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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-governm

ental, in liaison with 1SQ_ also take part in the work 1SO collaborates closely wit

the
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general aspe

This second
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past may usg this International Standard by excluding certain-requirements in accordance with 1.2.

This edition
requirementg

Electrotechnical Commission (IEC) on all matters of electrotechnical standardization.
Standards are drafted in accordance with the rules given in the ISO/IEC Directives, Part'2.
5k of technical committees is to prepare International Standards. Draft International Stan

the technical committees are circulated to the member bodies for voting. Publication
Standard requires approval by at least 75 % of the member bodies casting-a vote.

P

[«

rawn to the possibility that some of the elements of this document may be the subject of ¢
pall not be held responsible for identifying any or all such patent rights.

vas prepared by Technical Committee ISO/TC 210, Quality \‘nanagement and correspo
cts for medical devices.

edition cancels and replaces the first edition (ISO@3485:1996), which has been techr
0 cancels and replaces ISO 13488:1996. Those arganizations which have used ISO 13488

of 1SO 13485 has a revised title andaddresses quality assurance of product, cus
, and other elements of quality system.management.
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0 Introduction

0.1

General

This International Standard specifies requirements for a quality management system that can be used by an
organization for the design and development, production, installation and servicing of medical devices, and

the d

It can
ability

ESTgTT, UeVelopTTTeTTt, artd provision Of Tefated SeTvices:.

also be used by internal and external parties, including certification bodies, to assess\the o
to meet customer and regulatory requirements.

Information marked “NOTE” is for guidance in understanding or clarifying the associated requiren

It is
are ¢

bmplementary to technical requirements for products.

The @doption of a quality management system should be a strategicdecision of an organization

and
partid

mplementation of an organization's quality management_system is influenced by var
ular objectives, the products provided, the processes employed and the size and stru

organization. It is not the intent of this International Standard.to imply uniformity in the structy

mang

gement systems or uniformity of documentation.

Therz is a wide variety of medical devices and some “of the particular requirements of this

Stan

0.2

This

ard only apply to named groups of medical devices. These groups are defined in Clause 3.

Process approach

nternational Standard is based onga process approach to quality management.

Any activity that receives inputs and\converts them to outputs can be considered as a process.

For 4
Often

The
interg

0.3

n organization to function-effectively, it has to identify and manage numerous linked process
the output from one process directly forms the input to the next.

application aefl.a” system of processes within an organization, together with the ident

Relationship with other standards

0.3.1

rganization’s

ent.

bmphasized that the quality management system requirements specified in this Internatiopal Standard

The design
ying needs,
cture of the
re of quality

International

fication and

ctions of these processes, and their management, can be referred to as the “process approach”.

Reiailonsiilp with 1SO 9007

While this is a stand-alone standard, it is based on ISO 9001.

Those clauses or subclauses that are quoted directly and unchanged from ISO 9001 are in normal font. The
fact that these subclauses are presented unchanged is noted in Annex B.

Where the text of this International Standard is not identical to the text of ISO 9001, the sentence or indent
containing that text as a whole is shown in italics (in blue italics for electronic versions). The nature and
reasons for the text changes are noted in Annex B.

© IS0

2003 — All rights reserved
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0.3.2 Relationship with ISO/TR 14969
ISO/TR 14969 is a Technical Report intended to provide guidance for the application of ISO 13485.
0.4 Compatibility with other management systems

This International Standard follows the format of ISO 9001 for the convenience of users in the medical device
community.

This International Standard does not include requirements specific to other management systems, such as
those particular to environmental management, occupational health and safety management, or financial
management:

However, thig International Standard enables an organization to align or integrate its own quality managgment
system with felated management system requirements. It is possible for an organization to adaptits exjisting
managemeni system(s) in order to establish a quality management system that complies with the
requirementq of this International Standard.

Vi © 1SO 2003 — All rights reserved
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Medical devices — Quality management systems —
Requirements for regulatory purposes

$cope

1.1 | General
This

need|
custg

nternational Standard specifies requirements for a quality management system where an
5 fo demonstrate its ability to provide medical devices and related services that consi
mer requirements and regulatory requirements applicable to medical devices and related se

The
requi
medi
requi
this
confd

brimary objective of this International Standard is to facilitate hatimonized medical devi
rements for quality management systems. As a result, it includes some particular reqt
Cal devices and excludes some of the requirements of ISO 9007 that are not appropriate
rements. Because of these exclusions, organizations whoSe quality management system

rm to all the requirements of ISO 9001 (see Annex B).

1.2 | Application

All r¢quirements of this International Standard~are specific to organizations providing med
regardless of the type or size of the organization:

If requlatory requirements permit exclusions of design and development controls (see 7.3), this
as aljustification for their exclusion from the quality management system. These regulations

organization
stently meet
rvices.

be regulatory
irements for
s regulatory
5 conform to

hternational Standard cannot claim conformity to 1ISO 9009 unless their quality managenpent systems

cal devices,

can be used
can provide

alternative arrangements that are fo be addressed in the quality management system. It is the fesponsibility

of the organization to ensure that)claims of conformity with this International Standard reflect
design and development contrals [see 4.2.2 a) and 7.3].

If any requirement(s) in-Clause 7 of this International Standard is(are) not applicable due to the
medigal device(s) for.-which the quality management system is applied, the organization does
inclugle such a requirement(s) in its quality management system [see 4.2.2 a)].

The processes._required by this International Standard, which are applicable to the medical d
which are not performed by the organization, are the responsibility of the organization and are a
in thg organization’s quality management system [see 4.1 a)].

exclusion of

hature of the
not need to

pvice(s), but
ccounted for

In this International Standard the terms “if appropriate” and “where appropriate” are used several
a requirement is qualified by either of these phrases, it is deemed to be “appropriate” unless the

times. When
organization

can document a justification otherwise. A requirement is considered “appropriate” if it is necessary in order for

the product to meet specified requirements, and/or

the organization to carry out corrective action.

© 1SO 2003 — Al rights reserved
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2 Normative references

The following referenced documents are indispensable for the application 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 9000:2000, Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

For the purdoses of this document, the terms and definitions given in 1SO 9000 apply, together with the
following.

The following terms, used in this edition of /SO 13485 to describe the supply chain, have been-changéd to
reflect the vocabulary currently used:

supplier -=-=--=------ > organization ---------- > customer

The term “organization” replaces the term “supplier” used in ISO 13485:1996, and‘refers to the unit to which
this Internatipnal Standard applies. Also, the term “supplier” now replaces the tefm"“subcontractor”.

Throughout the text of this International Standard, wherever the term/preduct” occurs, it can also mean
“service”.

Wherever rejquirements are specified as applying to “medical devices”, the requirements apply equdlly to
related servi¢es as supplied by the organization.

The following definitions should be regarded as generic,\as definitions provided in national regulation$ can
differ slightly|and take precedence.

3.1
active implantable medical device
active medical device which is intended to, be, totally or partially introduced, surgically or medically, intp the
human body or by medical interventionsinto a natural orifice, and which is intended to remain aftef the
procedure

3.2

active medigal device
medical device relying for its~functioning on a source of electrical energy or any source of power other|than
that directly generated by {hevhuman body or gravity

3.3

advisory nofice
notice issued by~the organization, subsequent to delivery of the medical device, to provide supplemehtary
information gnd/or to advise what action should be taken in

— the use of a medical device,

— the modification of a medical device,

— the return of the medical device to the organization that supplied it, or
— the destruction of a medical device

NOTE Issue of an advisory notice might be required to comply with national or regional regulations.

2 © 1SO 2003 — Al rights reserved
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3.4

customer complaint

written, electronic or oral communication that alleges deficiencies related to the identity, quality, durability,
reliability, safety or performance of a medical device that has been placed on the market

3.5
implantable medical device
medical device intended

— to be totally or partially introduced into the human body or a natural orifice, or

— lprepfaceamrepithetiatsurface or the-surface of the eye,

by syrgical intervention, and which is intended to remain after the procedure for at least 30ydays, and which
can qnly be removed by medical or surgical intervention

NOTE This definition applies to implantable medical devices other than active implantablé’medical devices.
3.6
labelfing

writtgn, printed or graphic matter

— gffixed to a medical device or any of its containers or wrappers;.or

— gccompanying a medical device,

relatged to identification, technical description, and use-of the medical device, but excluding shipping
documents

NOTH Some regional and national regulations refersto “labelling” as “information supplied by the manufacturer.”
3.7
medical device
any instrument, apparatus, implement,~\machine, appliance, implant, in vitro reagent or calibrajor, software,
matelial or other similar or related article, intended by the manufacturer to be used, alone or in|combination,
for himan beings for one or more~of the specific purpose(s) of

— (liagnosis, prevention, monitoring, treatment or alleviation of disease,

— (¢liagnosis, monitofing, treatment, alleviation of or compensation for an injury,

— ipvestigation;replacement, modification, or support of the anatomy or of a physiological procgss,

— $upporting or sustaining life,

— ¢ontrol of conception,

— disinfection of medical devices,

— providing information for medical purposes by means of in vitro examination of specimens derived from
the human body,

and which does not achieve its primary intended action in or on the human body by pharmacological,
immunological or metabolic means, but which may be assisted in its function by such means.

NOTE This definition has been developed by the Global Harmonization Task Force (GHTF). See bibliographic
reference [15].

© 1SO 2003 — Al rights reserved 3
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3.8

sterile medical device
category of medical device intended to meet the requirements for sterility

NOTE
standards.

4 Quality management system

41

General requirements

The organiz
maintain its €

The organizg

a) identify
organizs
b) determir
c) determir
are effeq
d) ensuret
these pr|
€) monitor,
f)  implemsg
process

These procq
International

Where an or
the organiza
identified wit

NOTE P
management

4.2 Documentation requirements

lion shall ensure control over such processes. Control of such outsourced processes sha

htion shall establish, document, implement and maintain a quality management system
ffectiveness in accordance with the requirements of this International Standard.

tion shall

he processes needed for the quality management system and their application throughou
tion (see 1.2),

e the sequence and interaction of these processes,

e criteria and methods needed to ensure that both the operation and control of these procs
tive,

he availability of resources and information necessary;to support the operation and monitori
bcesses,

measure and analyse these processes, and

nt actions necessary to achieve planned results and maintain the effectiveness of 1
DS.

sses shall be managed by the organization in accordance with the requirements of
Standard.

janization chooses to outsource any process that affects product conformity with requirem
nin the quality management system (see 8.5.1).

cesses needéd.for the quality management system referred to above should include process
ctivities, provision of resources, product realization and measurement.

The requirements for sterility of a medical device might be subject to national or regional regulations or

and

t the

SSes

hg of

hese

this

ents,
Il be

ps for

4.21 Gen

¥
rdil

The quality management system documentation shall include

documented statements of a quality policy and quality objectives,

documented procedures required by this International Standard,

a)
b) a quality manual,
c)
d)
processes,
4

documents needed by the organization to ensure the effective planning, operation and control of its

© ISO 2003 — Al rights reserved
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records required by this International Standard (see 4.2.4), and

any other documentation specified by national or regional regulations.

Where this International Standard specifies that a requirement, procedure, activity or special arrangement be
“documented”, it shall, in addition, be implemented and maintained.

For each type or model of medical device, the organization shall establish and maintain a file either containing
or identifying documents defining product specifications and quality management system requirements (see
4.2.3). These documents shall define the complete manufacturing process and, if applicable, installation and
servicing.

NOTH 1  The extent of the quality management system documentation can differ from one organizati

due td

a) the size of the organization and type of activities,

b) the complexity of processes and their interactions, and
c) the competence of personnel.

NOTH 2  The documentation can be in any form or type of medium.

4.2.2] Quality manual

The grganization shall establish and maintain a quality manuakthat includes

a)

b)

c)

The quality manual shall outline the structure of the documentation used in the quality manageme

4.2.3| Control of documents

Documents required by the-quality management system shall be controlled. Records are a sp
document and shall be‘controlled according to the requirements given in 4.2.4.

A dog¢umented proeedure shall be established to define the controls needed

a)
b)
c)
d)
e)
f)

9)

the scope of the quality management system, including details of and justification for any exg
mon-application (see 1.2),

the documented procedures established for-the quality management system, or reference to

a description of the interaction between the processes of the quality management system.

fo review-and approve documents for adequacy prior to issue,

pbn to another

usion and/or

them, and

nt system.

bcial type of

foceview and update as necessary and re-approve documents,

to ensure that changes and the current revision status of documents are identified,
to ensure that relevant versions of applicable documents are available at points of use,
to ensure that documents remain legible and readily identifiable,

to ensure that documents of external origin are identified and their distribution controlled, and

to prevent the unintended use of obsolete documents, and to apply suitable identification to them if they

are retained for any purpose.

© 1SO 2003 — Al rights reserved


https://standardsiso.com/api/?name=72f5aed77ec3ee2ebb4483ad68f35dad

ISO 13485:2003(E)

The organization shall ensure that changes to documents are reviewed and approved either by the original
approving function or another designated function which has access to pertinent background information upon
which to base its decisions.

The organization shall define the period for which at least one copy of obsolete controlled documents shall be
retained. This period shall ensure that documents to which medical devices have been manufactured and
tested are available for at least the lifetime of the medical device as defined by the organization, but not less
than the retention period of any resulting record (see 4.2.4), or as specified by relevant regulatory
requirements.

4.2.4 Control of records

Records sha
effective op¢g
retrievable. A
storage, prof|

The organizé
device as dg
organization

5 Manag
5.1 Mana
Top manage
quality mana
a) commur
regulato
b)
C) ensuring
d) conduct
e) ensuring
NOTE Fd

performance d

5.2 Custa

ration of the quality management system. Records shall remain legible, readily identifiabl
documented procedure shall be established to define the controls needed for the identific
bction, retrieval, retention time and disposition of records.

tion shall retain the records for a period of time at least equivalent to the lifetime of the mé

fined by the organization, but not less than two years from the date of product release b
or as specified by relevant regulatory requirements.

ement responsibility

gjement commitment

ment shall provide evidence of its commitment to~the development and implementation (
gement system and maintaining its effectiveness-by

icating to the organization the importance of meeting customer as well as statutory
[y requirements,

establishing the quality policy,

that quality objectives are gstablished,
ng management reviews,.and
the availability of resources.

r the purpose$—of this International Standard, statutory requirements are limited to the safet
f the medieal\device only.

mer focus

[l be established and maintained to provide evidence of conformity to requirements and-gf the

and
tion,

pdical
y the

f the

and

and

Top manage

5.3 Quality policy

Top management shall ensure that the quality policy

a)

b)

is appropriate to the purpose of the organization,

management system,

c)

provides a framework for establishing and reviewing quality objectives,

ment Shall ensure that customer requirements are determined and are met (See 7.2.1 and 8.2. 7).

includes a commitment to comply with requirements and to maintain the effectiveness of the quality

© ISO 2003 — Al rights reserved
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d) is communicated and understood within the organization, and

e) is reviewed for continuing suitability.
5.4 Planning

5.4.1 Quality objectives

Top management shall ensure that quality objectives, including those needed to meet requirements for
product [see 7.1 a)], are established at relevant functions and levels within the organization. The quality
objectiv hall be m rable an nsistent with th lit li

5.4.2| Quality management system planning
Top management shall ensure that

a) e planning of the quality management system is carried out in order to meet-the requiremients given in
4.1, as well as the quality objectives, and

b) the integrity of the quality management system is maintained when‘changes to the quality management
gystem are planned and implemented.

5.5 | Responsibility, authority and communication

5.5.1] Responsibility and authority

Top |management shall ensure that responsibilities and authorities are defined, docummented and
communicated within the organization.

Top management shall establish the interrelation of all personnel who manage, perform and verify work
affecting quality, and shall ensure the independence and authority necessary to perform these tagks.

NOTE National or regional regulations might require the nomination of specific persons as responsible for activities
relatefd to monitoring experience from the\post-production stage and reporting adverse events (see 8.2.1 and 8.5.1).

5.5.2| Management representative

Top management shall appoint a member of management who, irrespective of other responsipilities, shall
have(responsibility and @uthority that includes

a) i}nsuring that processes needed for the quality management system are established, implemented and
aintainedy

b) porting to top management on the performance of the quality management system and pny need for
impravement (see 8 5) and

c) ensuring the promotion of awareness of regulatory and customer requirements throughout the
organization.

NOTE The responsibility of a management representative can include liaison with external parties on matters
relating to the quality management system.

5.5.3 Internal communication
Top management shall ensure that appropriate communication processes are established within the

organization and that communication takes place regarding the effectiveness of the quality management
system.

© 1SO 2003 — Al rights reserved 7
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5.6 Management review

5.6.1

General

Top management shall review the organization’s quality management system, at planned intervals, to ensure
its continuing suitability, adequacy and effectiveness. This review shall include assessing opportunities for
improvement and the need for changes to the quality management system, including the quality policy and
quality objectives.

Records from management reviews shall be maintained (see 4.2.4).

5.6.2 Revi¢w input

The input to

a) results 0
b) custome
Cc) process
d) status of
e)

f)  changes
g) recomm
h) neworn

management review shall include information on
f audits,

r feedback,

performance and product conformity,

preventive and corrective actions,

follow-up actions from previous management reviews,

that could affect the quality management system,
endations for improvement, and

bvised regulatory requirements.

5.6.3 Revi¢w output

The output fr
a) improve
b) improve
C) resource
6
6.1

The organization shall determine and provide the resources needed

a)
b)

ment of product related to customer requirements, and

needs.

Resoufrce management

Provision-ofresources

pm the management review shall include any decisions and actions related to

ments needed to maintain the effectiveness of the quality management system and its procefsses,

to implement the quality management system and to maintain its effectiveness, and

to meet regulatory and customer requirements.

© ISO 2003 — Al rights reserved
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Human resources

6.2.1 General

Personnel performing work affecting product quality shall be competent on the basis of appropriate education,
training, skills and experience.

6.2.2 Competence, awareness and training

The organization shall

a)

b) provide training or take other actions to satisfy these needs,

c) evaluate the effectiveness of the actions taken,

d) ensure that its personnel are aware of the relevance and importance of their activities apd how they
¢ontribute to the achievement of the quality objectives, and

e) 1naintain appropriate records of education, training, skills and experiencé-(see 4.2.4).

NOTH National or regional regulations might require the organization to)‘establish documented procedures for

identifying training needs.

6.3

The

Infrastructure

product requirements. Infrastructure includes, as applicable

a)
b)
c)

The

uildings, workspace and associated utilities,
rocess equipment (both hardware and software), and

gupporting services (such as transpott.ef communication).

frequency, when such activities orJack thereof can affect product quality.

Recards of such maintenance ‘shall be maintained (see 4.2.4).

6.4

The

Work environment

organization shall determine and manage the work environment needed to achieve conform

requifements.

The
a)

b)

c)

d)

following.requirements shall apply.

brganization shall determine, provide and maintain the infrastructure needed to achieve gonformity to

organization shall establish \documented requirements for maintenance activities, in¢luding their

ty to product

[he) organization shall establish documented requirements for health, cleanliness and clothing of

personner it contact between such personnel and the product or Work environment could ad
the quality of the product (see 7.5.1.2.1).

versely affect

If work environment conditions can have an adverse effect on product quality, the organization shall
establish documented requirements for the work environment conditions and documented procedures or

work instructions to monitor and control these work environment conditions (see 7.5.1.2.1).

The organization shall ensure that all personnel who are required to work temporarily under special
environmental conditions within the work environment are appropriately trained or supervised by a trained

person [see 6.2.2 b)].

If appropriate, special arrangements shall be established and documented for the control of contaminated
or potentially contaminated product in order to prevent contamination of other product, the work

environment or personnel (see 7.5.3.1).
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7 Product realization

7.1 Plann

ing of product realization

The organization shall plan and develop the processes needed for product realization. Planning of product
realization shall be consistent with the requirements of the other processes of the quality management

system (see

In planning p

4.1).
roduct realization, the organization shall determine the following, as appropriate:

bjectives and requirements for the product;

a) qualityo
b) the neeq
c) required
criteria fi
d) records

requirenents (see 4.2.4).

The output o

The organiZ
realization. R

NOTE1 A
processes) an

NOTE 2
processes.

TH

NOTE3 S

7.2 Custa

7.21 Dete

The organizs

requirenents specified by’ the customer, including the requirements for delivery and post-de

requirenpents not'stated by the customer but necessary for specified or intended use, where known,

to establish processes, documents, and provide resources specific to the product;

verification, validation, monitoring, inspection and test activities specific to the product an
br product acceptance;

needed to provide evidence that the realization processes and resulting product

[ this planning shall be in a form suitable for the organization’s method of operations.

ation shall establish documented requirements for risk’)management throughout pn
ecords arising from risk management shall be maintained-(see 4.2.4).

document specifying the processes of the quality management system (including the product reali
d the resources to be applied to a specific product, projeet'or contract, can be referred to as a quality p

e organization may also apply the requirements;given in 7.3 to the development of product reali

e ISO 14971 for guidance related to risk management.
mer-related processes

mination of requirements-related to the product

tion shall determine

and regulatory requirements related to the product, and

d the

meet

bduct

ation
an.

ation

livery

a)
activities

b)

c) statutory

d) anyadd

tiormat requirements determined by theorgamization:

7.2.2 Review of requirements related to the product

The organization shall review the requirements related to the product. This review shall be conducted prior to
the organization's commitment to supply a product to the customer (e.g. submission of tenders, acceptance of
contracts or orders, acceptance of changes to contracts or orders) and shall ensure that

a) product requirements are defined and documented,

b) contract
c) theorga
10

or order requirements differing from those previously expressed are resolved, and

nization has the ability to meet the defined requirements.
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Records of the results of the review and actions arising from the review shall be maintained (see 4.2.4).

Where the customer provides no documented statement of requirement, the customer requirements shall be
confirmed by the organization before acceptance.

Where product requirements are changed, the organization shall ensure that relevant documents are
amended and that relevant personnel are made aware of the changed requirements.

NOTE In some situations, such as internet sales, a formal review is impractical for each order. Instead the review
can cover relevant product information such as catalogues or advertising material.

7.2.3r—Customercommumnication

The ¢rganization shall determine and implement effective arrangements for communicating.with gustomers in
relatipn to

a) product information,
b) enquiries, contracts or order handling, including amendments,
c) ¢ustomer feedback, including customer complaints (see 8.2.1), and

d) advisory notices (see 8.5.1).
7.3 | Design and development

7.3.1| Design and development planning
The @rganization shall establish documented procedures for design and development.
The ¢rganization shall plan and control the design and development of product.

During the design and development plahning, the organization shall determine

a) e design and development-stages,

b) e review, verifications~validation and design transfer activities (see Note) that are appropyiate at each
esign and development’stage, and

c) e responsibilities and authorities for design and development.

The ¢rganization shall manage the interfaces between different groups involved in design and deyelopment to
ensufe effective’communication and clear assignment of responsibility.

Planning, output shall be documented, and updated as appropriate, as the design and g¢levelopment

Vs 4 2 2)
progresses{see4-2-3-

NOTE Design transfer activities during the design and development process ensure that design and development
outputs are verified as suitable for manufacturing before becoming final production specifications.

7.3.2 Design and development inputs

Inputs relating to product requirements shall be determined and records maintained (see 4.2.4). These inputs
shall include

a) functional, performance and safety requirements, according to the intended use,

b) applicable statutory and regulatory requirements,
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c)

where applicable, information derived from previous similar designs,

d) other requirements essential for design and development, and

e) output(s) of risk management (see 7.1).

These inputs shall be reviewed for adequacy and approved.

Requirements shall be complete, unambiguous and not in conflict with each other.

7.3.3 Design and development outputs

The outputs

design and d
Design and g
a) meet the
b) provide
c) contain
d) specify t

Records of tf

NOTE R¢

of design and development shall be provided in a form that enables verification agains
evelopment input and shall be approved prior to release.

evelopment outputs shall

input requirements for design and development,
bppropriate information for purchasing, production and for service provision,
br reference product acceptance criteria, and
he characteristics of the product that are essential for its safe*and proper use.
e design and development outputs shall be maintained,(see 4.2.4).

pcords of design and development outputs can_svinclude specifications, manufacturing proce

engineering difawings, and engineering or research logbooks.

7.3.4 Design and development review

At suitable §
planned arra

a)
b) toidenti

Participants
development

Records of th

tages, systematic reviews of design~and development shall be performed in accordance
hgements (see 7.3.1)

to evaluate the ability of the results of design and development to meet requirements, and

y any problems and propose necessary actions.

in such reviews-shall include representatives of functions concerned with the design
stage(s) beirg-reviewed, as well as other specialist personnel (see 5.5.1 and 6.2.1).

e results.of the reviews and any necessary actions shall be maintained (see 4.2.4).

t the

Hures,

with

and

7.3.5 Desi*n and development verification

Verification shall be performed in accordance with planned arrangements (see 7.3.1) to ensure that the
design and development outputs have met the design and development input requirements. Records of the

results of the

verification and any necessary actions shall be maintained (see 4.2.4).

7.3.6 Design and development validation

Design and development validation shall be performed in accordance with planned arrangements (see 7.3.1)
to ensure that the resulting product is capable of meeting the requirements for the specified application or
intended use. Validation shall be completed prior to the delivery or implementation of the product (see Note 1).

Records of the results of validation and any necessary actions shall be maintained (see 4.2.4).

12
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As part of design and development validation, the organization shall perform clinical evaluations and/or
evaluation of performance of the medical device, as required by national or regional regulations (see Note 2).

NOTE 1 If a medical device can only be validated following assembly and installation at point of use, delivery is not
considered to be complete until the product has been formally transferred to the customer.

NOTE 2  Provision of the medical device for purposes of clinical evaluations and/or evaluation of performance is not
considered to be delivery.

7.3.7 Control of design and development changes

Desigrand-devel tehonanc chall bha idantifind drecor do-maintained—Th h hal
es|€|| L= 1RA" ]

aloanmant ~Aho o ad - an achancaoc-chao 1 d
T VCToOpPTTCTrT oriang T o oram ot o Tt e Uar o T o CoOTTG o Thar o ot o orartg o o oTrrart De reviewe y

verified and validated, as appropriate, and approved before implementation. The review.'of| design and
development changes shall include evaluation of the effect of the changes on constituent(parts|and product
alreafy delivered.

Recqrds of the results of the review of changes and any necessary actions shall be maintained (see 4.2.4).
7.4 | Purchasing

7.4.1] Purchasing process

The prganization shall establish documented procedures to ensure that purchased product |conforms to
specified purchase requirements.

The fype and extent of control applied to the supplier and thie purchased product shall be dependgnt upon the
effecy of the purchased product on subsequent product realization or the final product.

The prganization shall evaluate and select suppliet§’ based on their ability to supply product in| accordance
with the organization’s requirements. Criteria for.s€lection, evaluation and re-evaluation shall be|established.

Records of the results of evaluations and, any necessary actions arising from the evaluatjon shall be
mainjained (see 4.2.4).

7.4.2| Purchasing information

Purchasing information shall deseribe the product to be purchased, including where appropriate
a) nequirements for approval of product, procedures, processes and equipment,

b) requirements fof qualification of personnel, and

c) quality management system requirements.

The ¢rganization shall ensure the adequacy of specified purchase requirements prior to their cojmmunication
to the supplier.

To the extent required for traceability given in 7.5.3.2, the organization shall maintain relevant purchasing
information, i.e. documents (see 4.2.3) and records (see 4.2.4).

7.4.3 Verification of purchased product

The organization shall establish and implement the inspection or other activities necessary for ensuring that
purchased product meets specified purchase requirements.

Where the organization or its customer intends to perform verification at the supplier's premises, the
organization shall state the intended verification arrangements and method of product release in the
purchasing information.

Records of the verification shall be maintained (see 4.2.4).
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7.5 Production and service provision
7.5.1 Control of production and service provision

7.5.1.1  General requirements

The organization shall plan and carry out production and service provision under controlled conditions.
Controlled conditions shall include, as applicable

a) the availability of information that describes the characteristics of the product,

b) the avalfability of documented procedures, documented requirements, work instructions, and refefence
materials and reference measurement procedures as necessary,

c) the use pf suitable equipment,

d) the availability and use of monitoring and measuring devices,

e) the implementation of monitoring and measurement,

f)  the implgmentation of release, delivery and post-delivery activities, and
g) the implementation of defined operations for labelling and packaging:
The organiztion shall establish and maintain a record (see 4.2.4)<fer each batch of medical deviceq that
provides trageability to the extent specified in 7.5.3 and identifies the amount manufactured and anjount

approved for|distribution. The batch record shall be verified and’approved.

NOTE A patch can be a single medical device.
7.5.1.2  Control of production and service provision — Specific requirements

7.5.1.2.1  Cleanliness of product and contamination control

The organizgtion shall establish documented requirements for cleanliness of product if
a) product [s cleaned by the orgahization prior to sterilization and/or its use, or

b) product |s supplied non-stetile to be subjected to a cleaning process prior to sterilization and/or its ude, or
c) product|s supplied to.be used non-sterile and its cleanliness is of significance in use, or

d) process|agents-are to be removed from product during manufacture.

If product is ¢leaned in accordance with a) or b) above, the requirements contained in 6.4 a) and 6.4 b) dp not
apply prior to the cleaning process.

7.5.1.2.2 Installation activities

If appropriate, the organization shall establish documented requirements which contain acceptance criteria for
installing and verifying the installation of the medical device.

If the agreed customer requirements allow installation to be performed other than by the organization or its
authorized agent, the organization shall provide documented requirements for installation and verification.

Records of installation and verification performed by the organization or its authorized agent shall be
maintained (see 4.2.4).
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7.5.1.2.3  Servicing activities

If servicing is a specified requirement, the organization shall establish documented procedures, work
instructions and reference materials and reference measurement procedures, as necessary, for performing
servicing activities and verifying that they meet the specified requirements.

Reco

rds of servicing activities carried out by the organization shall be maintained (see 4.2.4).

NOTE Servicing can include, for example, repair and maintenance.

7.5.1.3  Particular requirements for sterile medical devices

The
used
of me

7.5.2

7.5.2

The ¢rganization shall validate any processes for production and servicé-provision where the res

cann
defic

Valid
The ¢

a)

b) approval of equipment and qualification.of personnel,
c) Use of specific methods and procedures,

d) nequirements for records (see4:2.4), and

brganization shall maintain records of the process parameters for the sterilization praces
for each sterilization batch (see 4.2.4). Sterilization records shall be traceable to each_prog
dical devices (see 7.5.1.1).

Validation of processes for production and service provision

1  General requirements
bt be verified by subsequent monitoring or measurement:<This includes any proce
encies become apparent only after the product is in use or the sérvice has been delivered.
htion shall demonstrate the ability of these processes to*achieve planned results.
rganization shall establish arrangements for these processes including, as applicable

efined criteria for review and approval of the_processes,

e)

The
soft
the
prior

Rec

7.5.2.

validation.

rganization shall-establish documented procedures for the validation of the application
re (and changesto such software and/or its application) for production and service provisi
ility of the product to conform to specified requirements. Such software applications shal,
o Initial use!

ds of\validation shall be maintained (see 4.2.4)

5 which was
uction batch

ulting output
sses where

of computer
bn that affect
be validated

The organization shall establish documented procedures for the validation of sterilization processes.
Sterilization processes shall be validated prior to initial use.

Records of validation of each sterilization process shall be maintained (see 4.2.4).
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7.5.3 Identification and traceability

7.5.3.1 Identification

The organization shall identify the product by suitable means throughout product realization, and shall
establish documented procedures for such product identification.

The organization shall establish documented procedures to ensure that medical devices returned to the
organization are identified and distinguished from conforming product [see 6.4 d)].

7.5.3.2 Traceability

7.5.3.2.1 General

htion shall establish documented procedures for traceability. Such procedures shall defing the

Huct traceability and the records required (see 4.2.4, 8.3 and 8.5).

The organizi
extent of pro
hbility is a requirement, the organization shall control and record the unique identification df the
4.2.4).

Where trace
product (see

NOTE Configuration management is a means by which identification and traceability-can be maintained.
7.5.3.2.2  Particular requirements for active implantable medical devices and implantable medical
devices

ents,
cified

In defining the records required for traceability, the organizatiori~shall include records of all compor
materials anfl work environment conditions, if these could cause‘the medical device not to satisfy its spe
requirementg.
The organizgtion shall require that its agents or distributors maintain records of the distribution of medical
devices to allow traceability and that such records aré.available for inspection.

Records of the name and address of the shipping package consignee shall be maintained (see 4.2.4).

7.5.3.3  Status identification

The organizg

The identifid
servicing of

tion shall identify the product status with respect to monitoring and measurement requireme

ation of product’-Status shall be maintained throughout production, storage, installation
he product tonensure that only product that has passed the required inspections and test

nts.

and
s (or

released under an authorized concession) is dispatched, used or installed.

7.5.4 Custpmeriproperty

The organiz | or
being used by the organization. The organization shall identify, verify, protect and safeguard customer
property provided for use or incorporation into the product. If any customer property is lost, damaged or
otherwise found to be unsuitable for use, this shall be reported to the customer and records maintained
(see 4.2.4).

NOTE Customer property can include intellectual property or confidential health information.

7.5.5 Preservation of product

The organization shall establish documented procedures or documented work instructions for preserving the
conformity of product during internal processing and delivery to the intended destination.
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This preservation shall include identification, handling, packaging, storage and protection. Preservation shall
also apply to the constituent parts of a product.

The organization shall establish documented procedures or documented work instructions for the control of
product with a limited shelf-life or requiring special storage conditions. Such special storage conditions shall
be controlled and recorded (see 4.2.4).

7.6 Control of monitoring and measuring devices

The organization shall determine the monitoring and measurement to be undertaken and the monitoring and
measuring devices needed to provide evidence of conformity of product to determined requirements
(see [.2.7).

The ¢rganization shall establish documented procedures to ensure that monitoring and measurement can be
carrigd out and are carried out in a manner that is consistent with the monitoring .and nmpeasurement
requirements.

Whete necessary to ensure valid results, measuring equipment shall

a) e calibrated or verified at specified intervals, or prior to use, against\measurement standafds traceable
international or national measurement standards; where no suchistandards exist, the basis used for
alibration or verification shall be recorded;

b) be adjusted or re-adjusted as necessary;

c) be identified to enable the calibration status to be determined;

d) be safeguarded from adjustments that would invalidate the measurement result;

e) be protected from damage and deterioration during handling, maintenance and storage.

In addition, the organization shall assess and*record the validity of the previous measuring results when the
equigment is found not to conform to requifements. The organization shall take appropriate dction on the
equigment and any product affected. Recards of the results of calibration and verification shall b¢ maintained
(see f.2.4).

When used in the monitoring and"measurement of specified requirements, the ability of computef software to

satisfy the intended application shall be confirmed. This shall be undertaken prior to inijal use and
recornffirmed as necessary.

NOTH See ISO 10012 for guidance related to measurement management systems.

8 Measurement, analysis and improvement

8.1 | General

The organization shaflpfan and implement the monitoring, measurement, analysis _and improvement
processes needed

a) to demonstrate conformity of the product,
b) to ensure conformity of the quality management system, and
c) to maintain the effectiveness of the quality management system.

This shall include determination of applicable methods, including statistical techniques, and the extent of their
use.

NOTE National or regional regulations might require documented procedures for implementation and control of the
application of statistical techniques.
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oring and measurement

8.2.1 Feedback

As one of the measurements of the performance of the quality management system, the organization shall
monitor information relating to whether the organization has met customer requirements.

The methods for obtaining and using this information shall be determined.

The organization shall establish a documented procedure for a feedback system [see 7.2.3 c)] to provide
early warning of quality problems and for input into the corrective and preventive action processes (see 8.5.2

and 8.5.3).

If national or
the review of

8.2.2

The organiz

Interpal audit

this experience shall form part of the feedback system (see 8.5.1).

ption shall conduct internal audits at planned intervals to determine” whether the q

regional regulations require the organization to gain experience from the post-production phase,

hality

management system
a) conformg to the planned arrangements (see 7.1), to the requirements of-this International Standard gnd to
the qualfty management system requirements established by the organization, and

b) is effectively implemented and maintained.

An audit programme shall be planned, taking into consideration.the status and importance of the procgsses

and areas td be audited, as well as the results of previous-audits. The audit criteria, scope, frequencyf and

methods shdll be defined. Selection of auditors and conduetf-of audits shall ensure objectivity and impartiality

of the audit grocess. Auditors shall not audit their own werk.

The respondibilities and requirements for planning' and conducting audits, and for reporting results| and

maintaining records (see 4.2.4) shall be defined in*a documented procedure.

The management responsible for the area-being audited shall ensure that actions are taken without uhdue

delay to elimjnate detected nonconformities and their causes. Follow-up activities shall include the verification

of the action$ taken and the reporting of'verification results (see 8.5.2).

NOTE S¢e ISO 19011 for guidance related to quality auditing.

8.2.3 Monitoring and measurement of processes

The organization shallvapply suitable methods for monitoring and, where applicable, measurement of the
s to
Il be

8.2.4 Moni

8.2.4.1

toring and measurement of product

General requirements

The organization shall monitor and measure the characteristics of the product to verify that product
requirements have been met. This shall be carried out at appropriate stages of the product realization
process in accordance with the planned arrangements (see 7.1) and documented procedures (see 7.5.1.1).

Evidence of conformity with the acceptance criteria shall be maintained. Records shall indicate the person(s)
authorizing release of product (see 4.2.4).
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Product release and service delivery shall not proceed until the planned arrangements (see 7.1) have been
satisfactorily completed.

8.2.4.

2

devices

Particular requirement for active implantable medical devices and implantable medical

The organization shall record (see 4.2.4) the identity of personnel performing any inspection or testing.

8.3
contr
ford
The ¢
a)
b)
c)
The
requi

(see

Reco
shall

Control of nonconforming product

lled to prevent its unintended use or delivery. The controls and related responsibilities can)
aling with nonconforming product shall be defined in a documented procedure.

rganization shall deal with nonconforming product by one or more of the following‘ways:

by taking action to eliminate the detected nonconformity;
by authorizing its use, release or acceptance under concession;

by taking action to preclude its original intended use or application.

prganization shall ensure that nonconforming product is <aceepted by concession only
rements are met. Records of the identity of the person(s) authorizing the concession shall b
U.2.4).

rds of the nature of nonconformities and any subsequent actions taken, including concessio
be maintained (see 4.2.4).

When nonconforming product is corrected it shallbe subject to re-verification to demonstrate conf

requi

fements.

When nonconforming product is detectéed, after delivery or use has started, the organization sha

apprd

If pro
work
instru

priate to the effects, or potential effects, of the nonconformity.

duct needs to be reworked\(one or more times), the organization shall document the rework
instruction that has undergone the same authorization and approval procedure as the
ction. Prior to authorization and approval of the work instruction, a determination of any adv

the r¢ework upon produet'shall be made and documented (see 4.2.3 and 7.5.1).

8.4

The
to de
imprd

Analysis of data

brganization shall establish documented procedures to determine, collect and analyse app
monstrate the suitability and effectiveness of the quality management system and (g
vement of the effectiveness of the quality management system can be made.

identified and

d authorities

if regulatory
e maintained

ns obtained,

ormity to the

| take action

process in a
priginal work
erse effect of

[opriate data
evaluate if

This shall include data generated as a result of monitoring and measurement and from other relevant sources.

The analysis of data shall provide information relating to

a)
b)
c)

d)

feedback (see 8.2.1),

conformity to product requirements (see 7.2.1),

suppliers.

Records of the results of the analysis of data shall be maintained (see 4.2.4).
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8.5

Improvement

8.5.1 General

The organization shall identify and implement any changes necessary to ensure and maintain the continued
suitability and effectiveness of the quality management system through the use of the quality policy, quality
objectives, audit results, analysis of data, corrective and preventive actions and management review.

The organization shall establish documented procedures for the issue and implementation of advisory notices.
These procedures shall be capable of being implemented at any time.

Records of 3
that the activ
exchanged b

If any custo
authorized (S

If national o
the organiza

jties outside the organization contributed to the customer complaint, relevant information sh
etween the organizations involved (see 4.1).

imer complaint is not followed by corrective and/or preventive action, the reason sha
ee 5.5.1) and recorded (see 4.2.4).

regional regulations require notification of adverse events that meet specified reporting cri
ion shall establish documented procedures to such notification to regufatory authorities.

8.5.2 Corre¢ctive action

The organizz
Corrective ag

A documentd

a) reviewin
b) determir
c)

d) determir
e) recordin
f)  reviewin

tions shall be appropriate to the effects of the nonconformities encountered.
d procedure shall be established to define requirements for
g nonconformities (including customer complaints),

ing the causes of nonconformities,

evaluating the need for action to ensure that nonconformities do not recur,

ing and implementing action‘heeded, including, if appropriate, updating documentation (see
g of the results of any inyestigation and of action taken (see 4.2.4), and

O the corrective aetion taken and its effectiveness.

8.5.3 Prevéntive action

The organiz
prevent their

ption shall”determine action to eliminate the causes of potential nonconformities in ord
occurrence. Preventive actions shall be appropriate to the effects of the potential problems.

Il customer complaint investigations shall be maintained (see 4.2.4). If investigation determines

Il be

| be

feria,

tion shall take action to eliminate the cause of nonconfotmities in order to prevent recurrg¢nce.

4.2),

br to

A documentedprocedurestattbeestabtishedtodefimre Tequirememnts for

20

determining potential nonconformities and their causes,

evaluating the need for action to prevent occurrence of nonconformities,
determining and implementing action needed,

recording of the results of any investigations and of action taken (see 4.2.4), and

reviewing preventive action taken and its effectiveness.
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Annex A
(informative)

Correspondence between ISO 13485:2003 and ISO 13485:1996

Table A.1 — Correspondence between ISO 13485:1996 and ISO 13485:2003

1SO-13485:1996 1SO-13485:2003

1 Scope

2 Nofmative reference

3 Definitions

4 Quplity system requirements [title only]

4.1 Management responsibility [title only]

4.1.1) Quality policy 5.1+ 5.3 +541
4.1.21 Organization [title only]

4.1.211 Responsibility and authority 5.54

4.1.212 Resources 6.4+ 6.2.1
4.1.23 Management representative 55.2
4.1.3Management review 5.6.1+8.5.1
4.2 Quality system [title only]

4.2.1|General 41+422
4.2.21Quality system procedures 421

4.2.3 Quality planning 542+7A1

4.3 Qontract review [title only]
4.3.1| General [title only]

4.3.2|Review 52+721+722+7.23
4.3.3l Amendment to a contract 7.2.2
4.3.4 Records 7.2.2

4.4 Design control [title only}]
4.4 1) General [title only]

4.4.2/Design and dexvelopment planning 7.3.1
4.4.3 Organizational:and technical interfaces 7.3.1
4.4 .4 Design input 7.21+7.3.2
4.4 .9 Desigpreutput 7.3.3
4.4.6/ Design review 7.3.4
4.4.7 Design verification 7.35
4.4 .8 Design validation 7.3.6
4.4.9 Design changes 7.3.7
4.5 Document and data control [title only]

4.5.1 General 423
4.5.2 Document and data approval and issue 4.2.3
4.5.3 Document and data changes 423
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Table A.1 (continued)

ISO 13485:1996

1ISO 13485:2003

4.6 Purchasing [title only]

4.6.1 General [title only]

4.6.2 Evaluation of subcontractors 7.4.1

4.6.3 Purchasing data 7.4.2

4.6.4 Verification of purchased product 7.4.3

4.7 Control of customer-supplied product 754

4.8 Product iqdentification and traceability 753

4.9 Process dontrol 6.3+6.4+751+752
4.10 Inspectign and testing [title only]

4.10.1 Genergl 7.1+8.1
4.10.2 Recei\ing inspection and testing 743+824
4.10.3 In-progess inspection and testing 8.24

4.10.4 Final ipspection and testing 8.24

4.10.5 Inspedtion and test records 753+824
4.11 Control ¢f inspection, measuring and test equipment [title only]

4.11.1 Genergl 7.6

4.11.2 Contrd| procedure 7.6

4.12 Inspectign and test status 7.53

4.13 Control ¢f nonconforming product [title only]

4.13.1 Genergl 8.3

4.13.2 Review and disposition of nonconforming product 8.3

4.14 Correctiye and preventive action [title only]

4.14.1 Genergl 8.52+853
4.14.2 Corredtive action 8.5.2

4.14.3 Preventive action 8.5.3

4.15 Handling, storage, packaging, preservation-& delivery [title only]

4.15.1 Genergl 6.4

4.15.2 Handlihg 7.5.5

4.15.3 Storage 755

4.15.4 Packaging 7.5.5

4.15.5 Presenvation 7.5.5

4.15.6 Delivefy 7.5.1

4.16 Control ¢f quality-records 424

4.17 Internal quality audits 8.22+8.23
4.18 Training 6.2.2

4.19 Servicing 7.5.1

4.20.1 Identifi

4.20 Statistical techniques [title only]

4.20.2 Procedures

cation of need

8.1+823+824+84
8.1+823+824+84
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Table A.2 — Correspondence between ISO 13485:2003 and ISO 13485:1996

1ISO 13485:2003 ISO 13485:1996
1 Scope 1
1.1 General
1.2 Application
2 Normative reference 2
3 Terms and definitions 3

4 Quality management system [title only]

4.1 General requirements 4.21

4.2 Qocumentation requirements [title only]

4.2 1| General 422
4.2.21Quality manual 421
4.2.3| Control of documents 451+452+4563
4.2.4 Control of records 4.16

5 Mahagement responsibility [title only]

5.1 Management commitment 4.14
5.2 Qustomer focus 43.2
5.3 Quiality policy 411
5.4 Hlanning [title only]

5.4.1| Quality objectives 411
5.4.2| Quality management system planning 423

5.5 Hesponsibility, authority and communication-{title only]
5.5.1| Responsibility and authority 4.1.21
5.5.2lManagement representative 4123

5.5.3] Internal communication

5.6 Mlanagement review [title pnly]

5.6.1|General 4.1.3
5.6.2 Review input
5.6.3| Review output

6 Refource management [title only]

6.1 Hrovision of resources 4122

6.2 Human resources [title only]

6.2.1 General 41.22
6.2.2 Competence, awareness and training 4.18

6.3 Infrastructure 4.9

6.4 Work environment 49+4151

7 Product realization [title only]

7.1 Planning of product realization 4.2.3+4.101
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Table A.2 (continued)

ISO 13485:2003

1ISO 13485:1996

7.2 Customer

-related processes [title only]

7.2.1 Determination of requirements related to the product 432+4.44
7.2.2 Review of requirements related to the product 432+433+434
7.2.3 Customer communication 43.2

7.3 Design and development [title only]

7.3.1 Design and development planning 44.2+4.43
7.3.2 Design gnd development inputs 444

7.3.3 Design pnd development outputs 445

7.3.4 Design pnd development review 4.4.6

7.3.5 Design gnd development verification 4.4.7

7.3.6 Design gnd development validation 448

7.3.7 Control pf design and development changes 449

7.4 Purchasirg [title only]

7.4.1 Purchaging process 4.6.2

7.4.2 Purchaging information 46.3

7.4.3 Verificafion of purchased product 4.6.4 ¥410.2

7.5 Productio

h and service provision [title only]

7.5.1 Control
7.5.2 Validati
7.5.3 Identific
7.5.4 Custom
7.5.5 Presery|

pf production and service provision

n of processes for production and service provision
ption and traceability

Br property

tion of product

49+4156+4.19

4.9

48+4105+4.12

4.7
4.156.2+4153+4.154+4.15.5

7.6 Control of

monitoring and measuring deyiees

4.10+4.20.1 +4.20.2

8 Measuremsg

nt, analysis and improvement [title only]

8.1 General 411.1+4.11.2

8.2 Monitoring and measurement-iitle only]

8.2.1 Feedbafk

8.2.2 Internalfaudit 417

8.2.3 Monitoring andsmeasurement of processes 4.17 +4.20.1 +4.20.2
8.2.4 Monitoring-and measurement of product 4.10.2+4.10.3+4.10.4 +4.10.5 +4.20.1 +4.20.2
8.3 Control of nonconforming product 4.13.1+4.13.2

8.4 Analysis of data 4201 +4.20.2

8.5 Improvement [title only]

8.5.1 General 413

8.5.2 Corrective action 4141+414.2

8.5.3 Preventive action 414.1+414.3
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Annex B
(informative)

Explanation of differences between ISO 13485:2003 and ISO 9001:2000

This annex documents the similarities and differences between requirements clauses and subclauses and
key informative clauses and subclauses of this International Standard and ISO 9001. It also provides a
rationale for the differences between this International Standard and ISO 9001.

a) For those clauses or subclauses of this International Standard that are quoted directly angl unchanged
om ISO 9001, the fact that these subclauses are presented unchanged is noted~nthi§ annex by a
hrase appearing in square brackets [ ].

b) FKor those clauses or subclauses from ISO 9001 that are changed in this Intetnational Stapdard by the
ddition of information or by tailoring it to be consistent with medical device regulations, the ¢ntire original

IISO 9001 text of the clause or subclause is reproduced in the left-hand_column of this annek. The text of
e corresponding clause or subclause in this International Standard issshown in the right-hand column.

c) Fkor those clauses or subclauses where this International Standard-has deleted or amendgd the text of
IISO 9001 by the deletion or significant modification of a substantive requirement, the gntire original
IISO 9001 text of the clause or subclause is reproduced in the’left-hand column of this annek. The text of

e corresponding clause or subclause in this InternationakStandard and the reasons for the [text changes
re given in the right-hand column.

d) The reasons for the differences between this International Standard and ISO 9001 are given in the right-
hand column. Where no “reason for differences’is given for an individual clause or subclquse, the text
differences between the two International Standards arises from the objective of ISO 13485|to reflect the
¢urrent regulations and facilitate the harmonization of new medical device regulations around the world.

ISO 9001:2000 ISO 13485:2003

0 [Introduction 0 Introduction
0.1 | General 0.1 General
The pdoption of a quality*management system should | This International Standard specifies reqqirements for
be a|strategic decision of an organization. The design | a quality management system that can bg used by an
and | implementation of an organization’s quality|organization for the design and aevelopment,
manpgement system is influenced by varying needs, | production installation and servicing |of medical
particular objectives, the products provided, the|devices, and the design, development, and provision
processes\employed and the size and structure of the | of related services.

organization. It is not the intent of this International

Standard-to-imply-uniformity-in-the-structure-of-quality It can also be used by internal and extdrnal parties,

ey

management systems or uniformity of documentation.

The quality management system requirements speci-
fied in this International Standard are complementary
to requirements for products. Information marked
“NOTE” is for guidance in understanding or clarifying
the associated requirement.

including certification bodies, to assess the
organization’s ability to meet customer and regulatory
requirements.

It is emphasized that the quality management system
requirements specified in this International Standard
are complementary to technical requirements for
products.

Information marked “NOTE” is for guidance in
understanding or  clarifying the associated
requirement.
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This International Standard can be used by internal

and externa
assess the

| parties, including certification bodies, to
organization’s ability to meet customer,

regulatory and the organization’s own requirements.

The quality management
ISO 9000 and

consideratio

International

principles stated in

ISO 9004 have been taken into

n during the development of this
Standard.

The adoption of a quality management system should
be a strategic decision of an organization. The design
and implementation of an organization's quality
management system is influenced by varying needs,
particular objectives, the products provided, the
processes employed and the size and structure of the
organization. It is not the intent of this International
Standard to imply uniformity in the structure of quality
management systems or uniformity of documentation.

There is a wide variety of medical devices and-gome
of the particular requirements of this Internatjonal
Standard only apply to named groups(0f meldical
devices. These groups are defined in Clause 3.

Reason for differences: Except, for the contenfs of
paragraph 4 of 0.1 of ISO 13485;~any changes to th¢ text
of 0.1 of 1ISO 9001 is intended.-only to tailor this text for
application to the medical device sector.

0.2 Process approach

This International Standard promotes the adoption of

a process g
and impro
managemer
faction by m

For an orgg
identify and

pproach when developing, implementing
ing the effectiveness of a quality
t system, to enhance customer satis-
eeting customer requirements.

nization to function effectively, it has to
manage numerous linked activities. ‘An

activity using resources, and managed in order-to

enable the t

ransformation of inputs into outputs) can

be considered as a process. Often the output from

one process

The applica
organization
interactions
managemer
approach”.

An advantag
control that
individual p
as well as o

directly forms the input to thenext.

ion of a system of processes within an
, together with thé--identification and

of these processes, and their
t, can be reférred to as the “process

e of the-process approach is the ongoing
it provides over the linkage between the
cesses within the system of processes,

arthair namhinatian AnA intarantiae

0.2 Process approach

This Internatiohal Standard is based on a process
approach to quality management.

Any activity that receives inputs and converts thgm to
outpdts can be considered as a process.

For an organization to function effectively, it has to
identify and manage numerous linked processes.
Often the output from one process directly forms the
input to the next.

The application of a system of processes withih an
organization, together with the identification and inter-
actions of these processes, and their management,
can be referred to as the “process approach”.

hined
DN in

Reason for differences: Much of the guidance cont
in 0.2 of 1ISO 9001 is being considered for inclusi
ISO/TR 14969, the Technical Report that is intend¢d to
provide guidance for the implementation of| the
requirements of ISO 13485. This information is included in

Vet o o o atrormar g e racttroTT:

When used within a quality management system,
such an approach emphasizes the importance of

this—subctauseof 1S6-966+becauseo—such—guidance
document as ISO/TR 14969 exists. Because ISO/TR 14969
is being developed, the guidance text is not included in this
subclause in ISO 13485.

a) understanding and meeting requirements,
b) the need to consider processes in terms of
added value,
c) obtaining results of process performance and
effectiveness, and
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d) continual improvement of processes based on
objective measurement.

The model of a process-based quality management
system shown in Figure 1 illustrates the process
linkages presented in Clauses 4 to 8. This illustration
shows that customers play a significant role in
defining requirements as inputs. Monitoring of
customer satisfaction requires the evaluation of
information relating to customer perception as to

whether the organization has met the customer
requjrements. The model shown in Figure 1 covers all
the fequirements of this International Standard, but
doeg not show processes at a detailed level.

NOTE In addition, the methodology known as “Plan-
Do-(heck-Act” (PDCA) can be applied to all processes.
PDCA can be briefly described as follows.

Plan: establish the objectives and processes to
deliver results in accordance with customer
requirements and the organization’s
policies.

Do: implement the processes.

Check: monitor and measure processes . \and
product against policies, objectives and
requirements for the product and(report the
results.

Act: take actions to continually improve process
performance.

Continual imprevement of
the quality management system

Management
-~~~/ 7= responsibility

M rement
Resource leasurement,
management

Customers

Custorhers — — — — - Satisfaction

R b7

analysis and
improvement

Input \ [ Product Output
Product
lreal\za(ion$> rodu

——— Value-adding activities

Key

— — — »= Information flow

Figure 1 — Model of a process-based quality
management system
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0.3 Relationship with ISO 9004

The present editions of ISO 9001 and ISO 9004 have
been developed as a consistent pair of quality
management system standards which have been
designed to complement each other, but can also be
used independently. Although the two International
Standards have different scopes, they have similar
structures in order to assist their application as a

0.3 Relationship with other standards

0.3.1 Relationship with ISO 9001:2000

While this is a stand-alone standard, it is based on
ISO 9001.

Those clauses or subclauses that are quoted directly
and unchanged from ISO 9001 are in normal font.

consistent pgit-
ISO 9001 specifies requirements for a quality
managemerjt system that can be used for internal
application by organizations, or for certification, or for
contractual purposes. It focuses on the effectiveness
of the quality management system in meeting
customer refuirements.

ISO 9004 (gives guidance on a wider range of
objectives of a quality management system than does
ISO 9001, particularly for the continual improvement
of an ordanization’s overall performance and
efficiency, gs well as its effectiveness. ISO 9004 is
recommendged as a guide for organizations whose top
managemert wishes to move beyond the
requirements of 1SO 9001, in pursuit of continual
improvemert of performance. However, it is not
intended for|certification or for contractual purposes.

The fact that these subclauses are presdnted
unchanged is noted in Annex B.

Where the text of this International Standard i§ not
identical to the text of ISO 9001, \the~sentende or
indent containing that text as a whole is shown in
italics (and blue italics for electronic versions).| The
nature and reasons for the text changes are notgd in
Annex B.

0.3.2 Relationshipwith ISO/TR 14969

ISO/TR 14969 .is\a Technical Report intended to
provide guidatce for the application of ISO 1348%.

Reason . for differences: There is no significant
relationship between 1SO 13485 and ISO 9004. Thg key
relationships that benefit from explanation in| this
introductory subclause are the ones between ISO 13485
and ISO 9001 and ISO/TR 14969.

0.4 Compatibility with other management
systems

This Interngtional Standard has been-aligned with
ISO 14001:1996 in order to enhangce the compatibility

of the two |standards for the /benefit of the user
community.
This Internjational Stahdard does not include

requirementps specificAoyother management systems,
such as thqse particular to environmental manage-
ment, occuT’ational health and safety management,

financial mahagement or risk management. However,

0.4 Compatibility with other management
systems
This International Standard follows the format of

ISO 9001 for the convenience of users in the meldical
device community.

This International Standard does not inglude
requirements specific to other management systems,
such as those particular to environmental manage-
ment, occupational health and safety management,
or financial management.

this International Standard enabled an

this International Standard enables an organization to
align or integrate its own quality management system
with related management system requirements. It is
possible for an organization to adapt its existing
management system(s) in order to establish a quality
management system that complies with the
requirements of this International Standard.

However,
organization to align or integrate its own quality
management system with related management
system requirements. It is possible for an
organization to adapt its existing management
system(s) in order to establish a quality management
system that complies with the requirements of this
International Standard.

Reason for differences: The first paragraph of 0.4 of
ISO 13485 emphasizes the alignment of ISO 13485 with
ISO 9001.
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Risk management is a key requirement in many activities

and requirements associated with quality
systems for medical device organizations.

management

1

1.1

Scope

General

1 Scope

1.1 General

This
aqu

a)

b)

NOTE

“prog
requ

International Standard specifies requirements for
blity management system where an organization

heeds to demonstrate its ability to consistently
provide product that meets customer and applic-
able regulatory requirements, and

aims to enhance customer satisfaction through
the effective application of the system, including
processes for continual improvement of the
system and the assurance of conformity to
customer and applicable regulatory require-
Iments.

= In this International Standard, the term
uct” applies only to the product intended for, or
red by, a customer.

This International Standard specifies reql
a quality management system where an
needs to demonstrate its ability A0_proy
devices and related services that“consi
customer requirements and, regulatory
applicable to medical devices and related

The primary objective‘of'this Internationa
to facilitate harmonized medical devic
requirements for~quality management sy
result, it inclddes some particular requ
medical devices and excludes sorn
requirements of ISO 9001 that are not ap
regulatery  requirements.  Because

exclusions, organizations whose quality n

irements for
organization
ide medical
stently meet
equirements
services.

Standard is
b regulatory
stems. As a
rements for
he of the
propriate as
of these
hanagement

systems conform to this International Standard

cannot claim conformity to 1SO 9001
quality management systems conform
requirements of ISO 9001 (see Annex B).

Reason for differences: This subclause uses
terms that are appropriate for the medical de
addition, the terms “customer satisfaction” 3
improvement” are eliminated as they are not
standard whose objective is to facilitate the
of medical device regulations for quality
systems around the world.

Paragraph 2 is intended to clarify that f{
ISO 13485 is to facilitate the harmonization

Linless their
to all the

and explains
ice sector. In
nd “continual
relevant in a
harmonization
management

he intent of
of regulatory
around the

quality management system requirements
world, to point out that this intent requires t

e addition of

some requirements not found in 1ISO 9001 anfd the deletion
of some requirements that are found in 1ISO|9001, and to
clarify the fact that adherence to ISO 13485 cannot result in

the chaimof adherence to SO 9001,

The term “and related services” has been added twice to
modify the term “medical devices” because “medical
device” does not include “services” in its definition. This is
in contrast to 1ISO 9001, where the term “product”’ does
include “services” as part of its definition.

© IS0

2003 — All rights reserved
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1.2 Application

All requirements of this International Standard are
generic and are intended to be applicable to all
organizations, regardless of type, size and product
provided.

Where any requirement(s) of this International
Standard cannot be applied due to the nature of an

1.2 Application

All requirements of this International Standard are
specific to organizations providing medical devices,
regardless of the type or size of the organization.

If regulatory requirements permit exclusions of design
and development controls (see 7.3), this can be used
as a justification for their exclusion from the quality

organizatio
for exclusion.

ol it <l b tlo la ol <l
dliu 1o pPJrovduct, s Lall VT CUTTSIUTTTU

Where exclyisions are made, claims of conformity to
this Internat/onal Standard are not acceptable unless
these exclugions are limited to requirements within
Clause 7, and such exclusions do not affect the
organizationfs ability, or responsibility, to provide
product thht meets customer and applicable
regulatory rgquirements.

IlIalIcZyUIIIUIIt oyctclu. Fhese lcyur’ai‘l.uuo carrpt pvide
alternative arrangements that must be address¢d in
the quality management system. It is the\regpon-
sibility of the organization to ensure that-clainjs of
conformity with this International Standard r¢flect
exclusion of design and development controls |[see
4.2.2 a) and 7.3].

If any requirement(s) in Clause 7 of this Internatfonal
Standard is not applicable due to the nature of the
medical device(s) forrwhich the quality management
system is applied, ¢he-organization does not neéd to

include such <@ “requirement(s) in its quality
management system [see 4.2.2 a)].
The processes required by this Internatjonal

Standard;” which are applicable to the méedical
device(s), but which are not performed by| the
organhization, are the responsibility of the organizption
and are accounted for in the organization’s quality
management system [see 4.1 a)].

In this International Standard the termq “if
appropriate” and “where appropriate” are lsed
several times. When a requirement is qualifiefd by
either of these phrases, it is deemed td be
“appropriate” unless the organization can document a
justification otherwise. A requirement is considered
“appropriate” if it is necessary in order for
a) the product to meet specified requiremgnts,
and/or

b) the organization to carry out corrective action.

Reason for differences: The text clarifies the fact that the

requirements of ISO 13485 are specific to the medical
device sector. In addition, it amplifies the relationship
between exclusions for design and development that might
have regulatory impact in certain locations in the world.
Finally, it distinguishes between the requirements in
Clause 7 which an organization may with regulatory
justification exclude from its quality management system
(limited to 7.3), even though they may perform activities to
which those requirements relate, and those which the
organization may with justification not include its quality
management system because they relate to activities not
performed by the organization.

30

© ISO 2003 — Al rights reserved



https://standardsiso.com/api/?name=72f5aed77ec3ee2ebb4483ad68f35dad

ISO 13485:2003(E)

1ISO 9001:2000

ISO 13485:2003

2 Normative reference

The following normative document contains
provisions which, through reference in this text,
constitute provisions of this International Standard.
For dated references, subsequent amendments to, or
revisions of, any of these publications do not apply.
However, parties to agreements based on this

2 Normative references

The following referenced documents are indis-
pensable for the application 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.

Interpational-Standard-are-encouraged-to-investigate
the possibility of applying the most recent edition of
the [ normative document indicated below. For
undgted references, the latest edition of the
normative document referred to applies. Members of
ISO|and IEC maintain registers of currently valid
International Standards.

ISO P000:2000, Quality management systems —
Fundlamentals and vocabulary

ISO 9000:2000, Quality management
Fundamentals and vocabulary

systems —

Reason for differences: The1SO 13485
a revision required by the 2004 edition of
Directives, Part 2.

text reflects
the ISO/IEC

3 [Terms and definitions

For the purposes of this International Standard, the
terms and definitions given in 1ISO 9000 apply.

The [following terms, used in this edition of ISO 9001
to déscribe the supply chain, have been changed*to
reflect the vocabulary currently used:

Bupplier ----> organization ----> customer

The [term “organization” replaces_the ‘term “supplier”
used in ISO 9001:1994, and refers to the unit to
which this International Standard applies. Also, the
term| “supplier” now replaces the term “sub-
contfactor”.

Thrdughout the text jof this International Standard,
whetever the term{*product” occurs, it can also mean

“ . ”

seryice .

3 Terms and definitions

For_the purposes of this document, thg¢ terms and
definitions given in 1ISO 9000 apply, together with the
following.

The following terms, used in this edition gf /SO 13485
to describe the supply chain, have been| changed to
reflect the vocabulary currently used:

supplier ----> organization ----> cugtomer

The term “organization” replaces the te
used in ISO 13485:1996, and refers to

m “supplier”
the unit to

which this International Standard appligs. Also, the
term “supplier” now replaces the |term “sub-
contractor”.

Throughout the text of this International Standard,
wherever the term “product” occurs, it cah also mean
“service”.

Wherever requirements are specified ag
“medical devices” the requirements app

applying to
y equally to

related services as supplied by the organization.

The following definitions should be regarded as
generic, as definitions provided in national requlations
can differ slightly and take precedence.

Reason for differences: The text is tailored for use in the
medical device sector and also includes a caveat related to
the fact that local regulations might have a definition that
supercedes that contained or referenced in 1SO 13485.
Definitions 3.1 to 3.8 are specific to the medical device
sector.
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4 Quality management system

4.1 General requirements

The organization shall establish, document, imple-
ment and maintain a quality management system and
continually improve its effectiveness in accordance
with the requirements of this International Standard.

4 Quality management system

4.1 General requirements

The organization shall establish, document, imple-
ment and maintain a quality management system and
maintain its effectiveness in accordance with the
requirements of this International Standard.

The organization shall
a) identify|the processes needed for the quality
manag¢g¢ment system and their application
throughput the organization (see 1.2),

b) determipe the sequence and interaction of these
procesges,

determine criteria and methods needed to
ensure |that both the operation and control of
these pfocesses are effective,
d) ensure [the availability of resources and inform-
ation necessary to support the operation and
monitorjng of these processes,

monitor|
and

measure and analyze these processes,

implement actions necessary to achieve planned
results |and continual improvement of*-these
procesges.

These propesses shall be mahaged by the
organization| in accordance with the requirements of
this International Standard.

Where an prganization ,chooses to outsource any
process that affectsi,oproduct conformity with
requirements, the organization shall ensure control
over such processSes. Control of such outsourced
processes [shall Ybe identified within the quality
managemerjtsystem.

The organization shall
a) identify the processes needed for .the quality
management system and their” applicption
throughout the organization (see’1.2),
b) determine the sequence ‘and interaction of these
processes,

determine critefia and methods needed to
ensure that beth the operation and contrpl of
these processes are effective,

d) ensure,the availability of resources and inform-
ation(‘necessary to support the operation|and
manitoring of these processes,

€)= monitor, measure and analyse these procegses,
and

f) implement actions necessary to achieve plapned

results and maintain the effectiveness of these
processes.

These processes shall be managed by | the
organization in accordance with the requirements of
this International Standard.

Where an organization chooses to outsource| any
process that affects product conformity |with
requirements, the organization shall ensure cqntrol
over such processes. Control of such outsodrced
processes shall be identified within the qlllality

management system (see 8.5.1).

NOTE Processes needed for the quality management
system referred to above should include processes for
management activities, provision of resources, product
realization and measurement.

NOTE Processes needed for the quality management
system referred to above should include processes for
management activities, provision of resources, product
realization and measurement.

Reason for differences: The resulting text is consistent
with the objectives of reflecting the current regulations and
facilitating the harmonization of new medical device
regulations around the world. Current regulations are
targeted at the effectiveness of the quality management
system to consistently produce safe and effective products.
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4.2 Documentation requirements

4.2 Documentation requirements

appegrs within this International Standard, this means that
the procedure is established, documented, implemented
and maintained.

NOTE 2  The extent of the quality management system

documentation can differ from one organization to @nother
due to

the size of the organization and type of activities,
the complexity of processes and their interactions, and
the competence of personnel:

NOTE 3
of mgdium.

The documentation can be in any form or type

regional regulations.

Where this International Standard spe
requirement, procedure, activity or speq
ment be “documented”, it shall, in
implemented and maintained.

For each type or model of medical
organization shall establish and maintain
containing or identifying documents defii
specifications and quality managem
requirements (see 4.2.3). These docu
define the complete manufacturing pro
applicable, installation and servicing.

NOTE 1 The extent of the quality managg
documentation can differ from one organizati
due to

a) the size of the organization and type of a

421 General 421 General

The quality management system documentation shall| The quality management system documentation

include shall include

a) documented statements of a quality policy and|a) documented statements of a quality policy and
quality objectives, quality objectives,

b) [ quality manual, b) a quality manual,

c) [documented procedures required by this Inter-|c) documented procedures réquired by this Inter-
hational Standard, national Standard,

d) documents needed by the organization to ensure|d) documents needed by the organizatipn to ensure
the effective planning, operation and control of its the effective planning, operation and |control of its
processes, and processes,

e) frecords required by this International Standard|e) records_fequired by this International Standard
see 4.2.4). (see 4.2.4), and

NOTE1  Where the term “documented procedure”(f) anysother documentation specified by national or

bifies that a
jal arrange-
hddition, be

device, the
a file either
ping product
ent  system
ments shall
cess and, if

ement system
pn to another

Ctivities,

D) he cOmpIexity OT processes and thelr Int

c) the competence of personnel.

ractions, and

NOTE 2
of medium.

The documentation can be in any form or type

Reason for differences: The text in 4.2.1 of 1ISO 13485
includes all of the requirements contained in the
corresponding subclause of ISO 9001, with the addition of
a general statement related to regulations that might
contain documentation requirements and a specific
requirement for a file containing specified documents for
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each type/model of medical device. In addition, the text
includes the documentation requirements for activities and
special arrangements. The resulting text is consistent with
the objectives of reflecting the current regulations and

facilitating the harmonization of new medical device
regulations around the world.

4.2.2 Quality manual 4.2.2 Quality manual

The organw in a

quality manyal that includes quality manual that includes

a) the scdpe of the quality management system,|a) the scope of the quality management sydtem,
including details of and justification for any including details of and justifigation for| any
exclusign (see 1.2), exclusion and/or non-application:(See 1.2),

b) the doqumented procedures established for the|b) the documented procedures established fof the
quality |management system, or reference to quality management System, or reference to
them, apd them, and

c) a description of the interaction between the|c) a description ef{ the interaction between| the
procesges of the quality management system. processes of/the’quality management systenp.

The quality manual shall outline the structure of the
documentation used in the quality management
system.

4.2.3 Control of documents 4.2:3’ Control of documents

Documents | required by the quality management{Documents required by the quality management

system shall be controlled. Records are a special|system shall be controlled. Records are a special

type of document and shall be controlled according to |type of document and shall be controlled according to

the requirements given in 4.2.4. the requirements given in 4.2.4.

A documented procedure shall be established to|A documented procedure shall be established to

define the c])ntrols needed define the controls needed

a) to appfove documents fot~adequacy prior to|a) fo review and approve documents for adequacy
issue, prior to issue,

b) to revigw and update as necessary and re-|b) to review and update as necessary and re-
approve documentsy approve documents,

c) to ensure that~changes and the current revision|c) to ensure that changes and the current revision
status df documents are identified, status of documents are identified,

d) to ensure that relevant versions of applicable|d) to ensure that relevant versions of applicable
documents are available at points of use, documents are available at points of use,

e) to ensure that documents remain legible and|e) to ensure that documents remain legible and
readily identifiable, readily identifiable,

f) to ensure that documents of external origin are|f) to ensure that documents of external origin are
identified and their distribution controlled, and identified and their distribution controlled, and

g) to prevent the unintended use of obsolete|g) to prevent the unintended use of obsolete
documents, and to apply suitable identification to documents, and to apply suitable identification to
them if they are retained for any purpose. them if they are retained for any purpose.
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The organization shall ensure that changes to
documents are reviewed and approved either by the
original approving function or another designated
function which has access to pertinent background
information upon which to base its decisions.

The organization shall define the period for which at
least one copy of obsolete controlled documents shall
be retained. This period shall ensure that documents
fo_which medical devices have been manufactured

and tested are available for at least the)lj
medical device as defined by the-orga
not less than the retention perio@-of g
record (see 4.2.4), or as _Specified
regulatory requirements.

fetime of the
hization, but
ny resulting
by relevant

4.2.4 Control of records

Records shall be established and maintained to
provlde evidence of conformity to requirements and
of the effective operation of the quality management
systém. Records shall remain legible, readily iden-
tifiale and retrievable. A documented procedure
shall be established to define the controls needed for
the | identification, storage, protection, retrieval,
retention time and disposition of records.

4.2.4 Control of records

Records shall be established and m

hintained to

provide evidence-of conformity to requijfements and

of the effective operation of the quality n

hanagement

system. Records shall remain legible, feadily iden-

tifiable Jand retrievable. A documenteq
shall’be’ established to define the control
the'@ identification, storage, protectior
retention time and disposition of records.

The organization shall retain the records
of time at least equivalent to the lifg
medical device as defined by the orga

procedure
5 needed for
, retrieval,

for a period
time of the
hization, but

not less than two years from the datq of product
release by the organization or as gpecified by
relevant regulatory requirements.
5 Management responsibility 5 Management responsibility
5.1 | Management.commitment 5.1 Management commitment
Top | management shall provide evidence of its|Top management shall provide evidgnce of its
commitmentto/the development and implementation | commitment to the development and implementation
of the quality management system and continually|of the quality management system and| maintaining

imprpying.its effectiveness by

its effectiveness by

a) communicating to the organization the impor-
tance of meeting customer as well as statutory
and regulatory requirements,

b) establishing the quality policy,

c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.

communicating to the organization
tance of meeting customer as well
and regulatory requirements,

a)

the impor-
as statutory

b) establishing the quality policy,

c) ensuring that quality objectives are established,
d) conducting management reviews, and

e) ensuring the availability of resources.
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NOTE For the purposes of this International Standard,
statutory requirements are limited to the safety and
performance of the medical device only.

Reason for differences: This text is consistent with the
objective of reflecting the current regulation and facilitating
the harmonization of new medical device regulations
around the world. Current regulations are targeted at the

aim of enh@ncing customer satisfaction (see 7.2.1
and 8.2.1).

effectiveness of the quality management system to
consistently produce safe and effective products.
5.2 Custpmer focus 5.2 Customer focus
Top management shall ensure that customer|Top management shall ensure Ahat custpmer
requirements are determined and are met with the |requirements are determined and are met (see f.2.1

and 8.2.1).

Reason for differences: -The“rewording of the tgxt is
consistent with the positionthat customer satisfaction |s not
an appropriate regulatofy objective of medical devices]As a
result, this text is consistent with the objective of ISO 13485
to facilitate the« harmonization of quality managgment
system regulations around the world.

5.3 Quality policy

5.3 Quality policy

Top managgment shall ensure that the quality policy |Top.management shall ensure that the quality policy
a) is apprgpriate to the purpose of the organization, |'a) is appropriate to the purpose of the organizatgion,
b) includes a commitment to comply with require-|b) includes a commitment to comply with require-
ments and continually improve the effectiveness ments and to maintain the effectiveness of the
of the quality management system, quality management system,
c) provideg a framework for establishing and|c) provides a framework for establishing |and
reviewing quality objectives, reviewing quality objectives,
d) is communicated and. ‘understood within the|d) is communicated and understood within| the
organizption, and organization, and
e) is revieyed for continuing suitability. e) is reviewed for continuing suitability.
Reason for differences: The text of 5.3 of ISO 13485
eliminates from item b) the commitment to contiqually
;III'JIUVU thc UI‘I‘CU{;VCIICDO Uf thc qua:;ty |||a||aucment
system and substitutes the commitment to maintain the
effectiveness of the quality management system. This
substitution is consistent with the objective of current
regulations and is intended to facilitate the harmonization of
quality management system regulations around the world.
5.4 Planning
[The text of 5.4 in ISO 13485 is identical to that in the
corresponding subclause of ISO 9001.]
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5.5 Responsibility, authority and
communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibilities
and authorities are defined, documented and
communicated within the organization.

5.5 Responsibility, authority and
communication

5.5.1 Responsibility and authority

Top management shall ensure that responsibilities
and authorities are defined, documented and

communicated within the organization.

Top management shall establish the in
all personnel who manage, performcandg
affecting quality, and stall ensure<the in
and authority necessary to perform'these

NOTE National or regional\regulation mig
nomination of specific persons-as responsibl
related to monitoring experience from the p

errelation of
verify work
dependence
tasks.

ht require the
b for activities
bst-production

stage and reporting adverse events (see 8.2.1and 8.5.1).
5.5.2 Management representative 5.5.2 Management representative
Top| management shall appoint a member of|Top management shall appoint a member of

manpgement who, irrespective of other respon-

sibilifies, shall have responsibility and authority that

includes:

a) fensuring that processes needed for the quality
management system are established, imple-
mented and maintained;

b) Feporting to top management on the-performance
pf the quality management system.and any need
for improvement; and

c) [nsuring the promotioh,~of awareness of
customer requirements, throughout the organ-
zation.

NOTE The responsibility of a management rep-

reseItative can jnelude liaison with external parties on
matters relatingto\the quality management system.

management who,
sibilities, shall have responsibility and a
inclades

a) ensuring that processes needed fo
management system are establis
mented and maintained;

b) reporting to top management on the
of the quality management system a
for improvement (see 8.5); and

c) ensuring the promotion of aw|
regulatory and customer requireme
out the organization.

NOTE The responsibility of a mana
resentative can include liaison with extern
matters relating to the quality management sy

irrespective of other respon-

uthority that

the quality
hed, imple-

berformance
nd any need

hreness  of
nts through-

gement rep-
bl parties on
stem.

5.5.3 Internal communication

=

the corresponding subclause of ISO 9001

1

5.6 Management review

5.6 Management review

5.6.1 General

[The text of 5.6.1 in ISO 13485 is identical to that in

the corresponding subclause of ISO 9001

1
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5.6.2 Review input

5.6.2 Review input

The input to management review shall include|The input to management review shall include
information on information on
a) results of audits, a) results of audits,
b) customer feedback, b) customer feedback,
c) process performance and product conformity c) process performance and product conformity,
d) status df preventive and corrective actions, d) status of preventive and corrective actions,
) ] e) follow-up actions from previous, management
e) follow-uUp actions from previous management reviews
reviews| '
f) changes that could affect\ the quality man-
f) change; that could affect the quality man- agementsystem,
agement system, and
g) recommendations for.improvement, and
g) recomnjendations for improvement.

h) new or revised requlatory requirements

5.6.3 Review output

The output ffom the management review shall include
any decisior]s and actions related to

5.6.3 Review.output

The outputdrom the management review shall inglude
any decisions and actions related to

a) improvegment of the effectiveness of the quality |a):.“Ymprovements needed to maintain the gffec-
managé¢ment system and its processes tiveness of the quality management system and
its processes,
b) improvgment of product related to customer
requirements, and b) improvement of product related to custpmer
requirements, and
c) resource needs.
c) resource needs.
6 Resoyrce management 6 Resource management
6.1 Provision of resources 6.1 Provision of resources
The organization shall)*determine and provide the|The organization shall determine and providg the

resources n

a)

b)

peded

to implement and maintain the quality

resources needed

a)

to implement the quality management sygtem

management-system ard bulliillud“y fmprove-its
effectiveness, and

to enhance customer satisfaction by meeting
customer requirements.

g4 T o o, g
daria to 1riairndirr its CricClverTIicsS, difd

b) to meet regulatory and customer requirements.

6.2 Human resources

6.2 Human resources

6.2.1 General

[The text of 6.2.1 in ISO 13485 is identical to that in
the corresponding subclause of ISO 9001.]
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6.2.2 Competence, awareness and training

The organization shall

6.2.2 Competence, awareness and training

The organization shall

a) determine the necessary competence for a) determine the necessary comp_etence for
personnel performing work affecting product personnel performing work  affecting product
quality, quality,

b) provide training or take other actions to satisfy b)  provide training or take other actions to satisfy
L ° these needs,

. ) c) evaluate the effectiveness of the(actipns taken,

c) [evaluate the effectiveness of the actions taken,

_ d) ensure that its personnel:are aware of the

d) pnsure that its personnel are aware of the relevance and importancé-of their gctivities and
relevance and importance of their activities and how they contribute te.the achievement of the
how they contribute to the achievement of the quality objectives, and
quality objectives, and

e) maintain approepriate records of| education,
training, skillscand experience (see 4]2.4).

e) maintain appropriate records of education, ’ . . ' ]
training, skills and experience, training, skills and NOTE National or regional regulations |might require
experience (see 4.2.4). the organization to establish documented pfocedures for

identifying_training needs.

6.3 | Infrastructure 6,32 Infrastructure

The| organization shall determine, provide and{The organization shall determine, pgrovide and

mairjtain the infrastructure needed to achiéve |maintain the infrastructure needed [to achieve

confprmity to product requirements. Infrastructure |conformity to product requirements. Ipfrastructure
includes, as applicable includes, as applicable

a) puildings, workspace and associated utilities, a) buildings, workspace and associated|utilities,

b) Jprocess equipment (both -hardware and soft-|b) process equipment (both hardwarg and soft-
ware), and ware), and

Cc) pupporting services.~<(such as transport or|c) supporting services (such as transport or
communication). communication).

The organization shall establish ocumented

requirements for maintenance activitiels, including
their frequency, when such activities or|lack thereof
can affect product quality.

Records of such maintenance shall be

maintained
(see 4.2.4).

6.4 Work environment

The organization shall determine and manage the
work environment needed to achieve conformity to
product requirements.

6.4 Work environment

The organization shall determine and manage the
work environment needed to achieve conformity to
product requirements. The following requirements
shall apply.

a) The organization shall establish documented
requirements for health, cleanliness and clothing
of personnel if contact between such personnel
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39


https://standardsiso.com/api/?name=72f5aed77ec3ee2ebb4483ad68f35dad

ISO 13485:2003(E)

1ISO 9001:2000

I1ISO 13485:2003

and the product or work environment could
adversely affect the quality of the product
(see 7.5.1.2.1).

b) If work environment conditions can have an
adverse effect on product quality, the organ-
ization shall establish documented requirements
for the work environment conditions and
documented procedures or work instructions to
monitor _and control these work environment
conditions (see 7.5.1.2.1).

c¢) The organization shall ensure that all persqnnel
who are required to work temporarily under
special environmental conditions.within the work
environment are appropriately trained| or
supervised by a trained pgrson [see 6.2.2 b)].

d) If appropriate, speciak~arrangements shal be
established and dacumented for the contrpl of
contaminated ~@r potentially  contaminated
product in order to prevent contamination of
other preduct, the work environmentl or
personnel.[see 7.5.3.1).

7 Product realization 7 - Product realization

7.1 Planning of product realization 7.1 Planning of product realization

The organjzation shall plan and develdp)*the|The organization shall plan and develop| the

processes needed for product realization. Planning of | processes needed for product realization. Planning of

product realization shall be consistefty'with the|product realization shall be consistent with| the
requirements of the other processes-‘of the quality |requirements of the other processes of the quality

managemer)t system (see 4.1). management system (see 4.1).

In planning product realization, the organization shall | In planning product realization, the organization [shall

determine tHe following, as.dappropriate: determine the following, as appropriate:

a) quality | objectives. \and requirements for the|a) quality objectives and requirements for| the
product product;

b) the neef 10 establish processes, documents, and|b) the need to establish processes, documents| and
provide resources Qpp(“iﬁ(“ ta the pmdum" pmvidp resources Qppr‘ifir‘ ta the Inmdlm’r;

c) required verification, validation, monitoring, in-|c) required verification, validation, monitoring, in-
spection and test activities specific to the product spection and test activities specific to the product
and the criteria for product acceptance; and the criteria for product acceptance;

d) records needed to provide evidence that the|d) records needed to provide evidence that the

realization processes and resulting product meet
requirements (see 4.2.4).

The output of this planning shall be in a form suitable
for the organization’s method of operations.

realization processes and resulting product meet
requirements (see 4.2.4).

The output of this planning shall be in a form suitable
for the organization’s method of operations.
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NOTE 1 A document specifying the processes of the
quality management system (including the product
realization processes) and the resources to be applied to a
specific product, project or contract, can be referred to as a
quality plan.

NOTE2 The organization may also apply the
requirements given in 7.3 to the development of product
realization processes.

The organization shall
requirements for risk management
product realization. Records arising

establish documented

throughout
from risk

management shall be maintained (see 4.2.).

NOTE 1

quality management system (including

A document specifying the processes of the

the product

realization processes) and the resources to be applied to a
specific product, project or contract, can be referred to as a

quality plan.

NOTE2 The organization may also
requirements given in 7.3 to the developmg
realization processes.

NOTE 3  See ISO 14971 for guidance rq
management.

Reason for differences: To make the
consistent with thesobjective of reflecting
regulations and facilitating the harmonizg
medical devieé regulations around the
management i 'a key activity that determin
and amount of activity in many of the areas

apply the
nt of product

lated to risk

fesulting text
the current
tion of new
world. Risk
bs the nature
pddressed by

the medical device organization’s quality [management
system.
7.2 | Customer-related processes 7.2 Customer-related processes
7.2.1 Determination of requirements felated to
the product
[The text of 7.2.1 in ISO 13485 is identi¢al to that in
the corresponding subclause of ISO 9001|]
7.2.2 Review of requirementsrelated to the 7.2.2 Review of requirements related|to the
product product
The| organization shall* review the requirements|The organization shall review the requirements
related to the produet, This review shall be conducted |related to the product. This review shall be conducted
prior] to the organization's commitment to supply a|prior to the organization's commitment |to supply a
product to the cUstomer (e.g. submission of tenders, | product to the customer (e.g. submission of tenders,
accgptance<-of” contracts or orders, acceptance of|acceptance of contracts or orders, acgeptance of
charjgescta’contracts or orders) and shall ensure that |changes to contracts or orders) and shall fensure that
a) rocuct lcquilclllunib are—defined; a) pluu’uuf lcquflumcm‘c are—defimed and docu-
mented,
b) contract or order requirements differing from
those previously expressed are resolved, and b) contract or order requirements differing from
those previously expressed are resolved, and
c) the organization has the ability to meet the

defined requirements.

Records of the results of the review and actions

c)
defined requirements.

the organization has the ability to meet the

arising from the review shall be maintained|Records of the results of the review and actions

(see 4.2.4). arising from the review shall be maintained
(see 4.2.4).
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Where the customer provides no documented
statement of requirement, the customer requirements
shall be confirmed by the organization before
acceptance.

Where product requirements are changed, the
organization shall ensure that relevant documents are
amended and that relevant personnel are made
aware of the changed requirements.

Where the customer provides no documented
statement of requirement, the customer requirements
shall be confirmed by the organization before
acceptance.

Where product requirements are changed, the
organization shall ensure that relevant documents are
amended and that relevant personnel are made
aware of the changed requirements.

NOTE In
formal review
review can

catalogues o

some situations, such as internet sales, a
is impractical for each order. Instead the
over relevant product information such as
advertising material.

NOTE In some situations, such as internet salks, a
formal review is impractical for each order. Insteag the
review can cover relevant product information’ sugh as
catalogues or advertising material.

7.2.3 Customer communication

The organiration shall determine and implement
effective arfangements for communicating with cus-

7.2.3 Customer communication

The organization shall determine and implement
effective arrangements for*¢ommunicating with [cus-

tomers in refation to tomers in relation to
a) product|{information, a) product information,
b) enquirigs, contracts or order handling, including|b) enquiries;.contracts or order handling, inclyding
amendments, amendments,
c) customer feedback, including customer com-|c) clstomer feedback, including customer gom-
plaints. plaints (see 8.2.1), and
d) advisory notices (see 8.5.1).
7.3 Design and development 7.3 Design and development
7.31 Desln and development planning 7.3.1 Design and development planning
The organigation shall plan and (centrol the design|The organization shall establish documented |pro-
and developgment of product. cedures for design and development.
During the [design and dévelopment planning, the|The organization shall plan and control the dgsign
organization shall determine and development of product.
a) the des|gn and dévelopment stages, During the design and development planning{ the
organization shall determine
b) the revjew, \verification and validation that are i
appropriate’ to_each design and development|8) the design and development stages,
stage, and b) the review, verification, validation and design
c) the responsibilities and authorities for design and transfer act/y/t/es (see Note) that are appropriate
development. at each design and development stage, and
The organization shall manage the interfaces c) the responsibilities and authorities for design and

between different groups involved in design and
development to ensure effective communication and
clear assignment of responsibility.

Planning output shall be updated as appropriate, as
the design and development progresses (see 4.2.3).

development.

The organization shall manage the interfaces
between different groups involved in design and
development to ensure effective communication and
clear assignment of responsibility.
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Planning output shall be documented, and updated
as appropriate, as the design and development
progresses (see 4.2.3).

NOTE Design transfer activities during the design and
development process ensure that design and development
outputs are verified as suitable for manufacturing before
becoming final production specifications.

Reason for differences: This text is consistent with the

objective of reflecting the current regulations gnd facilitating
the harmonization of new medical devicg regulations
around the world. In general, ISO 13485 retgins the same
level of documented procedure reguirémenty contained in
ISO 9001:1994, the standard, *‘with which| many local
regulations are consistent.
7.3.2 Design and development inputs 7.3.2 Design and development inputg
Inpuls relating to product requirements shall be|lnputs relating @0  product requirements shall be
detefmined and records maintained (see 4.2.4).|determined ~afd records maintained (see 4.2.4).
Thesge inputs shall include These inpats-shall include
a) functional and performance requirements, a) functional, performance and safety r¢quirements,
according to the intended use,
b) fpplicable statutory and regulatory requirements,
b) applicable statutory and regulatory rgquirements,
c) Mwhere applicable, information derived from
previous similar designs, and c) where applicable, information dgrived from
previous similar designs,
d) pther requirements essential for -design and
development. d) other requirements essential for |design and
development, and
Thege inputs shall be reviewed" for adequacy.
Requirements shall be complete/ unambiguous and|e) output(s) of risk management (see 7.|1).
not in conflict with each other.
These inputs shall be reviewed for adgquacy and
approved.
Requirements shall be complete, unambiguous and
not in conflict with each other.
7.3.3 Design and development outputs 7.3.3 Design and development outputs
The outputs of dcbign and dcvciupmcll‘l statt—be1The outputs of dcaigll and dcvciuplllcnt shall be

provided in a form that enables verification against
the design and development input and shall be
approved prior to release.

Design and development outputs shall

a) meet the input requirements for design and
development,
b) provide appropriate information for purchasing,

production and for service provision,

provided in a form that enables verification against
the design and development input and shall be
approved prior to release.

Design and development outputs shall

meet the input requirements for design and
development,

a)

b) provide appropriate information for purchasing,

production and for service provision,
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c) contain or reference product acceptance criteria,
and
d) specify the characteristics of the product that are

essential for its safe and proper use.

c) contain or reference product acceptance criteria,

and

d) specify the characteristics of the product that are

essential for its safe and proper use.

Records of the design and development outputs shall
be maintained (see 4.2.4).

NOTE Records of design and development ouytputs

can include specifications, manufacturing procedures,
engineering drawings, and engineering or.\ res¢arch
logbooks.

7.3.4 Design and development review

At suitable gtages, systematic reviews of design and
development shall be performed in accordance with
planned arrangements (see 7.3.1)

a) to evalyate the ability of the results of design and
develogment to meet requirements, and
b) to identify any problems and propose necessary

actions

Participants| in such reviews shall include repre-
sentatives of functions concerned with the design and
developmenit stage(s) being reviewed. Records of the
results of the reviews and any necessary actions
shall be maiptained (see 4.2.4).

7.3.4 Design and development review

and
with

At suitable stages, systematic-reviews of design
development shall be perfafmed in accordance
planned arrangements (see'7.3.1)

a) to evaluate the dhility of the results of design and
developmenttosmeet requirements, and
b) to identify'any problems and propose necegsary

actions;

Participants in such reviews shall include repre-
sentatives of functions concerned with the design and
development stage(s) being reviewed, as well as
other specialist personnel (see 5.5.1 and 6.2.1).

Records of the results of the reviews and
necessary actions shall be maintained (see 4.2.4).

any

7.3.5 Design and development verification

[The text of 7.3.5 in ISO 13485 is identical to that in
the corresponding subclause of ISO 9001.]

7.3.6 Design and development validation

Design and development validation shall be per-
formed in @ccordance with planned arrangements
(7.3.1) to ensure that the resulting product is capable
of meeting| dhe' requirements for the specified

7.3.6 Design and development validation

Design and development validation shall be |per-
formed in accordance with planned arrangements
(see 7.3.1) to ensure that the resulting product is
capable of meeting the requirements for the spegified

application orihtended tSe; whereknown—Wherevet
practicable, validation shall be completed prior to the
delivery or implementation of the product. Records of
the results of validation and any necessary actions
shall be maintained (see 4.2.4)

N ' H2Y 3 Aol \oliclafl I b
appneativrt UT mitertucyu uov. vanudatiori olrrdi e

completed prior to the delivery or implementation of
the product (see Note 1).

Records of the results of validation and any
necessary actions shall be maintained (see 4.2.4).

As part of design and development validation, the
organization shall perform clinical evaluations and/or
evaluation of performance of the medical device, as
required by national or regional regulations (see
Note 2).
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NOTE 1  If a medical device can only be validated
following assembly and installation at point of use, delivery
is not considered to be complete until the product has been
formally transferred to the customer.

NOTE 2  Provision of the medical device for purposes of
clinical evaluations and/or evaluation of performance is not
considered to be delivery.

7.3.7__Control of design and development

changes

[The text of 7.3.7 in ISO 13485 is)identi¢al to that in
the corresponding subclause oflSO 9001|]

7.4 | Purchasing
7.4.1 Purchasing process
The forganization shall ensure that purchased product

confprms to specified purchase requirements. The
typeland extent of control applied to the supplier and
the purchased product shall be dependent upon the

7.4 Purchasing

7.4.1 Purchasing.process
The organization shall establish documented pro-
cedures tofensure that purchased prodyct conforms
to specified purchase requirements.

effe¢t of the purchased product on subsequent|The,type and extent of control applied to|the supplier

product realization or the final product. and-the purchased product shall be depgndent upon
the effect of the purchased product on|subsequent

The [organization shall evaluate and select suppliers|product realization or the final product.

basgd on their ability to supply product in accordance

with| the organization’s requirements. Critefia for|The organization shall evaluate and selgct suppliers

selegtion, evaluation and re-evaluation\shall be |based on their ability to supply product in|accordance

estaplished. Records of the results of evaluations and |with the organization’s require-ments. | Criteria for

any |necessary actions arising from ‘the evaluation |selection, evaluation and re-evaluation shall be

shall be maintained (see 4.2.4). established. Records of the results of evgluations and
any necessary actions arising from th¢ evaluation
shall be maintained (see 4.2.4).

7.4.2 Purchasing information 7.4.2 Purchasing information

Purghasing information shall describe the product to
be purchased, including where appropriate

Purchasing information shall describe thg product to
be purchased, including where appropriate

a) frequirements for approval of product, pro-|a) requirements for approval of product, pro-
cedures, processes, and equipment, cedures, processes and equipment,

b) requirements for qualification of personnel, and |b) requirements for qualification of personnel, and

c) quality management system requirements. c) quality management system requirements.

The organization shall ensure the adequacy of
specified purchase requirements prior to their com-
munication to the supplier.

The organization shall ensure the adequacy of
specified purchase requirements prior to their com-
munication to the supplier.

To the extent required for traceability given in 7.5.3.2,
the organization shall maintain relevant purchasing
information, i.e. documents (see 4.2.3) and records
(see 4.2.4).
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