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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

Electrotechni

International

cal Commission (IEC) on all matters of electrotechnical standardization.

Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part 2.

The main tagk of technical committees is to prepare International Standards. Draft International Stanglards
adopted by fhe technical committees are circulated to the member bodies for voting. Publication¥as an

International

Attention is ¢

rights. ISO shall not be held responsible for identifying any or all such patent rights.

ISO 14630 W
This fourth e

Standard requires approval by at least 75 % of the member bodies casting a vote.

rawn to the possibility that some of the elements of this document may be the 'subject of datent

as prepared by Technical Committee ISO/TC 150, Implants for surgery.

jition cancels and replaces the third edition (ISO 14630:2008), which:has been technically reyised.
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Introduction

This International Standard provides a method of addressing the fundamental principles outlined in
ISO/TR 14283 as they apply to non-active surgical implants. It also provides a method for demonstrating
compliance with the relevant essential requirements as outlined in the general terms in Annex 1 of the European
Council Directive 93/42/EEC of 14 June 1993 concerning medical devices as they apply to non-active surgical
implants, hereafter referred to as implants. It might also help manufacturers comply with the requirements of

other

regulatory bodies.

There are three levels of standards dealing with non-active surgical implants and related instrumentation. For

the in

nplants themselves they are as follows, with level 1 being the highest

— |
— |
— |

Leve
all ng
level

Leve
surgi

Leve

non-gctive surgical implants, such as hip joints or arterial stents.

To ag
be cd

NOTH
stand

Llevel 1: General requirements for non-active surgical implants.
Llevel 2: Particular requirements for families of non-active surgical implants.
Llevel 3: Specific requirements for types of non-active surgical implants.

1 standards, such as this International Standard and Reference [4], contain requirements
n-active surgical implants. They also anticipate that there are additionabrequirements in th
3 standards.

2 standards (see References [5], [6], [7], [8] and [9]) apply to amore restricted set or family
Cal implants, such as those designed for use in neurosurgeryigardiovascular surgery, or joint

3 standards (see References [10], [11], [12] and [13]) apply to specific types of implants with

dress all requirements for a specific implant, it istadvisable that the standard of the lowest a
nsulted first.

The requirements in this International Standard correspond to international consensus. Individ
prds or regulatory bodies can prescribe otherrequirements.

© 18O

that apply to
e level 2 and

pf non-active
replacement.
in a family of

vailable level

ual or national
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INTERNATIONAL STANDARD 1ISO 14630:2012(E)

Non-active surgical implants — General requirements

1 Scope

This International Standard specifies general requirements for non-active surgical implants, hereafter referred
to as implants. This International Standard is not applicable to dental implants, dental restorative materials,
transendodontic and transradicular implants, intra-ocular lenses and implants utilizing viable animal tissue.

With |regard to safety, this International Standard specifies requirements for intended perfermance, design
attributes, materials, design evaluation, manufacture, sterilization, packaging and information supplied by the
manufacturer, and tests to demonstrate compliance with these requirements.

Additional tests are given or referred to in level 2 and level 3 standards.
NOTH This International Standard does not require that the manufacturer have a qaality management system in place.

Howejver, the application of a quality management system, such as that described 4SO 13485, might be |appropriate to
help gnsure that the implant achieves its intended performance.

2 ormative references

The following referenced documents are indispensable for the application of this document. For dated
refergnces, only the edition cited applies. For undated references, the latest edition of the referenced document
(inclding any amendments) applies.

ISO 8601, Data elements and interchange formats — liaformation interchange — Representation of dgtes and times

ISO [10993-1, Biological evaluation of medical devices — Part 1: Evaluation and testing Within a risk
manggement process

ISO 10993-7, Biological evaluation of medical devices — Part 7: Ethylene oxide sterilization residuals

ISO 11135-1, Sterilization of healthicare products — Ethylene oxide — Part 1: Requirements for evelopment,
validation and routine control of a-sterilization process for medical devices

ISO [11137-1, Sterilization-of’health care products — Radiation — Part 1: Requirements for ¢evelopment,
validation and routine gontrol of a sterilization process for medical devices

ISO 11137-2, Sterilization of health care products — Radiation — Part 2: Establishing the sterilization dose

ISO 11607-1,.Rackaging for terminally sterilized medical devices — Part 1: Requirements for materials, sterile
barri¢r systems and packaging systems

ISO 13408-1, Aseptic processing of health care products — Part 1: General requirements

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

ISO 14160, Sterilization of health care products — Liquid chemical sterilizing agents for single-use medical
devices utilizing animal tissues and their derivatives — Requirements for characterization, development,
validation and routine control of a sterilization process for medical devices

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

ISO 17664, Sterilization of medical devices — Information to be provided by the manufacturer for the processing
of resterilizable medical devices

© 1S0O 2012 — All rights reserved 1
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ISO 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 22442-1, Medical devices utilizing animal tissues and their derivatives — Part 1: Application of risk management

ISO 22442-2, Medical devices utilizing animal tissues and their derivatives — Part 2: Controls on sourcing,
collection and handling

ISO 22442-3, Medical devices utilizing animal tissues and their derivatives — Part 3: Validation of the elimination
and/or inactivation of viruses and transmissible spongiform encephalopathy (TSE) agents

ISO 80000 (all parts), Quantities and units

3 Terms @nd definitions
For the purppses of this document, the following terms and definitions apply.

341
coating
layer of matdrial covering or partially covering a surface of an implant

3.2
impIantabIeJistate
condition of @&n implant prepared for implantation into a human subject

3.3
leakage
unintended movement of fluid, including body fluids, into or out 6t'an implant

Note 1 to entryy  Anunintended diffusion phenomenon is an examplé-of leakage for the purposes of this International Stapdard.

3.4
magnetic resonance environment
MR environment

volume withip the 0,50 mT [5 gauss (G)] line of @ magnetic resonance imaging (MRI) system, which includes
the entire three-dimensional volume surrounding the magnetic resonance imaging scanner

NOTE 1 to en{ry: For cases where the 0,60)mT line is contained within the Faraday shielded volume, the entire rdom is
considered the MR environment. For €ases where the 0,50 mT line is outside the Faraday shielded volume (e.g. fin the
adjacent room or area), it is advisablethat the entire adjacent room or area be considered part of the MR environment.

[SOURCE: ASTM F2503-05, 3.1.7, modified — the second sentence has been converted into a note.]

3.5
magnetic resonance.imaging
MRI
imaging techhique that uses static and time varying magnetic fields to provide images of tissue by the magnetic
resonance otndelei

[SOURCE: ASTM F2119-07, 2.1.4]

3.6

non-active surgical implant

implant

surgical implant, the operation of which does not depend on a source of electrical energy or any source of
power other than that directly generated by the human body or gravity

3.7
safety
freedom from unacceptable risk

[SOURCE: ISO/IEC Guide 51:1999, 3.1]

2 © 1S0 2012 — All rights reserved
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3.8

surgical implant

device that is intended to be totally introduced into the human body, or to replace an epithelial surface or the
surface of the eye, by means of surgical intervention and that is intended to remain in place after the procedure,
or any medical device that is intended to be partially introduced into the human body by means of surgical
intervention and that is intended to remain in place after the procedure for at least 30 days

4 Intended performance

The intended performance of an implant shall be described and documented by addressing the following, with

partiGelarregardte-safety:

a) iptended purpose(s);

b) functional characteristics;
c) iptended conditions of use;
d) iptended lifetime.

NOTH To describe the intended performance, it is advisable that particular account be taken of the following, among
other[things:

— published standards,
— published clinical and scientific literature, and

— \alidated test results.

5 Design attributes

The design attributes to meet the intended performance shall take into account at least the following:
a) materials and their biocompatibility(see Clause 6);

b) physical, mechanical and chemical properties of materials, including endurance properties and ageing
see Clauses 6 and 7);

c) Wear characteristics of materials and the effects of wear and wear products on the implant and the body
see Clauses 6 and-7);

d) degradation characteristics of materials, and the effects of degradation, degradation groducts and
l[eachables enthe implant and the body (see Clauses 6 and 7);

e) the extenband effect of leakage (see Clauses 6 and 7);

f)  safety, with respect to viruses and other transmissible agents (unclassified pathogenic entities, prions
nil

A cimilar Antiting) Af Aanimal ticonine Ar Aarivativne Af AanimAal ticonin dibiliond 10 tha e or durin |tS
po-similarentites)—of-animal-tissues-or-derivatives-ofanimaltissue-uhlized-inthe-implas g

manufacture (see Clause 6);

g) the effect of manufacturing processes (including sterilization) on material characteristics and performance
(see Clauses 6, 7, 8 and 9);

h) possible effects on the implant and its function due to interactions between its constituent materials and
between its constituent materials and other materials and substances (see Clauses 6 and 7);

i) interconnections and their effects on the intended performance (see Clause 7);

NOTE It is advisable that the shape, dimensions and tolerances of the interconnections, as well as the potential
wear, degradation, corrosion and electrolytic effects, be taken into account.

© 1S0O 2012 — All rights reserved 3
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j) interface(s) between the implant and body tissue(s), particularly relative to fixation and connection, and
surface conditions (see Clause 7);

k) shape and dimensions, including their possible effects on tissues and body fluids (see Clause 7);
I)  biocompatibility of the implant in its implantable state (see Clauses 6 and 7);
m) physical and chemical effects of the body and external environment on the implant (see Clause 7);

n) effects of radiation, electromagnetic and magnetic fields on the implant and its function, and any
consequential effects on the body (see Clauses 6 and 7);

ga:?;-ts. TlLe test methods in ASTM F2052, ASTM F2119, ASTM F2182 and ASTM F2213 can be used to evalugf;tehnet
safety of fan implant in the MR environment.
o) the abilify to implant and, where applicable, to remove or replace the implant (see Clause,7);
p) the abilitly to visualize the position and orientation of the implant by radiological or other.imaging procedures;
g) microbiglogical and particulate contamination levels (see Clauses 8, 9 and 10);
r) the suitgbility and effectiveness of packaging (see Clause 10);

s) where appropriate, the anthropometric and anatomical features of the{population for whom the implant is
intended;

t)  the condition and pathology of the host tissue;

u) required operative techniques and the appropriate care and*handling of the implant to reduce the rjsk of
use error while not impairing the intended use and perforitance of the implant;

v) where gpplicable, the nature and type of any radioactive substances incorporated in or used with the
implant fo achieve the intended performance whilesreducing or eliminating the risk of exposure of patjents,
users and other persons to unintended radiatign:

Implant design attributes shall be documented. Where any of the above are not considered to be relevant, the
reason shall pe documented and justified:

6 Materials

Implant matgrials shall be sel€eted with regard to the properties required for the intended purpose, also tpking
into account fhe effects of manufacture, handling, sterilization and storage, as well as any treatment (cherpical,
electro-chenjical, thermal,>mechanical, etc.) applied to the surface or a part of the surface of the inmplant
material in order to madify its properties. Possible reactions of implant materials with human tissues and|body
fluids, other naterials, other implants, substances and gases shall be considered. Possible effects of rad|ation
and of magngtic’and electromagnetic fields on the material shall also be considered.

When a medicinal product 1S an integral part of an implant, the medicinal product shall be assessed according
to pharmaceutical principles. The performance of the medicinal product used in combination with the implant
shall not be affected by the implant and/or vice versa.

NOTE 1 For the assessment of the safety, quality and usefulness of the medicinal product incorporated as an
integral part of an implant, appropriate methods might be specified in national or regional regulations (e.g. European
Directive 2001/83/EC).

Materials, including biological materials, used for implants and coatings shall be compatible to an acceptable
degree with the biological tissues, cells and body fluids with which they are in contact in their implantable
state. The compatibility of possible wear and degradation products shall also be acceptable. The biological
acceptability in the particular application shall be demonstrated either:

a) by documented assessment in accordance with ISO 10993-1, or

4 © 1S0 2012 — All rights reserved
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b) by selection from the materials found suitable by proven clinical use in similar applications.

NOTE 2 Some of the level 2 standards include lists of materials which have been found acceptable in certain
applications.

For implants utilizing materials of animal origin that are non-viable or have been rendered non-viable either in the
implant or in its manufacture, these materials shall be evaluated and their safety with respect to viruses and other
transmissible agents shall be in accordance with the requirements of ISO 22442-1, 1ISO 22442-2 and ISO 22442-3.

NOTE 3 See ISO 22442-1 for the definition of the terms “animal” and “tissue”.

7 Desigmevatuation

7.1 | General

Implgnts shall be evaluated to demonstrate that the intended performance (see Clause 4) is athieved. The
extent to which the intended performance has been achieved shall be determined<and documegnted. Safety
and intended performance shall be demonstrated by pre-clinical evaluation, clipical evaluation and post-market
survgillance, including appropriate risk management at all stages of the life cycle of the implant, in accordance
with {he requirements of ISO 14971.

7.2 |Pre-clinical evaluation

Implgnts shall undergo pre-clinical evaluation based on

a) e relevant scientific literature relating to the safety,.performance, design characteristics, and intended
se of the implant,

b) analysis of available predictive and outcome data from sources such as national and other registries, and

c) analysis of data obtained from testing, including bench-testing and, when available, data from validated
chniques for evaluating implant safety,and intended performance.

The gextent of pre-clinical evaluation. shall take account of existing data in relation to similar implants or
design features.

Pre-glinical testing of implants(should simulate conditions of intended use. Test methods and related limits for
specific types of implants shall'be defined and justified by the manufacturer and shall include, aq appropriate,
in vitro handling tests te‘verify the intended interaction between the implant and the instrumentation and, if
applicable, between jnterconnecting implants.

In ingtances when<implantation and, where appropriate, removal cannot be evaluated by direc{ comparison
withjxisting dévices, cadaveric evaluation should be performed where possible.

If stgtic andfor dynamic loading tests are relevant for the evaluation of the implant, either gccepted test
standards, when available, or customized test models taking into account the characteristics gf the implant
shall be appiicu'. Becauseof thewidevartanceof illlpiallta anctheirfeatures; tcaﬁllg standardsn ight not exist
or may be modified as needed.

Where appropriate, biophysical or modelling research may be used to demonstrate that the intended
performance of the implant is achieved.

Tests should take into account anticipated loading and/or environmental conditions. Where appropriate, test
specimens should represent as closely as possible the implants to be implanted.

Test methods and limits for particular implants can be described in related standards, such as those listed in
the bibliography.

© 1S0O 2012 — All rights reserved 5
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7.3 Clinic
Implants sha
a)

al evaluation

[l undergo clinical evaluation based on:

characteristics and intended use of the implant, or demonstrably similar implants; or

b) the resu

c)

Its of all clinical investigations made; or

the combination of the clinical data provided in a) and b) above.

a critical review of the relevant scientific and clinical literature relating to the safety, performance, design

Where a clinical investigation is carried out, it shall be performed in accordance with the requirements of ISO 14155.

NOTE 1 Rg
International

NOTE 2 IS
within the clini
the demonstrdg
device and to

7.4 Post-market surveillance

A systematic]

When the m
failure or inc(
take steps to|

NOTE Sy
as the end p

Reference [3]).

8 Manufacture

Implants sha|

NOTE M

9 Steriliz

9.1 Genel

The manufad
re-sterilizatid

bquirements for clinical investigation of specific product types can be included in other |r4
Standards.

O 14155 requires that the Clinical Investigation Plan (CIP) include the follow-up period in aparticular s

tion of performance over a period of time sufficient to represent a realistic test of the<performance
pllow identification and risk assessment of any associated adverse device effects-over that period.

procedure to review post-market experience gained from implaqts shall be in place.

hnufacturer’s risk analysis indicates that there is a significant risk for the patient in the evq
mpatibility between the implant and the patient during its‘intended lifetime, the manufacturen
make sure that the performance and the security of the implant are maintained.

itable methods for monitoring performance and safety, of implants include survival analysis (with re
bint), clinical follow-up of patients, or other methddologies based on scientifically valid rationales

| be manufactured in such a way that the specified design attributes are achieved.

bnufacturing requirements for certain product types are included in other standards.

ation

al

turer shall demonstrate that the effects of the method(s) used for sterilization or, when applig
n of the implant do not impair its safety or performance.

tlated

Lbject

cal investigation and the justification for this follow-up period. It is advisable that the follow-up period permit

of the

ent of
shall

Vision
(see

able,

9.2 Products supplied sterile

Sterilization processes shall be validated and routinely controlled.

For terminally sterilized implants to be designated “STERILE”, the theoretical probability of there being a viable
microorganism present on or in the device shall be equal to or less than 1 x 1076,

NOTE

and level 3 standards.

Requirements for other sterility assurance levels for some specific implants are given in the relevant level 2

Manufacturers may use other sterility assurance levels provided this is justified by a documented risk assessment.

If implants are to be sterilized by ethylene oxide, ISO 11135-1 shall apply.

If implants are to be sterilized by irradiation, ISO 11137-1 and ISO 11137-2 shall apply.

6
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If implants are to be sterilized by steam, ISO 17665-1 shall apply.

If implants containing materials of animal origin are to be sterilized by chemical liquid agents, ISO 14160 shall apply.

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

If implants are to be produced by aseptic processing, ISO 13408-1 shall apply.

9.3

9.3.1

Sterilization by the user

Products supplied non-sterile

For irlnplants that are supplied non-sterile, the manufacturer shall specify at least one approprinte method of

steril
impl3g
inforn

9.3.2

Information supplied by the manufacturer shall state whether the implant is. suitable for re-sterili

so, th
shall
inten

9.4

Testi
of req

10 R

10.1

For €
stora
it pro

NOTH

NOTH
intend

10.2

zation with its appropriate cycle parameters, such that safety and performance characte
nt are not adversely affected. If multiple sterilization cycles are not allowed, this-shall be
hation provided by the manufacturer (see Clause 11).

Re-sterilization

e method(s) with cycle parameters shall be specified in accordance*with ISO 17664. The
specify the maximum number of re-sterilization cycles that may be performed without th
Hed performance of the implant being adversely affected.

Sterilization residuals

ng for residuals of sterilization shall be in accordance:with the principles set outin ISO 10993
iduals of ethylene oxide shall not exceed the limifs specified in ISO 10993-7.

Packaging

Protection from damage in storage and transport

he, transport and handling (inCluding control of temperature, humidity and ambient pressure,
fects against damage @nd deterioration and does not adversely affect the implant.

1 Test methods given in IEC 60068-2-27, IEC 60068-2-31 or IEC 60068-2-47 can be used when

2 Before afiy-niethod of packaging is adopted, it is advisable that it has been evaluated to establishits s

Maintenance of sterility in transit

ristics of the
stated in the

zation and, if
manufacturer
e safety and

t1. The levels

ach implant, the packaging shall be designed so that, under conditions specified by the manufacturer for

f applicable),

appropriate.

uitability for the

ed purpose. \iis can be done by hazard journey trials designed to simulate the conditions the package m{ght encounter.

At lahAallad “QTI:DII E”chall ha nanleanad o that thav maaintain thair initial ctarilitv, acopiranA

level under

Imple
Speci

© 18O
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ified storage, transport and handling conditions, unless the package that maintains sterility is damaged or
opened. The packaging shall comply with ISO 11607-1.

2012 — All rights reserved


https://standardsiso.com/api/?name=b4f59ff8c3b88b237baf8232e19d86b1

ISO 14630:2012(E)

11 Information supplied by the manufacturer

11.1 Gener

al

Information supplied by the manufacturer and intended for direct visual recognition shall be legible when viewed
under illumination of 215 Ix using normal vision, corrected if necessary, at a distance that takes into account the
form and size of the individual implant.

NOTE 1

where appropriate.

It is advisable that the information presented be understandable for the intended user and/or other persons,

If there is ins
accompanyir

The recognitj
than visual, 4

When approq
documents o
International
symbols, abH

The informat
with other es

Any units of

stated in par
NOTE2  Af

As far as prd
implant itself]
packaging o
implant or p3
When applic

Any detacha
shall be iden

Any date sha

11.2 Label

The label shall bearthe following information:

f an implant. Any symbols, abbreviations and identification colours used shall conform to publ

sential information.

|l be expressed intheformat YYYY-MM-DD, or YYYY-MM, or YYYY, in accordance with ISO

L o & 4l ol H 2 b ) Il P4 ' 1 H H "
ITICITTIU opdULT UTT UNTTC UTVILT S LUTTLAITITT, UIT TTITVAlIt TTITUTTTIIAatuIrT TTiady UC yIveTlT UTT diT ITToTI L,

g document or in the next layer of packaging, as applicable.

on of certain markings on small or specialized implants might require the use of methods
.g. electronic methods.

riate, symbols, abbreviations and identification colour may be used in the markings’and accompa

Standards (e.g. ISO 7000). Where no such standards exist, the manufacturer shall describ)
reviations or identification colours used in the documentation supplied with the implant.

on supplied by the manufacturer shall not be presented in such.a manner that it can be con

measurement shall be expressed in Sl units, as specified jin ISO 80000. Equivalent units m
bntheses.

tention is drawn to ISO 80000-1, which gives further guidance on the application of Sl units.

cticable and appropriate, the information needed to use the implant safely shall be set out g
and/or on the packaging for each unit or;awhere appropriate, on the sales packaging. If indi
each unit is not practicable, the information shall be set out in the leaflet supplied with
ckage.

bble, user adjustable controls shall have their function clearly specified.

ble components, intended by the manufacturer to be used separately from the original im
lified by their batch code, .0r by other appropriate means.

ing

Ckaging contains any radioactive substance, it shall have markings that state the type and a

in an

other

nying
shed
e the

used

ay be

n the

idual

each

blant,

B601.

Ctivity

1Idactiva crihotana~n.

TOTO Tt v o OO otariccy

least the city and the country;

batch number or the serial number of the device preceded by an appropriate identification;

The word “STERILE” or the sterile symbol ISO 7000-2499, or one of the “sterilized using...” sy

ISO 7000-2500, ISO 7000-2501, ISO 7000-2502 or ISO 7000-2503.

a) ifthe pa
of the r
b)
c)
EXAMPLE
d)
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EXAMPLE
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the name and address of the manufacturer, or, if necessary, the authorized representative, including at

a description of the device (e.g. cardiac valve), the model designation of the device and, if applicable, the

“LOT”, “SN”, or the lot or serial number symbols ISO 7000-2492 and ISO 7000-2498, respectively.
if the intended purpose of the implant is not obvious to the user, a clear statement of the intended purpose;

if applicable, an indication that the contents of the package are sterile and the method of sterilization;

mbols
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f) if identical or similar implants are sold in both sterile and non-sterile condition, a clear indication that the
contents of the particular package are non-sterile, when applicable;

EXAMPLE The “non-sterile” symbol ISO 7000-2609.

g) if applicable, the “use by” date, expressed as year and month;
EXAMPLE The “use by date” symbol ISO 7000-2607.

h) an indication that the implant is intended for single use;

EXAMPLE The “do not re-use” symbol ISO 7000-1051.

i) me special storage and/or handling conditions;
j)  any special operating instructions;

k) Warnings or precautions relating to use.

11.3] Instructions for use
If applicable, the instructions for use shall contain the following informatian:

a) if the packaging contains any radioactive substance, the type and.activity of the radioactive sibstance and
detailed information as to the nature of the emitted radiation;,'means of protecting the patig¢nt, user and
third parties, and on ways of avoiding misuse;

b) the name and address of the manufacturer, including at leastthe city and the country, and a telepfione number;
c) a description of the implant (e.g. cardiac valve) and the model designation of the implant;
d) ifthe intended purpose of the implant is not ohvious to the user, a clear statement of the intenfled purpose;
e) the intended performance described in.Clause 4 and any undesirable side-effects;

f) ipformation allowing the user to select a suitable implant (including a correct size), its accgssories and
flelated devices, in order to obtain a safe combination;

g) ipformation on proper implantation and on ways to avoid or minimize specific risks asgociated with
implantation;

h) ipformation needed.fe'verify that the implant is functioning correctly and safely;

i) n indication that the contents of the package are sterile and the method of sterilization used;

XAMPLE The word “STERILE” or the “sterile” symbol ISO 7000-2499, or one of the “sterilized using...” symbols
ISO 700022500, ISO 7000-2501, ISO 7000-2502 or ISO 7000-2503.

j) if identical or similar implants are sold in both sterile and non-sterile conditions, an instrliction, when
pplicable, that the contents shall be sterilized;

k) details of any treatment or handling needed before the implant can be used;
EXAMPLE Final assembly, cleaning, sterilization, etc.

[) instructions on the method of sterilization with its appropriate cycle parameters for an implant that is
delivered non-sterile, or for dealing with the contents of a sterile package that has been damaged or has
been previously opened, and the maximum number of re-sterilization cycles that may be performed;

m) an indication that the implant is intended for single use;
EXAMPLE The “do not re-use” symbol ISO 7000-1051.

n) any special storage and/or handling conditions;
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0) warnings or precautions relating to use, including limitations on chemicals (e.g. alcohol) to which the
implant might be exposed in the clinical setting;

p) the nature of the non-viable animal tissues or their derivatives (e.g. intact tissue, highly-purified derivative),
if the implant incorporates such materials;

gq) awarning about the hazards caused by interference between the implant and other equipment likely to be
used in the course of other clinical procedures or medical treatments;

r) astatement concerning the safety of the implantin the MR environment and, where appropriate, information
about MR image artefacts to assist the physician in understanding the distortion and signal loss produced
in the MR image by the implant;

EXAMPLE The MR safety terms and symbols given in ASTM F2503-05.

NOTE Attention is drawn to ASTM F2119, which specifies a test method for evaluating MR image artefact$ from
passive inplants.

s) instructipns for the proper removal and disposal of the implant;
NOTE Attention is drawn to ISO 12891-1, which gives further guidance on the retrievatand analysis of imglants.
t) details qllowing the medical staff to brief the patient on any precautions to be taken, including:
— actipns to be avoided;
— pospible precautions to be taken during normal daily activities,
EXAMPLE 1 Negotiation of stairs, adopting low sitting positions.
— pregautions to prevent adverse effects due to changés in implant performance;

— advice that the patient seek medical opinion before entering potentially adverse environments that
could affect the performance of the implant;

EXAMPLUE 2  Electromagnetic fields, extreme‘temperature, variations of pressure.

— infofmation on potential interactions with other therapeutic or diagnostic procedures or devices;
EXAMPLE 3  Magnetic resonance-imaging.

— infofmation on any medjcinal products incorporated in the implant (see Clause 6);

u) the date|of issue or the Jat€st revision of the instructions for use.

11.4 Restrictions on combinations

If the implantis intended for use in combination with other implants or devices, the whole combination including
the connectihg- system shall be safe and shall not impair the specified performance of the implant] Any
restrictions anuse_shall he indicated on the label or in the instructions for use

11.5 Marking on implants

Implants shall be marked with the following:

a) the manufacturer’'s name or trademark;

b) the batch code (lot number) or serial number.

If the marking would affect the intended performance, or if the implant is too small or the physical properties
of the implant prevent legible marking, the information required shall be given on the label or by other means
to provide traceability.
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