

B.3 The m
will be easil
to their imp

B.4 Table
consistency

NOTE
information.

B.5
intended cot

B.6 Referd

This template represents a model format. Theré“could be a number of different formats fg

Instructions should be clear, concise and'comply with any national language regulations fo

€rS Of Iable B.I are permitted to produce copies of this table, notwithstanding the fact tha
her rights regarding the entirety of the document.

bsors can process medical devices from various medical device manufacturersjso for cl

bsing instructions can be presented in accordance with Table B.1¢te aid medical d
ers in achieving a consistent presentation.

edical device manufacturer should ensure that all requireddnformation is included, t
y understood and the prominence of the various elementsofithe information is approp
brtance.

B.1 provides a format that can be used by medical device manufacturers to achieve
and should be applicable for the majority of medical devices.

However, the subject headings could be encompassed in any alternative format.

intry of use.

nce to materials and equipment should be generic, where possible.

B.7 Instr
inspection/
particular n
medical dev|

B.8 All seq
applicable”,

tions and diagrams-{where appropriate) for disassembly/assembly, maintenance
est can be documlented separately (these instructions are more likely to be specifiq
ledical device,whereas other instructions are more likely to apply to a group or fam
ces).

tions of the table should include an entry. Phrases such as “no particular requirements’
btc/can be used where appropriate.

rs of medical devices should adopt a consistent presentation of processingidstructiong.

t ISO

arity,

evice

hat it
riate

such

r the

ir the

and
to a
ily of

not

B.9 The symbol field can be used to refer to the instructions from markings on the medical device or its

packaging.
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Table B.1 — Processing instructions (reusable medical devices)

ISO 17664:2017(E)

Manufacturer: <Manufacturer name> Method: <ref.> Symbol: <sym>

Device(s): <list by catalogue number and device description, or generic type>

WARNINGS

<warnings re inappropriate process chemicals, parameters, points of particular

attention>

Limitations on
processing

<the number of processing cycles permitted or other indications of end of life>

INSTRUCTIONS

the roint of use

Initigtreatmentat

<IHSII'U(,UODS/‘(,EUUOHS

cleaping

Preparation before

<instructions/cautions>

Cleaping: Automated

<instructions/cautions. Include equipment/materials/parameters>

Cleahing: Manual

<instructions/cautions. Include equipment/materials/parameters>

Disinfection

<instructions/cautions. Include equipment/materials/parameters>

Drying <instructions/cautions, include equipment/materials/parameters>
Maintenance, <instructions/cautions. Include equipment/materials/parameters>
Inspection and

Testing

Packaging <instructions/cautions. Include materialsymethods>

Sterjlization

<instructions/cautions. Include equipment/materials/parameters>

Storpge

<instructions/cautions>

Additional
Information

<Any other information considered helpful>

Manufacturer contact

<Contact information forfurther information>

The |nstructions provided above haye:béen validated by the manufacturer of the medic
being capable of preparing a medical-device for reuse. It remains the responsibility of th
to erjsure that the processing, as‘actually performed using equipment, materials and pers
processing facility, achieves thedesired result. This requires verification and/or validation

monf{toring of the process.

Date issued: <date>

al device as
e processor
onnel in the
and routine
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