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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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uirement for pre-clinical evaluation has been expanded and includes the requiremennt for
testing mewzmmmrnmﬂmm—ll

A clinical evaluation of the instrument has been added as a requirement in all cases. However, if the
pre-clinical evaluation demonstrates the safety and intended performance of the instrument in the
conditions of intended use, the results of the pre-clinical evaluation will satisfy the requirement for
the clinical evaluation.

A new requirement for post-market surveillance has been added to Clause 7.

The requirements in Clause 11 have been reorganized and clarified to reflect current practice and
to reference 1SO 17664:2017, Clause 6 for instructions for applicable processing step (i.e. cleaning,
disinfection, drying, packaging, and sterilization) that need to be carried out by someone other than
the manufacturer.
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— Annex A has been simplified to provide more consistent guidance on selection of material using a
risk-based approach. The stainless-steel grade material characteristic tables have been removed.

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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This document provides a method of addressing the fundamental principles outlined in ISO/TR 14283
as they apply to instruments to be used in association with non-active surgical implants. It also provides
a method that can be used to demonstrate compliance with applicable regulatory requirements
relevant to the general safety and performance of medical devices as they apply to instruments used in
association with non-active surgical implants.

There are three levels of standards dealing with instruments to be used in association with non-active
surgical implants. They are as follows, with level 1 being the highest.
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ssociation with non-active surgical implants, ISO 14630, which contains the require

iticipate that there are additional requirements in the level 2 and level 3 standards.

dards apply to a more restricted set or family of instruments, such as those designed fo
tive surgical implants used in neurosurgery, cardiovascular surgery, or joint replacem

hdards apply to specific types of instruments within a family of instruments us¢
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Instruments for use in association with non-active surgical
implants — General requirements

1 Scope

This document specifies the general requirements for instruments to be used in association with non-

acti

NOTH
asso(

This
does

With
attri

whex they are supplied after refurbishment.

In this document, unless otherwise specified, the term “instrument” refers to an-instrun
iation with non-active surgical implants.

document also applies to instruments which can be connected to power-driven sys
not apply to the power-driven systems themselves.

regard to safety, this document gives the requirements for“intended performdg
butes, materials, design evaluation, manufacture, sterilization, packaging, and

supplied by the instrument manufacturer, hereafter referred to-as.the manufacturer.

This
trang
2

The
cons
undg

ISO §
ISO

document is not applicable to instruments associated:with dental implants, transend
radicular implants and ophthalmic implants.

Normative references

following documents are referred to in_the text in such a way that some or all of t
Fitutes requirements of this document.For dated references, only the edition cited
ted references, the latest edition of the referenced document (including any amendme

601-1, Date and time — Representations for information interchange — Part 1: Basic rull

10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing |

manqgement process

ISO 1]
valid

ISO 1
valid

ISO 1
ISO 1]

1135, Sterilizationcof-health-care products — Ethylene oxide — Requirements for the d
ition and routineeontrol of a sterilization process for medical devices

1137-1, Sterilization of health care products — Radiation — Part 1: Requirements for d
ntion androutine control of a sterilization process for medical devices

11372, Sterilization of health care products — Radiation — Part 2: Establishing the steri

nctured and

ent for use in

tems, but it

nce, design
information

odontic and

heir content
applies. For
hts) applies.

)

vithin a risk

jevelopment,

fevelopment,

lization dose

1137-3, Sterilization of health care products — Radiation — Part 3: Guidance on dosimet

'ic aspects of

development, validation and routine control

ISO 11607-1, Packaging for terminally sterilized medical devices — Part 1: Requirements for materials,
sterile barrier systems and packaging systems

ISO 11607-2, Packaging for terminally sterilized medical devices — Part 2: Validation requirements for
forming, sealing and assembly processes

ISO 14155, Clinical investigation of medical devices for human subjects — Good clinical practice

ISO 14937, Sterilization of health care products — General requirements for characterization of a sterilizing
agent and the development, validation and routine control of a sterilization process for medical devices

ISO 14971, Medical devices — Application of risk management to medical devices
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ISO 17664, Processing of health care products — Information to be provided by the medical device
manufacturer for the processing of medical devices

IS0 17665-1, Sterilization of health care products — Moist heat — Part 1: Requirements for the development,
validation and routine control of a sterilization process for medical devices

ISO 25424, Sterilization of health care products — Low temperature steam and formaldehyde —
Requirements for development, validation and routine control of a sterilization process for medical devices

ISO 80000-1, Quantities and units — Part 1: General

3 Term

For the purposes of this document, the terms and definitions given in ISO 14971 and the\follo

terms and d
ISO and IEC
IEC Eleq

ISO Onl

31

associated
specific non
during a su

3.2
final instru
instrument

instrument i

Note 1 to en
instrument t

3.3
instrument

non-active medical device intended-for use during surgical procedures related to specific non-g

surgical imp

Note 1 to enti
implants are

3.4
non-active
surgical imyj

and definitions

finitions apply.
maintain terminological databases for use in standardization at the following address

tropedia: available at http://www.electropedia.org/

ne browsing platform: available at https://www.iso.org/obp

implant
active surgical implant (3.4) associated with a specificinstrument (3.3) intended to be
gical procedure

ment
[3.3) that has been subjected to all manufacturing processes for the “to be mark
ncluding packaging and if applicable, sterilization

fry: Derived from the definition of ‘fifial product” in ISO 10993-1:2018, 3.8 to reinforce thj
be evaluated is the final product referred to in ISO 10993-1.

fants (3.4)
y: Examples of typical applications of instruments to be used in association with non-active su

presented in Aals

surgicalimplant
lant, the operation of which does not depend on a source of electrical energy or any sd

of power othérthan that directly generated by the human body or gravity

wing

used

bted”

t the

ctive

rgical

urce

[SOURCE: IS

0 14630:2012, 3.6, modified — the second term "implant" has been deleted.]

4 Intended performance

The intended performance of an instrument shall be described and documented by addressing the
following, with particular regard to safety:

a)

intended purpose;

b) functional characteristics;

A

intended conditions of use.

© ISO 2021 - All rights reserved


http://www.electropedia.org/
https://www.iso.org/obp
https://standardsiso.com/api/?name=bb210d17d25dc72aa0033d4edff0006c

IS0 16061:2021(E)

Instruments shall be evaluated to demonstrate that the intended performance is achieved (see
Clause 7).

NOTE

published standards;

published clinical and scientific literature;

validated test results.

The flevelopment of the design attributes of an instrument to meet the performance~inte
manfifacturer shall take into account at least the following:

g)

h)

j)
k)
D)

ole of the instrument in conjunction with the associated non-actiyé€“surgical i
implantation, positioning, alignment, removal);

iocompatibility of materials for their intended use, including the influénce of material
rom manufacturing and chemical residuals;

hysical, mechanical, biological and chemical properties of thé instrument materials;
otential deterioration of the material characteristics;
sability;

¢ompatibility with intended processing agent (e.g. cleaning agent, disinfectant, an
dgent) and intended processing conditions (e;g*temperature, pressure, vacuum, humid
instruments requiring user processing (e.g\Sterilization) or intended to be reused;

gtability of instrument materials under intended manufacturing conditions (e.g
lemperature, pressure, vacuum, humidity, time);

potential deterioration of the form and/or function of the instrument due to repea
feprocessing;

¢ase of cleaning, disinfeetion (if intended by the manufacturer) and sterilization
manufacturer and theuser;

¢ase of maintepance;

effects of cantact between the instrument and the body;

effects<of contact between the instrument and the non-active surgical implant

Information to support the description of the intended performance can be found in sources such as:

nded by the

mplant (e.g.

by-products

1 sterilizing
ty, time) for

chemicals,

ted use and

both by the

and other

:'[:struments;

active surgical implant;

or the non-

wear characteristics of materials and the effect of wear and wear products on the instrument, the

body or the non-active surgical implant;

insertion, removal, and interconnection of parts;

extent of fluid leakage and/or diffusion of substances into or out of instruments;
accuracy and stability of the measurement for instruments with a measuring function;

reciprocal interference with other devices in the specified use environment;

© IS0 2021 - All rights reserved
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t)

6

EXAMPLE Compatibility with diagnostic imaging systems such magnetic resonance imaging (MRI)
equipment. See References [35], [37] and [38] for standards related to the hazards associated with the
magnetic resonance environment.

ability of the instrument or fragment of instrument to be located by means of an external imaging
device [see 11.4,q)];

compatibility with medicinal substances incorporated into or intended to be used with the
instrument.

Selection of materials

The selectign of materials to be used for the manufacture of instruments shall be based _o6n, g risk

analysis, which shall take into account at least the following:

a)

b)

d)

the prgperties required for the intended purpose considering factors such,&s) mechanical/
functiompal requirements, anatomical location, dimensions, geometry, and conditions for use; and,
duratioh and frequency of use over the intended lifetime of the instrument;

any inténded treatment to the material or to the surface of the instrument/(e.g. chemical, electro-
chemicdl, thermal, mechanical, coating);

the efferts of instrument manufacturing, handling, cleaning, packaging, sterilization, storage, and
processjing (if applicable);

NOTE 1| Forinformation on processing of health care products;‘see ISO 17664.
possible adverse reactions by the human body and body\fluids to the instrument materials;

EXAMPIE1  Adverse reaction to leachable chemicals/degradation products, additives (e.g. plasti¢isers
and fillers) and impurities.

possible adverse reactions between the non-active surgical implant materials and instrument
materials in the presence of body fluids,

EXAMPIE 2 Electrochemical corrosien.

NOTE 2  Ampnex A lists some of the materials that have been found acceptable in certain applications. Refefence

to Annex A dpes not eliminate the need to conduct a risk analysis taking into account the factors outlined a]yove.

A biologicallevaluation of thefindl instrument shall be performed and shall form part of the pre-cl
evaluation (pee 7.2).

7

7.1 Generfal

nical

Design evaluation

Instruments shall be evaluated in association with the non-active surgical implant they are designed
for, in order to demonstrate that the safety and the intended performance is achieved (see Clause 4).
Safety and intended performance shall be demonstrated by pre-clinical evaluation, clinical evaluation
and post-market surveillance, including appropriate risk management at all stages of the life cycle of
the instrument.

NOTE Further information on risk management can be found in ISO 14971.

7.2 Pre-clinical evaluation

Instruments shall undergo pre-clinical evaluation based on a critical review of:

© ISO 2021 - All rights reserved


https://standardsiso.com/api/?name=bb210d17d25dc72aa0033d4edff0006c

IS0 16061:2021(E)

a) dataobtained from testing of the instrument or demonstrably similar instruments (i.e. instruments
with similar functionality and intended use) and, when available, data from validated techniques for
evaluating instrument safety and intended performance;

b) all available field data, safety reports, relevant complaint information, and adverse event data for
the instrument or demonstrably similar instruments.

The pre-clinical evaluation can be supported by a critical review of:
c) applicable standards;

d) the relevant scientific literature relating to the safety, performance, design characteristics, and
:|:tended use of the instrument or of demonstrably similar instruments.
Testi

g of the instrument is required unless the critical review above demonstrates th¢ safety and
interlded performance of the instrument. If testing of the instrument is required, the festing shall
simL:'l:lte conditions of intended use and, if applicable, re-use.

Testing to demonstrate the usability of the instruments is required unless ‘the use of the instrument
can Qe evaluated by direct comparison with existing devices.

NOTE1  Testing to demonstrate usability can include cadaveric evaluatien or simulated cadaverif evaluation.

NOTH 2  Further information on a process for demonstrating thectisability of an instrument canh be found in
IEC 6R366-1.

The biological evaluation of the final instrument shall beperformed in accordance with IISO 10993-1.
Whep determining the biocompatibility of the final instrument, residuals from the manufacturing
processes (e.g. lubricants, cleaning agents, mould reléase agents) shall also be considered.

If the manufacturer specifies the instrument&an be processed by the user, the effect of the
specified processes on the intended lifetime of the instrument (e.g. maintaining functjonality and
biocompatibility) shall be considered.

NOTE3  SeealsoISO 17664:2017, 6.2.

7.3 | Clinical evaluation
Instrjuments shall underge-a clinical evaluation.

If the pre-clinical evaliation demonstrates the safety and intended performance of the instrument in
the donditions of intended use, the results of the pre-clinical evaluation shall satisfy the fequirement
for the clinical evaduation and no further evaluation is required.

If the pre-clinical evaluation is not sufficient to demonstrate the safety and intended performance of
the ipstrument in the conditions of intended use, the manufacturer may conduct a criticpl review of
the results'of all available clinical evaluations conducted using the instrument or demonstyably similar
inst ' iti iti ' bnstrate the
safety and intended performance of the instrument in the conditions of intended use, the results of
the critical review shall satisfy the requirement for the clinical evaluation and no further evaluation is
required. Otherwise, the instrument shall undergo a clinical investigation.

If a clinical investigation is required, it shall be performed in accordance with ISO 14155.

7.4 Post-market surveillance

A systematic procedure to collect and review post-market data gained from use of the instrument shall
be in place.

The design of the procedure to collect and review post-market data should be based on the risk that the
instrument failure presents to the patient or end user.

© IS0 2021 - All rights reserved 5
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Suitable methods for collection of post-market data on the instrument can include, but are not limited
to, complaints analysis and user feedback.

NOTE Guidance on post-market surveillance for manufacturers can be found in ISO/TR 20416.

8 Manufacture

Instruments shall be manufactured to specifications in accordance with the required design attributes
(see Clause 5).

Instruments can be supplied sterile or non-sterile. In both cases, the manufacturer shall provide
instrumentg that have been cleaned to remove manufacturing contaminants.

9 Steriligation

9.1 Instrpments supplied sterile

For terminally sterilized instruments labelled “STERILE”, the theoretical prgbability of there bejing a
viable micrqorganism present on or in the instrument shall be equal to or less than 1 x 107,

If instrumenjts are to be sterilized by ethylene oxide, it shall be done aceotding to ISO 11135.

If instruments are to be sterilized by irradiation, it shall be done according to ISO 11137-1, ISO 111]37-2,
and ISO 111B7-3. If applicable, ISO/TS 13004 may be used to meetthe requirements of ISO 11137-2.

If instruments are to be sterilized by moist heat, it shall be déne according to ISO 17665-1.

If instruments are to be sterilized using low-temperature steam and formaldehyde, it shall be |[done
according tq ISO 25424.

NOTE In| some regulatory jurisdictions, low-temperature steam and formaldehyde sterilization is njot an
accepted sterilization method.

If instruments are to be sterilized by any.other terminal sterilization method, ISO 14937 shall apply.

9.2 Instrpments supplied non-sterile

For instrunjents that are supplied non-sterile, the manufacturer shall provide information on the
processing of these instrumeénts in accordance with ISO 17664.

9.3 Instruments that are resterilizable

For instruments ¢hat are claimed to be resterilizable, the manufacturer shall provide informatiqn on
the processilng of these instruments in accordance with ISO 17664.

10 Packaging

10.1 Protection from damage in transport, storage and handling

For each instrument, the packaging shall be designed so that, under conditions specified by the
manufacturer for transport, storage and handling (e.g. temperature, humidity, and, if applicable,
UV environment, pressure), the instrument is protected against damage and deterioration and the
packaging does not adversely affect the intended performance of the instrument.

NOTE 1 Possible test methods are specified in IEC 60068-2-27, IEC 60068-2-31, and/or IEC 60068-2-47.
Possible methods for performance testing of packaging and shipping containers can be found in ASTM D4169,
ASTM D7386 and ISTA 3A.

6 © IS0 2021 - All rights reserved
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Before any packaging is adopted, it is advisable to evaluate it to establish its suitability for the

intended purpose. This can be done by hazard journey trials designed to simulate the conditions the package
could encounter.

10.2

Maintenance of sterility in transport, storage and handling

Instruments labelled “STERILE” shall be packaged such that they remain sterile under the transport,
storage and handling conditions specified by the manufacturer, unless the protective package is
damaged or opened.

The packaging and packaging processes shall comply with ISO 11607-1 and I1SO 11607-2.

NOT]H
barri

111

See SO 11607-1:2019, Table B.1 for a list of performance testing standards and test meth
br systems.

nformation supplied by the manufacturer

11.1 General

Each
many
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pack

The {
be pl
use i

Whe
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Infor
view]

Whe
accol
used
exist]

instrument shall be accompanied by the information needed fo identify the instrui

propriate.

information may appear on the instrument itself, on:the packaging for each unit, ar
aging of multiple instruments or in the instructions fer use.

nformation that shall be marked on the instrument is provided in 11.2. The informati
aced on the label is provided in 11.3. The inferimation that shall be included in the insf
5 provided in 11.4.

Fe appropriate, instructions for use shall be provided together with the instrument(s)
r format (e.g. electronic).

mation supplied by the manufacturer and intended for direct visual recognition shall be
ed under illumination of 215Jux using normal vision, corrected if necessary, at a distang

h appropriate, symbols,\abbreviations, and identification colour may be used in the m
mpanying documents_of an instrument. Any symbols, abbreviations, and identifica
shall conform to.published international standards (e.g. ISO 15223-1). Where no sugd
the manufacturer shall describe the symbols, abbreviations, or identification colours

documentation stipplied with the instrument.

NOTH

1 Inseme regulatory jurisdictions, there are additional requirements for the use of symbo|

(e.g. in theUS, publicly available information on the use of symbols in labelling is available in the K

on th

b Use of symbols in labelingl41]).

ds for sterile

nent and its

hfacturer, and by any safety and performance information relevant to the user, or any other person,

1d /or on the

bn that shall
ructions for

or in a non-

egible when
eof 1 m.

arkings and
tion colours
h standards
used in the

Is in labelling
DA final rule

The

nrormation supplied by the manulacturer shall be presented In a clear manner tha

t cannot be

confused with other essential information and shall be understandable by the intended user and/or,
where appropriate, other persons.

Any units of measurement shall be expressed in SI units complying with ISO 80000-1. Equivalent values
in non-SI units may be stated in parentheses.

NOTE 2

Attention is drawn to ISO 80000-1, which gives further guidance on the application of SI

units.

When applicable, instruments with user adjustable controls shall have their function clearly described.

Any detachable components, intended by the manufacturer to be used separately from the original
instrument, shall be identified by their batch code or by other appropriate means.
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Any date shall be expressed in the format YYYY-MM-DD, or YYYY-MM, or YYYY, in accordance with
ISO 8601-1.

11.2 Marking on instruments

Instruments shall be marked with the following:

a) manufacturer's name or trademark;

b) batch code or serial number, where appropriate;

c) catalogpefsmoedel—designation—where—appropriate—andfor—size—indication—if—needed—for safe
selection or use.

If the markfng would affect the intended performance or the instrument is too small to| be lejgibly

marked, the|information required shall be given on the label.

NOTE In/some regulatory jurisdictions, there are requirements to include a unique devic®identifier (UPI) in

human- and/pr machine-readable form permanently marked upon the instrument itself;

11.3 Label

The label shpll bear the following information:

a) name and address of the manufacturer, including at least the city and the country;

b) type (name) of the instrument, the model designation of the instrument, and, if applicable:
— thelbatch code or the serial number of the instrument preceded by an appropriate identificdtion;
— sizq or compatibility information;
EXAMPIE 1 “LOT”, “SN”, or the lot, or serial number symbols ISO 7000-2492 and ISO 7000-R498,
respectipely. See ISO 15223-1:20211), 5.1.5 and 5/1.7.

c) if multiple instruments are provided.in the package, the quantity in the package;

d) if the iptended purpose of the.instrument is not obvious to the user, a clear statement of the
intended purpose;

e) if the infstrument is termindlly-sterilized, an indication that the contents of the package are sterile
and the|method of sterilization (see 9.1);
EXAMPHE 2 The word “STERILE” or the sterile symbol ISO 7000-2499, or one of the “sterilized using...”
symbols|ISO 7000-2500, ISO 7000-2501, ISO 7000-2502, or ISO 7000-2503. See ISO 15223-1:2021, 5.2.1 or
5.2.2,5.2.3,5.2%4;-and 5.2.5.

f) if identjcal, or similar instruments are sold in both sterile and non-sterile condition, a clear
indicatibrthatthe-contents-ofthe particwlarpackage-are-non—stere-when-appheable:
EXAMPLE 3 The “non-sterile” symbol ISO 7000-2609. See 1SO 15223-1:2021, 5.2.7.

g) ifapplicable, the “use by date”, expressed as year and month, and, if appropriate, day;
EXAMPLE4  The “use by date” symbol ISO 7000-2607. See ISO 15223-1:2021, 5.1.4.

h) if the instrument is intended for single use, an appropriate indication;
EXAMPLES5  The “do notre-use” symbol ISO 7000-1051. See ISO 15223-1:2021, 5.4.2.

i) any special storage (e.g. temperature, humidity, UV environment, pressure) and/or handling
conditions;

1) Under preparation. Stage at the time of publication: ISO/FDIS 15223-1:2021.
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j) any warnings or precautions relating to use;
k) ifinstructions for use is provided, an indication to check the instructions for use;
EXAMPLE 6 The “Consult instructions for use” symbol ISO 7000-1641. See [SO 15223-1:2021, 5.4.3.
1) if the instrument is not to be used in case the package is damaged or unintentionally opened, an
appropriate indication.
EXAMPLE 7  The “Do not use if package is damaged” symbol ISO 7000-2606. See ISO 15223-1:2021, 5.2.8.
NOTE In some regulatory jurisdictions, there are requirements to include a UDI.
11.4{ Instructions for use

If applicable, the instructions for use shall contain the following information:

a)

g)
h)

j)

ame and contact details of the manufacturer, including at least the postataddress and the country;
OTE1 Contact details can include telephone number, email address, wébsite URL.

OTE2 In some regulatory jurisdictions, there are requirements té.include the name and dddress of the
uthorized representative or local agent.

escription of the instrument and the model designationof'the instrument;

if the intended purpose of the instrument is not ebwious to the user, a clear statement of the
intended purpose;

the intended performance described in Clause4 and, if appropriate, any undesirable sigle-effects;

information allowing the user to select @ suitable instrument (including a correct size), its
jccessories, and related devices, in ordef.to obtain a safe combination;

if the instrument is intended to<be used in combination with other instruments,| devices, or
¢quipment, then:

1) information to identifyisuch instruments, devices or equipment, in order to optain a safe
combination, and

2) information onanyknown restrictions;

Further information may be provided in a brochure and/or manual.

if applicable;any information needed to verify that the instrument is functioning correctly and safely;

if the ifistrument is intended to be reused, any information needed to verify that the instrument’s
fform and function has not deteriorated due to repeated use and reprocessing;

if the instrument is terminally sterilized, an indication that the contents of the package are sterile
and the method of sterilization used;

EXAMPLE 2  The word “STERILE” or the sterile symbol ISO 7000-2499, or one of the “sterilized using...”
symbols ISO 7000-2500, ISO 7000-2501, ISO 7000-2502, or ISO 7000-2503. See ISO 15223-1:2021, 5.2.1 or
5.2.2,5.2.3,5.2.4,and 5.2.5.

details of any treatment or handling needed before the instrument can be used including
information for each applicable processing step (i.e. cleaning, disinfection, drying, packaging, and
sterilization) as specified in ISO 17664:2017, Clause 6;

EXAMPLE 3  Final assembly.
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EXAMPLE 4  Sterilization of an instrument provided non-sterile.

NOTE3 ISO 17664:2017 requires at least one validated method be specified for each applicable

processing step.
k) if the instrument is intended for single use:

1) astatement that the instrument is intended for single use, and

2) information on known characteristics and technical factors that could pose a risk if the

instrument was to be re-used;

1) if the ifstrumentis—imternded tobe Teused; ITStructions o eact TeEqUITed ProCeSSITTE Sta
specified in ISO 17664:2017, Clause 6, and any limitations and restrictions on processing
ISO 176p4:2017, 6.3);

NOTE 4| ISO 17664:2017 requires the manufacturer to provide appropriate information ‘includin

p as
(see

g the

number pf processing cycles or some other end-of-life indicator if processing of the instrument in accorglance

with thelmanufacturer's instructions is known to lead to degradation that might limit\the intended lif
of the ingtrument (e.g. functionality, biocompatibility or suitability for effective pro€essing).

m) if apprdpriate, a statement that the instrument can be reused only if it i§ refurbished unde|
respongibility of the manufacturer;

n) details for dealing with the unused contents of a sterile package;where the sterile barrier
longer intact (e.g. due to damage, because the package has been opened), including, if applid
instructions on each required processing step as specified iSO 17664:2017, Clause 6;

o) either any special storage (e.g. temperature, humidity, UV environment) or handling condit
or both

p) warnings or precautions relating to use, including [imitations on chemicals (e.g. alcohol) or

Ptime

r the

iS no
able,

ions,

bther

environmental conditions to which the instrument might reasonably be exposed in the clinical

setting;

NOTES5| See IEC 62570 or ASTM F2503-for information on how to label for safety in the mag
resonange environment.

q) ifappropriate, an indication of whether the instrument or any fragment, thereof, can be locatg
means of an external imaging-device, and with what kind of such device;

r) instructions for the properdisposal of the instrument, if there are special or unusual risks;

s) ifapplidable, information on any medicinal products incorporated into or used with the instru
(see Clapse 5);

t) date of {ssueworthe latest revision of the instructions for use, if applicable.

netic

ed by

ment

11.5 Additiehralinformationforinstruments-with-a-measuringfupetion———

The limit of error of instruments having a measuring function shall be indicated by either a marking on

the instrument or label, or both, and in the instructions for use.

NOTE The limit of error is the extreme value of the measurement error with respect to a known reference

quantity value.

This requirement does not apply to gauges used for component size selection and for the go/no-go

gauges used to check a workpiece against its allowed tolerances via a go/no-go test.

10 © IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=bb210d17d25dc72aa0033d4edff0006c

IS0 16061:2021(E)

Annex A
(informative)

Examples of typical applications of instruments to be used in
association with non-active surgical implants and materials found

acceptable for instrument manufacture

A1l

Insty

established by the requirements of the design of the associated implant. Insttuments for

are n
use 1

Typi
both

This
impl
For e

\
[(

General

uments to be used in association with non-active surgical implants are-those who

ot a part of this family, although they can be included if they have special*‘characteristi

se design is
general use
Cs or special

equirements, which is dictated by the design of the associated non-aetive surgical impflant.

fal applications for instruments to be used in association with nen-active surgical impl|
invasive and non-invasive applications and might or might not come into contact with

can include instruments with functionality intended for{implant contact, cutting tisg
hnt size, position or alignment.

xample, invasive applications can include specialized instruments:

vith cutting edges such as scissors, needles; knives; cannulae; chisels; drill bits; gougg
urettes; sawblades; burrs; reamers and trepans;

The
matd

q

sed as guides such as cannulae, saw guides, drill guides, aiming devices and location g

aving non-active surgical implant contact such as punches, extractors, introducerg
ullers and trial implants;

aving passive contact such as retractors, spreaders, sizers, forceps, measuring devi
rial implants and locatiens pins.

degree of contact.with the non-active surgical implant also varies with intended f
rial selection shotld take this into account. Examples can include:

bxternal alighment guides for intramedullary locking nails are instruments intend

invasive applications and for defining non-active surgical implant position and alignme

cetabtilar cup reamers are invasive instruments, but not intended to have contact w
ctive surgical implant;

ants include
the implant.

ue, defining

s; broaches;

uides;

, impactors,
Ces, holders,
unction and
ed for non-

nt;

ith the non-

spinal cage positioners as well as neurosurgical clip applier might be also considered non-invasive

instruments, when intended to not touch body tissues, but always contact the non-active surgical

i

mplant;

instruments with more complex design include the invasive delivery systems for vascular and cardiac

stents, which contact the non-active surgical implant and tissue and blood in the vascular system.

The selection of material for each instrument requires a thorough understanding of all associated
applications in order to define the applicable material requirements. As stated in Clause 6, for each
application the selection of an appropriate material is to be based on a risk analysis which takes into
account the necessary requirements for the intended use.

The materials listed in A.2 are materials that have been found to be acceptable for certain applications.
The list of materials given in A.2 is not all-inclusive and is intended only to give examples of materials
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