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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
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sk of technical committees is to prepare International Standards. Draft International Stang

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

50 cancels and replaces ISO 13488:1996. Those orgahizations which have used 1ISO 13488 i
b this International Standard by excluding certain‘requirements in accordance with 1.2.

5, and other elements of quality system management.

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.

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

edition cancels and replaces the first edition (1SO713485:1996), which has been techn

of 1SO 13485 has a revised title and-addresses quality assurance of product, cust
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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
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0.2
This
Any

For 4

Often the output from oneZprocess directly forms the input to the next.

The

interactions of these processes, and their management, can be referred to as the “process approg

0.3

esign, development, and provision oOr related Services.

) to meet customer and regulatory requirements.
mation marked “NOTE” is for guidance in understanding or clarifying the assogiated requirem

emphasized that the quality management system requirements specified\in this Internation
omplementary to technical requirements for products.

hdoption of a quality management system should be a strategic/decision of an organization,
implementation of an organization's quality management &ystem is influenced by var
Cular objectives, the products provided, the processes employed and the size and stru
nization. It is not the intent of this International Standard:to imply uniformity in the structu
hgement systems or uniformity of documentation.

e js a wide variety of medical devices and some-of the particular requirements of this
Hard only apply to named groups of medical deyices. These groups are defined in Clause 3.

Process approach
International Standard is based on-aprocess approach to quality management.
betivity that receives inputs and.converts them to outputs can be considered as a process.

n organization to function_effectively, it has to identify and manage numerous linked processe

application of) '@’ system of processes within an organization, together with the identi

Relationship with other standards

0.3.1

) also be used by internal and external parties, including certification bodies, to assess'the ofganization’s

ent.

al Standard

The design
ying needs,
cture of the
re of quality

nternational

PS.

fication and
ch”.

. . A
—Refationshipwith 1S©-9661

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.
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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

managemen

However, th
system with
managemen
requirement

i

s International Standard enables an organization to align or integrate its own quality mmanage
related management system requirements. It is possible for an organization to adapt'its ex
t system(s) in order to establish a quality management system that camiplies with
5 of this International Standard.

ment
sting
the

vi
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Me

dical devices — Quality management systems —

Requirements for regulatory purposes

1.1

This
neeq

customer requirements and regulatory requirements applicable to medical devices and related sef

The
requ
med
requ
this
confi

1.2

All n
rega

If reg
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alter
of th
desig

If an
med
inclu

The
whic
in thq

Scope

General

International Standard specifies requirements for a quality management system where an
s to demonstrate its ability to provide medical devices and related services that consig

lprimary objective of this International Standard is to facilitate harmonized medical devig
rements for quality management systems. As a result, it includes some particular requ
cal devices and excludes some of the requirements of ISO 9091 that are not appropriate
rements. Because of these exclusions, organizations whoSe Quality management system;
nternational Standard cannot claim conformity to ISO 9001 unless their quality managemn
brm to all the requirements of ISO 9001 (see Annex B).

Application

bquirements of this International Standard-are specific to organizations providing medi
rdless of the type or size of the organization:

ulatory requirements permit exclusions of design and development controls (see 7.3), this
justification for their exclusion from the quality management system. These regulations
hative arrangements that are_to.be addressed in the quality management system. It is the n
e organization to ensure that claims of conformity with this International Standard reflect
in and development contfols [see 4.2.2 a) and 7.3].

requirement(s) in.Glause 7 of this International Standard is(are) not applicable due to the 1
cal device(s) for‘which the quality management system is applied, the organization does
e such a requjrement(s) in its quality management system [see 4.2.2 a)].

processes required by this International Standard, which are applicable to the medical d¢
h are netperformed by the organization, are the responsibility of the organization and are a
b organization’s quality management system [see 4.1 a)].

brganization
tently meet
vices.

e regulatory
irements for
s regulatory
5 conform to
ent systems

pal devices,

ran be used
can provide
esponsibility
exclusion of

ature of the
not need to

bvice(s), but
ccounted for

In th

S International Standard the terms "I appropriate and "where appropriate™ are used several

times. When

a requirement is qualified by either of these phrases, it is deemed to be “appropriate” unless the 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.
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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 purﬂ)oses of this document, the terms and definitions given in 1SO 9000 apply, together with

following.

The followin
reflect the vd

j terms, used in this edition of /SO 13485 to describe the supply chain, have been change
cabulary currently used:

supplier > customer

The term “ofganization” replaces the term “supplier” used in ISO 13485:1996, and.refers to the unit to w

this Internati

Throughout
“service”.

Wherever rdg
related servi

The followin|
differ slightly

3.1

bnal Standard applies. Also, the term “supplier” now replaces the term “subcontractor”.

quirements are specified as applying to “medical devices”, the requirements apply equa
Ces as supplied by the organization.

g definitions should be regarded as generic,~as definitions provided in national regulations
and take precedence.

active implgntable medical device

active medid
human bod)
procedure

3.2

active medi|
medical dev
that directly

3.3
advisory ng

al device which is intended to be totally or partially introduced, surgically or medically, intg
or by medical intervention<ifito a natural orifice, and which is intended to remain afte

cal device
ce relying for its-fuhctioning on a source of electrical energy or any source of power other
henerated by4heshuman body or gravity

tice

the

d to

hich

the text of this International Standard, wherever the term_ “product” occurs, it can also nmpean

ly to

can

the
the

than

notice issue

information gnd/or to advise what action should be taken in

0 byrthe organization, subsequent to delivery of the medical device, to provide suppleme

/lrtary

the use

NOTE Is

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

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

© ISO 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

— [o replace an epithelial suriace or the suriace or the eye,

by slirgical intervention, and which is intended to remain after the procedure for at least 30 days, and which
can ¢nly be removed by medical or surgical intervention

NOTE This definition applies to implantable medical devices other than active implantable«medical deviges.
3.6

labelling
writtgn, printed or graphic matter

— fpffixed to a medical device or any of its containers or wrappers; or
— fccompanying a medical device,

related to identification, technical description, and use~of the medical device, but excluding shipping
docyments

NOTE Some regional and national regulations refek to “labelling” as “information supplied by the manufacturer.”

3.7
medjcal device
any [nstrument, apparatus, implement,_machine, appliance, implant, in vitro reagent or calibratpr, software,
matdrial or other similar or related article, intended by the manufacturer to be used, alone or in pombination,
for himan beings for one or more-6fthe specific purpose(s) of

— fliagnosis, prevention, gnonitoring, treatment or alleviation of disease,

— fliagnosis, monitofing, treatment, alleviation of or compensation for an injury,

— |nvestigation, feplacement, modification, or support of the anatomy or of a physiological procgss,

— pupparting or sustaining life,

— pontrol 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

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

tion shall establish, document, implement and maintain a quality management system

maintain its effectiveness in accordance with the requirements of this International Standard.

The organization shall

a) identify
b) determi
c) determi
are effe
d) ensure
e) monitor
) implemd
process|
These proc
International

the processes needed for the quality management system and their application throughou

organizgtion (see 1.2),

e the sequence and interaction of these processes,

he criteria and methods needed to ensure that both the operation and control of these proce
ctive,

these prlocesses,

measure and analyse these processes, and

bnt actions necessary to achieve planned results and maintain the effectiveness of t
Es.

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

Where an ofganization chooses to outsource any process that affects product conformity with requirem

the organizg
identified wit

NOTE P
management

tion shall ensure control ‘over such processes. Control of such outsourced processes sha
hin the quality management system (see 8.5.1).

ocesses needed\for the quality management system referred to above should include processe
pctivities, proyision of resources, product realization and measurement.

4.2 Docurentation requirements

ral

and

the

5SEeS

he availability of resources and information necessary;to support the operation and monitoring of

nese

this

s for

421 Genersal

The quality management system documentation shall include

docume

nted statements of a quality policy and quality objectives,

a quality manual,

docume

nted procedures required by this International Standard,

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

© 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.

NOTE 1  The extent of the quality management system documentation can differ from one organizati
due tp

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

b) the complexity of processes and their interactions, and

c) the competence of personnel.

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

4.2.2 Quality manual

The

The

brganization shall establish and maintain a quality manual that includes

he scope of the quality management system, including details of and justification for any exc
hon-application (see 1.2),

he documented procedures established for.the quality management system, or reference to f
b description of the interaction between the processes of the quality management system.

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

4.2.3 Control of documents

Docl

document and shall be-centrolled according to the requirements given in 4.2.4.

A dofumented préeedure shall be established to define the controls needed

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

9)

o review~and approve documents for adequacy prior to issue,

oreview and update as necessary and re-approve documents,

bn to another

usion and/or

hem, and

ht system.

ments required by the-quality management system shall be controlled. Records are a special type of

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
are retained for any purpose.

© 1SO 2003 — Al rights reserved
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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 bas

e 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.

4.24 Cont

rol of records

Records shall be established and maintained to provide evidence of conformity to requirements and,-o
effective opgration of the quality management system. Records shall remain legible, readily identifiable

retrievable.
storage, pro

The organiz

device as d
organization

5 Manag

5.1

Top managg
quality mana

a)
regulatg

b) establis

Management commitment

communicating to the organization the importance of meeting customer as well as statutory

documented procedure shall be established to define the controls needed for the identifica
ection, retrieval, retention time and disposition of records.

htion shall retain the records for a period of time at least equivalent to the lifetime of the mq

bfined 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

ment shall provide evidence of its commitment tothe development and implementation g
gement system and maintaining its effectiveness\by

ry requirements,

ning the quality policy,

Cc) ensurin

d) conduc
e)

NOTE F
performance

5.2 Custc

!

ensuring the availability of resources.

that quality objectives are established,

ng management reviews,and

br the purposes—of this International Standard, statutory requirements are limited to the safety
bf the medicaldevice only.

dbmer focus

I the
and
tion,

dical
v the

f the

and

and

Top manage

PR T] oo 4 : ~ I : L s ‘“ 20 4 Q
ITICTIC STIAIl STTSUre tridt CUStUITICT TSYUITCITICTILS di'c UCICTITITICU dlll diC TTICT (SCC 7.4£. 1T dilu 0.«

5.3 Quality policy

Top management shall ensure that the quality policy

a) is appro

b)

priate to the purpose of the organization,

management system,

c)

provides a framework for establishing and reviewing quality objectives,

.1).

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
objer\fi\/nc shall be measurable and consistent with the qnnlify Ir_\nlir‘_\,/

5.4.71 AQuality management system planning
Top management shall ensure that

a) the planning of the quality management system is carried out in order to meet’the requirements given in
1.1, as well as the quality objectives, and

b) the integrity of the quality management system is maintained when‘changes to the quality management
ystem 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, documented and
communicated within the organization.

Top [management shall establish the interrelation of all personnel who manage, perform and verify work
affedting quality, and shall ensure the indepefidence and authority necessary to perform these tasks.

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

5.5.2 Management representative

Top [management shall“\appoint a member of management who, irrespective of other responsibilities, shall
have responsibility and-authority that includes

a) ensuring that-processes needed for the quality management system are established, implgmented and
maintained,

b) feporting to top management on the performance of the quality management system and Tny need for
mprovement (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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gement 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 ReviLw input

The input to

a) results g

management review shall include information on

f audits,

b) customgr feedback,

Cc) process
d) statuso
e) follow-u
f)  changeg
g) recomm

performance and product conformity,

f preventive and corrective actions,

b actions from previous management reviews,
that could affect the quality management system,

endations for improvement, and

h) new or fevised regulatory requirements.

5.6.3 Revi
The output f
a) improve
b) improve
C) resourc
6 Resoy

bw output

ment of product related-to customer requirements, and

b needs.

rce management

6.1 Provikion of resources

The organization shall determine and provide the resources needed

om the management review shallinclude any decisions and actions related to

Iments needed to maintaimthe effectiveness of the quality management system and its processes,

a) toimplement the quality management system and to maintain its effectiveness, and

b) to meet

regulatory and customer requirements.
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6.2 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 dotarmina-the-necessarnscomnetance-farnersonnel naerforminawaork affactina nraduct aualifyv
et HRe+te-1 5 FRpeteh FopPerSoRRe+-peHoH ARG WoRHaH HRg-proadetgua

Ty

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 theirxactivities and how they
contribute to the achievement of the quality objectives, and

e) [maintain appropriate records of education, training, skills and experience-(see 4.2.4).

NOTE National or regional regulations might require the organization to“establish documented procedures for
identifying training needs.

6.3 | Infrastructure

The |organization shall determine, provide and maintain the “infrastructure needed to achieve cpnformity to
prodpct requirements. Infrastructure includes, as applicable

a) buildings, workspace and associated utilities,
b) process equipment (both hardware and software), and
c) pupporting services (such as transpert\or communication).

The |organization shall establish .documented requirements for maintenance activities, indluding their
freqyency, when such activities oritack thereof can affect product quality.

Recqrds of such maintenanceshall be maintained (see 4.2.4).

6.4 | Work environment

The prganization shall determine and manage the work environment needed to achieve conformity to product
requfrements.

The following requirements shall apply.

a) [The, organization shall establish documented requirements for health, cleanliness and| clothing of
bersonmetifcontact-betweernrsuch [JC'IDUIIIIUI‘ arcHthe pluu’uuf or-workenvirormmentcouftd-adv ersely 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 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)].

d) 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).

© 1SO 2003 — Al rights reserved 9
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7 Product realization

7.1 Planning 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 4.1).

In planning product realization, the organization shall determine the following, as appropriate:

a) quality gbjectives and requirements for the product;

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

c) required verification, validation, monitoring, inspection and test activities specific to the groduct and the
criteria for product acceptance;

d) records| needed to provide evidence that the realization processes and resulting product meet
requirements (see 4.2.4).

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

The organi3
realization. R

ration shall establish documented requirements for riskysmanagement throughout pr
Records arising from risk management shall be maintained-(see 4.2.4).

bduct

NOTE 1 Aldocument specifying the processes of the quality management system (including the product realization
processes) ar|d the resources to be applied to a specific product, project.or contract, can be referred to as a quality plan.
NOTE 2  The organization may also apply the requirements given in 7.3 to the development of product realization
processes.

NOTE 3  Sge ISO 14971 for guidance related to risk management.

7.2 Customer-related processes

7.21 mination of requirements.related to the product

DeteI
The organization shall determine

a) requirements specified-by the customer, including the requirements for delivery and post-delivery
activities,

b) requirements natistated by the customer but necessary for specified or intended use, where known,

c) statutory and regulatory requirements related to the product, and

d) any additieratrequirements-determined-by-the-organization:

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 or order requirements differing from those previously expressed are resolved, and
c) the organization has the ability to meet the defined requirements.
10 © 1SO 2003 — Al rights reserved
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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

confi

rmed 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

canc

over relevant product information such as catalogues or advertising material.

In some situations, such as internet sales, a formal review is impractical for each order. Instead the review

7.2.

The
relat

a)
b)
c)
d)
7.3

7.31
The
The

Durin

The
ensu

Plan

customer communication

brganization shall determine and implement effective arrangements for communicating with ¢
on to

broduct information,
bnquiries, contracts or order handling, including amendments,
customer feedback, including customer complaints (see 8.2.1), and

hdvisory notices (see 8.5.1).
Design and development

Design and development planning

brganization shall establish documented procedures for design and development.
pbrganization shall plan and control the design and development of product.

g the design and development planning, the organization shall determine

he design and development.Stages,

he review, verification,~.validation and design transfer activities (see Note) that are approp
Hesign and development stage, and

he responsibilities-and authorities for design and development.

brganizatienshall manage the interfaces between different groups involved in design and dey
re effective’communication and clear assignment of responsibility.

hing “output shall be documented, and updated as appropriate, as the design and (

ustomers in

riate at each

elopment to

evelopment

prog

les$os ‘/enn 4.2 ?/l

NOTE

outputs are verified as suitable for manufacturing before becoming final production specifications.

7.3.2 Design and development inputs

Design transfer activities during the design and development process ensure that design and development

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,

© 1SO 2003 — Al rights reserved
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pplicable, 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 ¢
Design and

a) meetth
b) provide
c) contain
d) specify

Records of ¢

NOTE R
engineering d

7.3.4 Desi

At suitable 3
planned arrg
a) toevalu
b) toidenti

Participants
developmen

Records of t

7.3.5 Desi

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

levelopment outputs shall

b input requirements for design and development,

appropriate information for purchasing, production and for service provision,
pr reference product acceptance criteria, and

he characteristics of the product that are essential for its safé.and proper use.
he design and development outputs shall be maintained (see 4.2.4).

pcords of design and development outputs canJinclude specifications, manufacturing proced
rawings, and engineering or research logbooks.

gn and development review

tages, systematic reviews of desigh*and development shall be performed in accordance
ngements (see 7.3.1)

ate the ability of the results(of)design and development to meet requirements, and
fy any problems and_propose necessary actions.

in such reviews_shall include representatives of functions concerned with the design
f stage(s) being reviewed, as well as other specialist personnel (see 5.5.1 and 6.2.1).

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

gn-and development verification

the

ures,

with

and

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

Desigmanddevetopment changes shattbeidentifredandrecords mraintaimed—Thechangesstatthe reviewed,
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 pnd product
alreddy delivered.

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

7.4.1 Purchasing process

The |organization shall establish documented procedures to ensure that purchased product ponforms to
specffied purchase requirements.

The type and extent of control applied to the supplier and the purchased product shall be dependént upon the
effeqdt of the purchased product on subsequent product realization or the final product.

The fprganization shall evaluate and select suppliers based on their ability to supply product in|accordance
with the organization’s requirements. Criteria for Selection, evaluation and re-evaluation shall be [established.

Recqrds of the results of evaluations and *“any necessary actions arising from the evaluatipn shall be
maintained (see 4.2.4).

7.4.21 Purchasing information

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

b) requirements forqualification of personnel, and

c) fuality management system requirements.

The prganization shall ensure the adequacy of specified purchase requirements prior to their coqnmunication
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).

© 1SO 2003 — Al rights reserved 13
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7.5 Production and service provision

7.51

7.5.1.1 G

Control of production and service provision

eneral requirements

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

lability of information that describes the characteristics of the product,

a) theavai
b) the ava

materia
c) theuse
d) the avai
e) theimpl
f)  the impl
g) theimp
The organiz

provides ftra
approved fo

NOTE A

7.5.1.2 C

7.5.1.2.1

lability of documented procedures, documented requirements, work instructions, and refe|
s and reference measurement procedures as necessary,

of suitable equipment,

ability and use of monitoring and measuring devices,

ementation of monitoring and measurement,

ementation of release, delivery and post-delivery activities, and

ementation of defined operations for labelling and packaging:

htion shall establish and maintain a record (see 4.2.4):or each batch of medical devices
Ceability to the extent specified in 7.5.3 and identifies the amount manufactured and am

distribution. The batch record shall be verified and<approved.

batch can be a single medical device.
pntrol of production and service provision — Specific requirements

Cleanliness of product and contamination control

The organization shall establish documented requirements for cleanliness of product if

a)
b)
c)
d)

product
product
product

process|

is cleaned by the orgariization prior to sterilization and/or its use, or
is supplied non-stefile to be subjected to a cleaning process prior to sterilization and/or its us
is supplied tobe used non-sterile and its cleanliness is of significance in use, or

agentssare to be removed from product during manufacture.

ence

that
ount

e, Or

If product is
apply prior t

7.5.1.2.2

cleaned in accordance with a) or b) above, the requirements contained in 6.4 a) and 6.4 b) d

b not

tne cleaning process.

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).

14

© ISO 2003 — Al rights reserved


https://standardsiso.com/api/?name=215a2981d447d112fd1f8ed0149043fc

7.5.1

ISO 13485:2003(E)

.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.

Records 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 m

7.5.2

7.5.2.

The
cann
defic
Valid
The
a)
b)
c)
d)
e)
The
softv
the &

prior

Recq

organization shall maintain records of the process parameters for the sterilization process
for each sterilization batch (see 4.2.4). Sterilization records shall be traceable to each-prodi
pdical devices (see 7.5.1.1).

Validation of processes for production and service provision

1  General requirements

brganization shall validate any processes for production and seryicé)provision where the res
ot be verified by subsequent monitoring or measurement.{This includes any proce
encies become apparent only after the product is in use or the'service has been delivered.
ation shall demonstrate the ability of these processes to<achieve planned results.
brganization shall establish arrangements for these*processes including, as applicable
Hefined criteria for review and approval of the processes,

approval of equipment and qualification of‘personnel,

ise of specific methods and procedures,

requirements for records (seg4:2.4), and

revalidation.

organization shajl-establish documented procedures for the validation of the application
are (and changes-to such software and/or its application) for production and service provisic
bility of the preduct to conform to specified requirements. Such software applications shall

to initial usé

rds ofvalidation shall be maintained (see 4.2.4)

which was
L/ction batch

Llting output
5ses where

of computer
n that affect
be validated

7.5.2

52 prticnt . ; ” ticat-devi

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).

© 1SO 2003 — Al rights reserved
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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

The organizption shall establish documented procedures for traceability. Such procedures, $hall defing the
extent of prdduct traceability and the records required (see 4.2.4, 8.3 and 8.5).

Where traceability is a requirement, the organization shall control and record the unique identification of the
product (seel4.2.4).

NOTE Cpnfiguration 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 medicgl
devices

In defining the records required for traceability, the organizatien”shall include records of all compongents,
materials and work environment conditions, if these could cause-the medical device not to satisfy its spegified
requirements.

The organizption shall require that its agents or distributors maintain records of the distribution of mgdical
devices to allow traceability and that such records are 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 organization shall identify the preduct status with respect to monitoring and measurement requirements.
The identifigation of product-status shall be maintained throughout production, storage, installation|and

servicing of [the product toe,ensure that only product that has passed the required inspections and tests (or
released undler an autharized concession) is dispatched, used or installed.

7.5.4 Customerproperty

The organizption shall_exercise care with customer property while it is under the organization’s contrpl 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|7.2.1).

The prganization 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 measurement
requirements.

Whefe necessary to ensure valid results, measuring equipment shall

a) be calibrated or verified at specified intervals, or prior to use, against measurement standarnds traceable
o international or national measurement standards; where no suchistandards exist, the bgsis used for
calibration or verification shall be recorded;

b) pe 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 aqdition, the organization shall assess and«record the validity of the previous measuring results when the
equipment is found not to conform to requirements. The organization shall take appropriate a¢tion on the
equiiment and any product affected. Records of the results of calibration and verification shall bg maintained

(seeld.2.4).

Wheh used in the monitoring and-measurement of specified requirements, the ability of computer software to
satisfy the intended application”shall be confirmed. This shall be undertaken prior to initial use and
recopfirmed as necessary.

NOTE See ISO 10012\for guidance related to measurement management systems.

8 Measurement, analysis and improvement

8.1 | General

The UIUGII;Lat;UII stratt p:all ard ;III}J:CIIIUIIt the IIIUII;tUI;IIU, measurement; alla:yoia ard inprovement
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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8.2 Monitoring 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 warnin

g 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 o

regional regulations require the organization to gain experience from the post-production ph
[ this experience shall form part of the feedback system (see 8.5.1).

ase,

8.2.2 Interpal audit

The organigation shall conduct internal audits at planned intervals to determine’ whether the quality

management system

a) conforms to the planned arrangements (see 7.1), to the requirements of this International Standard ahd to
the quality management system requirements established by the organization, and

b) is effectjvely implemented and maintained.

An audit programme shall be planned, taking into consideration‘the status and importance of the procegses

and areas {¢
methods sha

be audited, as well as the results of previous.audits. The audit criteria, scope, frequency

of the audit process. Auditors shall not audit their own work.

The respon
maintaining

The manags
delay to elim
of the action

Sibilities and requirements for planning and conducting audits, and for reporting results
ecords (see 4.2.4) shall be defined in'a documented procedure.

inate detected nonconformities and their causes. Follow-up activities shall include the verific
5 taken and the reporting‘of verification results (see 8.5.2).

and

Il be defined. Selection of auditors and conduct’of audits shall ensure objectivity and imparjality

and

ment responsible for the area\being audited shall ensure that actions are taken without undue

htion

NOTE See ISO 19011 for guidance related to quality auditing.

8.2.3 Monjtoring and measurement of processes

The organizption shallvapply suitable methods for monitoring and, where applicable, measurement of the
quality management system processes. These methods shall demonstrate the ability of the procességs to
achieve planned“results. When planned results are not achieved, correction and corrective action shall be
taken, as appropriate to ensure conformity of the product

8.2.4 Monitoring and measurement of product

8241 G

eneral 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

The
requ
(see

Recq
shall

Whe|
requ

Whe|
appr

If prd
work
instri
the

8.4

The
to d
impra

Control of nonconforming product

olled to prevent its unintended use or delivery. The controls and related responsibilities_@n
paling with nonconforming product shall be defined in a documented procedure.

brganization shall deal with nonconforming product by one or more of the followingiways:

by taking action to eliminate the detected nonconformity;

by authorizing its use, release or acceptance under concession;

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

organization shall ensure that nonconforming product issaceepted by concession only
rements are met. Records of the identity of the person(s).authorizing the concession shall b

4.2.4).

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

n nonconforming product is corrected it shall be subject to re-verification to demonstrate conf
rements.

n nonconforming product is detectéd after delivery or use has started, the organization shal
bpriate 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
iction. Prior to authorization and approval of the work instruction, a determination of any adve
bwork upon product.Shall be made and documented (see 4.2.3 and 7.5.1).

Analysis of data

brganization shall establish documented procedures to determine, collect and analyse appf]
bmonstrate the suitability and effectiveness of the quality management system and to
bvemment of the effectiveness of the quality management system can be made.

identified and

1 authorities

if regulatory
b maintained

Ns obtained,

brmity to the

take action

process in a
briginal work
brse 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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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 §ll customer complaint investigations shall be maintained (see 4.2.4). If investigation detern

that the actiy
exchanged 4

If any custq
authorized (.

If national o
the organizaj

8.5.2 Corrgctive action

The organiz
Corrective a

A document
a) reviewin
b) determi
c) evaluati
d) determi
e) recordin
f)  reviewir
8.5.3 Preyv,
The organiz

prevent thein

entive action

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

mer complaint is not followed by corrective and/or preventive action, the treason sha
bee 5.5.1) and recorded (see 4.2.4).

regional regulations require notification of adverse events that meet specified reporting crit
fion shall establish documented procedures to such notification to regulatory authorities.

ption shall take action to eliminate the cause of nonconformities in order to prevent recurrg
ctions shall be appropriate to the effects of the nonconfarmities encountered.

bd procedure shall be established to define requiremients for

g nonconformities (including customer complaints),

ning the causes of nonconformities,

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

ning and implementing actionsneeded, including, if appropriate, updating documentation (see
g of the results of any investigation and of action taken (see 4.2.4), and

g the corrective action taken and its effectiveness.

occurrence. Preventive actions shall be appropriate to the effects of the potential problems.

ines
Il be

be

eria,

nce.

4.2),

ation shall” determine action to eliminate the causes of potential nonconformities in ordgr to

rach

A document
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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

Q0L IO 42400.900
= 1JJIVU YV TVFU0UJ.aUVJ

1 Scppe

2 Ndrmative reference

3 Ddfinitions

4 Qdality system requirements [title only]

4.1 Management responsibility [title only]
4.1.1 Quality policy 5.1 +5.3 5.4
4.1.2 Organization [title only]

4.1.2.1 Responsibility and authority 5.541
4.1.2.2 Resources 6.1+ 6.2.1
4.1.2.3 Management representative 55.2

4.1.3 Management review 5.6.1+8.5.1

4.2 Quality system [title only]

4.2.1 General 41+422
4.2.2 Quality system procedures 421
4.2.3 Quality planning 542+7A1

4.3 Contract review [title only]
4.3.1 General [title only]

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

4.4 Pesign control [title only]
4.4.1 General [title only]

4.4.2 Design and development planning 7.3.1
4.4.3 Organizationahand technical interfaces 7.3.1
4.4.4 Design input 7.21+7.3.2
4.4.9 Design-output 7.3.3
4.4.69 Design review 7.3.4
4.4 .77 Design verfication 735
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 identification-and frar\oahilify 753

4.9 Process ¢ontrol 6.3+6.4+751+752
4.10 Inspectipn and testing [title only]

4.10.1 General 7.1+8.1
4.10.2 Receiying inspection and testing 743+824
4.10.3 In-progess inspection and testing 8.24

4.10.4 Final ihspection and testing 8.24

4.10.5 Inspegtion and test records 753+824
4.11 Control pf inspection, measuring and test equipment [title only]

4.11.1 General 7.6

4.11.2 Contrgl procedure 7.6

4.12 Inspectipn and test status 7.5:3

4.13 Control pf nonconforming product [title only]

4.13.1 General 8.3

4.13.2 Reviey and disposition of nonconforming product 8.3

4.14 Correctiye and preventive action [title only]

4.14.1 Genergal 8.5.2+853
4.14.2 Corregtive action 8.5.2

4.14.3 Preveptive action 8.5.3

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

4.15.1 General 6.4

4.15.2 Handljng 7.5.5

4.15.3 Storage 755

4.15.4 Packaging 7.5.5

4.15.5 Presefvation 7.5.5

4.15.6 Delivery 7.5.1

4.16 Control pf qualitysrecords 424

4.17 Internal quality audits 8.22+8.23
4.18 Trainin 622

4.19 Servicing 7.5.1

4.20.1 Identif

4.20 Statistical techniques [title only]

ication of need

4.20.2 Procedures

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

ISO 13485:2003(E)

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 Quatty-rmanagement-systerm{tte-onhy]

4.1 General requirements 4.21
4.2 Documentation requirements [title only]

4.2.1 General 422
4.2.2 Quality manual 421

4.2.3 Control of documents 451+452+453
4.2.4 Control of records 4.16

5 Mgnagement responsibility [title only]

5.1 Management commitment 4.1.4

5.2 Qustomer focus 4.3.2

5.3 Quality policy 411

5.4 Rlanning [title only]

5.4.1 Quality objectives 411

5.4.4 Quality management system planning 423

5.5 Responsibility, authority and communicationi[title only]

5.5.1 Responsibility and authority 41.21
5.5.4 Management representative 4123
5.5.3 Internal communication

5.6 Management review [title only]

5.6.1 General 413

5.6.2 Review input

5.6.3 Review output

6 Rgsource management [title only]

6.1 Rrovision of resources 41.2.2

6.2 Hluman 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 442+443
7.3.2 Designfand development inputs 444

7.3.3 Designjand development outputs 445

7.3.4 Designjand development review 4.4.6

7.3.5 Design[and development verification 4.4.7

7.3.6 Designfand development validation 448

7.3.7 Control|of design and development changes 449

7.4 Purchasing [title only]

7.4.1 Purchaging process 4.6.2

7.4.2 Purchaging information 46.3

7.4.3 Verificaftion of purchased product 4.6.4 %4210.2

7.5 Productig

n and service provision [title only]

7.5.1 Control
7.5.2 Validati
7.5.3 Identifig
7.5.4 Custom
7.5.5 Presery

of production and service provision

bn of processes for production and service provision
ation and traceability

er property

ation 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 o

monitoring and measuring devices

4.10+4.20.1 +4.20.2

8 Measuremg

ent, analysis and improvement [title only]

8.1 General 411.1+4.11.2
8.2 Monitoring and measuremernittitle only]

8.2.1 Feedbgck

8.2.2 Internal audit 417

8.2.4 Monito

ng.and measurement of product

8.2.3 Monito:lng and,measurement of processes

417 +4.20.1 +4.20.2
410.2+4.10.3+4.10.4 +4.10.5 +4.20.1 +4.40.2

8.3 Control olf 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 1ISO 9001

a) for those clauses or subclauses of this International Standard that are quoted directly.and unchanged
rom ISO 9001, the fact that these subclauses are presented unchanged is notedcin-this|{annex by a
bhrase appearing in square brackets [ ].

b) For those clauses or subclauses from ISO 9001 that are changed in this Intetnational Stapdard by the
pddition of information or by tailoring it to be consistent with medical device regulations, the gntire original
SO 9001 text of the clause or subclause is reproduced in the left-hand ¢olumn of this anneX. The text of
he corresponding clause or subclause in this International Standard is shown in the right-hand column.

c) for those clauses or subclauses where this International Standard-has deleted or amended the text of
SO 9001 by the deletion or significant modification of a substantive requirement, the eptire original
SO 9001 text of the clause or subclause is reproduced in the left-hand column of this anneX. The text of
he corresponding clause or subclause in this InternationalhStandard and the reasons for the fext changes
bre given in the right-hand column.

d) [The reasons for the differences between this Interriational Standard and ISO 9001 are giver] in the right-
hand column. Where no “reason for differences™is given for an individual clause or subclapse, the text
Hifferences between the two International Standards arises from the objective of ISO 13485 fo reflect the
current regulations and facilitate the harmaonization of new medical device regulations around|the world.

ISO 9001:2000 ISO 13485:2003

0 [Introduction 0 Introduction
0.1 General 0.1 General
Thel|adoption of a qualitymanagement system should | This International Standard specifies requjrements for
be g strategic decision-0f 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 dgvelopment,
marjagement,system is influenced by varying needs, | production installation and servicing |of medical
part|cular objectives, the products provided, the|devices, and the design, development, apd provision
prodesses;:employed and the size and structure of the | of related services.

orggnization. It is not the intent of this International

Standard to imply unifarmity in the structure of quality It can also be used by internal and external parties,

management systems or uniformity of documentation.

including  certification bodies, to

assess

the

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.

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

in
into
this

The quality management principles stated
ISO 9000 and ISO 9004 have been taken
consideration during the development of
International 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 andrspme
of the particular requirements of this International
Standard only apply to named groups!of” medical
devices. These groups are defined in Clause 3.

one procesy

The applicg
organizatior
interactions

directly forms the input to thesnext.

tion of a system of processes within an
, together with the -identification and
of these processes, and their

Reason for differences: Except ‘for the contenfs of
paragraph 4 of 0.1 of ISO 13485, any changes to thq text
of 0.1 of 1ISO 9001 is intended ‘only to tailor this text for
application to the medical device sector.
0.2 Procpss approach 0.2 Process approach
This Interndtional Standard promotes the adoption of | This International Standard is based on a progess
a process approach when developing, implementing | approach to ‘quality management.
and improjing the effectiveness of a quality
management system, to enhance customer satis-|Any activity that receives inputs and converts them to
faction by meeting customer requirements. outputs can be considered as a process.
For an organization to function effectively, it has to{for an organization to function effectively, it hds to
identify and manage numerous linked activities.AnTidentify and manage numerous linked processes.
activity using resources, and managed in orderto
enable the fransformation of inputs into outputs, can | Often the output from one process directly formg the
be considefed as a process. Often the qutput from|input to the next.

The application of a system of processes within an

organization, together with the identification and i
actions of these processes, and their managen

hter-
ent,

management, can be referred to as the “process
approach”.

he of the\process approach is the ongoing
it provides over the linkage between the

rocesses within the system of processes,
ertheir combination and interaction

An advanta
control that
individual p
as well as

can be referred to as the “process approach”.
ined
n in
d to

the

bd in
th:s euknlq.mn nf !Qﬁ 0{'\{'\1 bocaucao RO S'J"h Ol

Reason for differences: Much of the guidance contg
in 0.2 of 1ISO 9001 is being considered for inclusig
ISO/TR 14969, the Technical Report that is intende
provide guidance for the implementation of

requirements of ISO 13485. This information is includ
al

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

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
26 © 1SO 2003 — Al rights reserved
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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 rnls\i‘ing to_customer pnrr‘npﬁnn as to
whether the organization has met the customer
reqyirements. The model shown in Figure 1 covers all
the [requirements of this International Standard, but
doe$ not show processes at a detailed level.

NOTE In addition, the methodology known as “Plan-
Do-CQheck-Act” (PDCA) can be applied to all processes.
PDJA 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 improvement of
the quality management system

Management
ity responsibility
Measurement,

Resource analysis and
management pubied
improvement

Customers

Custgmers — — — — - Satisfaction

R P
DN 7

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

Key

——— Value-adding activities

— — — »= 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 pair-

ISO 9001 |[specifies requirements for a quality
management system that can be used for internal
application by organizations, or for certification, or for
contractual purposes. It focuses on the effectiveness
of the quglity management system in meeting
customer rgquirements.

ISO 9004
objectives
ISO 9001,
of an or
efficiency,

ives guidance on a wider range of
a quality management system than does
articularly for the continual improvement
anization’s overall performance and
s well as its effectiveness. ISO 9004 is
recommended as a guide for organizations whose top
management wishes to move beyond the
requiremen{s of 1SO 9001, in pursuit of continual
improvement of performance. However, it is not
intended for certification or for contractual purposes.

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

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

0.3.2 Relationship/with ISO/TR 14969

ISO/TR 14969 . is{ a Technical Report intende
provide guidance for the application of ISO 13484

cant
key
this
3485

Reason (for differences: There is no signif
relationship between ISO 13485 and I1SO 9004. The
relationships that benefit from explanation in
introductory subclause are the ones between ISO 1
and 1ISO 9001 and ISO/TR 14969.

0.4 Compatibility with other management
systems

This Interngitional Standard has been_aligned with
ISO 14001:1996 in order to enhance'the compatibility
of the two| standards for the,benefit of the user
community.

This
requiremen

Interpational Stahdard does not include
s specific.to/other management systems,
such as th¢se particular to environmental manage-
ment, occupational:health and safety management,
financial mgnagement or risk management. However,
this International Standard enables an organization to

0.4 Compatibility with other management
systems

This International Standard follows the formdt of
ISO 9001 for the convenience of users in the medlical
device community.

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

However, this International Standard enablesl an

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.

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 m
and requirements associated with quality
systems for medical device organizations.

any activities
management

1 Scope

1.1 General

1 Scope

1.1 General

This
aqy

International Standard specifies requirements for
ality management system where an organization
a) |needs to demonstrate its ability to consistently
provide product that meets customer and applic-
able regulatory requirements, and

b) |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-
ments.

NOTE In this International Standard, the term
“prodluct” applies only to the product intended for, or
requjred by, a customer.

This International Standard specifies requ
a quality management system wherelan

needs to demonstrate its ability do~prov
devices and related services that.-‘consig
customer requirements and_tegulatory r¢
applicable to medical devices‘and related

The primary objectivelof this International
fo facilitate harmenized medical devicq
requirements for-quality management sy.
result, it includes some particular requi
medical
requirements of ISO 9001 that are not ap,
regulatoty  requirements.  Because

jrements for
brganization
ide medical
tently meet
bquirements
services.

Standard is

regulatory
sfems. As a
rements for

devices and excludes some of the

propriate as
of these

exclusions, organizations whose quality npanagement

systems conform to this Internationd
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 dey
addition, the terms “customer satisfaction” a
improvement” are eliminated as they are not
standard whose objective is to facilitate the H
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
quality management system requirements
world, to point out that this intent requires th
some requirements not found in ISO 9001 an
of some requirements that are found in 1ISO
clarify the fact that adherence to ISO 13485 cg

| Standard
Unless their
to all the

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

he intent of
of regulatory
around the
e addition of
I the deletion
0001, and to
nnot result in

1o Lo £ . rS IlaYaWaVaVat'l
e oran Tt O aareTCTict O oo JoUU T

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.
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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

organizatiofand 1ts product, this can be considered
for exclusion.

Where exclisions are made, claims of conformity to
this Internafional Standard are not acceptable unless
these exclusions are limited to requirements within

Clause 7, gnd such exclusions do not affect the
organization)’s ability, or responsibility, to provide
product that meets customer and applicable

regulatory réequirements.

managerment Syster. 11ese reguiations car pravide

alternative arrangements that must be addressgd in
the quality management system. It is the\respon-
sibility of the organization to ensure that/claims of
conformity with this International Standard rdflect
exclusion of design and development controls |see
4.2.2 a) and 7.3].

If any requirement(s) in Clause 7 of this International
Standard is not applicable™due to the nature of the
medical device(s) for which the quality management
system is applied, thé. organization does not nedd to

include such <@ “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
device(s), but which are not performed by| the
organization, are the responsibility of the organization
gnd are accounted for in the organization’s quality
management system [see 4.1 a)].

In this International Standard the terms| “if
appropriate” and “where appropriate” are dised
several times. When a requirement is qualified by
either of these phrases, it is deemed to| 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 requireménts,
and/or

b) the organization to carry out corrective action.

Reason for differences: The text clarifies the fact thdt the

requirements of 1SO 13485 are specific 10 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.
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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.

Interationat-Standard—are—et |uuu|aycd to ;llvcot;yatc
the possibility of applying the most recent edition of
the | normative document indicated below. For
undated references, the latest edition of the
normative document referred to applies. Members of
ISO| and IEC maintain registers of currently valid
Intefnational Standards.

ISO
Fun

9000:2000, Quality management systems —
Hamentals and vocabulary

ISO 9000:2000, Quality management
Fundamentals and vocabulary

Reason for differences: The.ISO 13485
a revision required by the 2001 edition of
Directives, Part 2.

systems —

text reflects
the ISO/IEC

3 [Terms and definitions
For |the purposes of this International Standard, the
terms and definitions given in ISO 9000 apply.
The|following terms, used in this edition of ISO 9001
to describe the supply chain, have been changed-to
reflgct the vocabulary currently used:

supplier ----> organization ----> customer
The|term “organization” replaces the-term “supplier”

used in ISO 9001:1994, and sefers to the unit to
whigh this International Standard applies. Also, the

term “supplier” now replaces the term “sub-
confractor”.
Thrgughout the text)of this International Standard,

wherever the term“product” occurs, it can also mean

“seryice”.

3 Terms’and definitions

For the purposes of this document, the
definitions given in 1ISO 9000 apply, togef
fellowing.

The following terms, used in this edition o
to describe the supply chain, have been
reflect the vocabulary currently used:

terms and
her with the

[ ISO 13485
changed to

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

The term “organization” replaces the ter,
used in ISO 13485:1996, and refers to
which this International Standard applie
term “supplier” now replaces the
contractor”.

Throughout the text of this Internationg

m “supplier”
the unit to
5. Also, the
ferm “sub-

| Standard,

wherever the term “product” occurs, it cap also mean

“service”.

Wherever requirements are specified as

applying to

“medical devices”, the requirements appl

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
managément system and their application
througtjout the organization (see 1.2),

b) determ|ne the sequence and interaction of these
processes,

determ|ne criteria and methods needed to
ensure| that both the operation and control of
these processes are effective,
d) ensure|the availability of resources and inform-
ation necessary to support the operation and
monitoling of these processes,

monito
and

, measure and analyze these processes,

implemient actions necessary to achieve planned
results| and continual improvement of-these
processes.

These prdcesses shall be mahaged by the
organization) in accordance with the -requirements of
this Internatjonal Standard.

Where an |organization chgoses to outsource any
process that affects. <product conformity with
requirements, the organization shall ensure control
over such [processes. Control of such outsourced
processes [shall \‘be identified within the quality
managemelllt system.

The organization shall
a) identify the processes needed for the qyality
management system and their’ application
throughout the organization (see*1.2),

b) determine the sequence(and interaction of these
processes,

c) determine critefia "and methods needeq to
ensure that both' the operation and contrgl of

these processes are effective,
d) ensure the availability of resources and infprm-
ation~necessary to support the operation [and
monitoring of these processes,

monitor, measure and analyse these processes,
and
f) implement actions necessary to achieve planned
results and maintain the effectiveness of these
processes.

the
s of

These processes shall be managed by
organization in accordance with the requiremen
this International Standard.

Where an organization chooses to outsource [any
process that affects product conformity [with
requirements, the organization shall ensure coptrol
over such processes. Control of such outsoufced
processes shall be identified within the qyality
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

4.21 General

The quality management system documentation shall
include

4.2 Documentation requirements

4.21 General

The quality management system documentation
shall include

docUymentation can differ from one organization to@another
due [o

the size of the organization and type of activities,
the complexity of processes anditheir interactions, and
the competence of personnek

NOTIE 3
of mpdium.

The documentation can be in any form or type

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

b) |a quality manual, b) a quality manual,

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

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

e) |records required by this International Standard|e) records €equired by this Internationpl Standard
(see 4.2.4). (see 42.4), and

NOTE1 Where the term “documented procedure”|f) any-other documentation specified by national or

appears within this International Standard, this means that regional regulations.

the procedure is established, documented, implemented

and maintained. Where this International Standard spedifies that a

) requirement, procedure, activity or specjal arrange-

NOTE 2 The extent of the quality management system ment be “documented”, it shall in addition, be

implemented and maintained.

For each type or model of medical
organization shall establish and maintain

device, the
a file either

containing or identifying documents defin
specifications and quality managems
requirements (see 4.2.3). These docuf
define the complete manufacturing prodg
applicable, installation and servicing.

NOTE 1 The extent of the quality manage

ing product
nt system
nents shall
ess and, if

ment system

documentation can differ from one organizatipn to another

due to

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

ractions, and

4o ! HE r bl ot ot
UTCCUIMTPTCATYy UT PTOCTSSTS alTa eIt

c) the competence of personnel.

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

The organ

4.2.2 Quality manual

alon shall estabIlIsit  ana malrtalint  a

quality manpal that includes

a)

the scope of the quality management system,
includinlg details of and justification for any
exclusipn (see 1.2),

the dogumented procedures established for the
quality | management system, or reference to
them, gnd

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

Ine ordganization shdll estabIISTT  and  malntal a
quality manual that includes

a) the scope of the quality management sysfem,
including details of and justification for [any
exclusion and/or non-applicatioh(see 1.2),

b) the documented procedures established for the
quality management @ystem, or referenc¢ to
them, and

c) a description Of the interaction between| the

processes ofthe’quality management systen.

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

4.2.3 Control of documents

Documents

required by the quality management

system shdll be controlled. Records are a special
type of document and shall be controlled according to
the requirements given in 4.2.4.

A documented procedure shall be established to
define the cpntrols needed

4.2'3’ Control of documents

Documents required by the quality management
system shall be controlled. Records are a spégcial
type of document and shall be controlled according to
the requirements given in 4.2.4.

A documented procedure shall be established to
define the controls needed

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

b) to review and update” as necessary and re-|b) to review and update as necessary and| re-
approve documents; approve documents,

c) to ensyre that.changes and the current revision|c) to ensure that changes and the current revision
status ¢f doeuments 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

to_which medical devices have heen

nufactured

and tested are available for at least the i
medical device as defined by the cergar
not less than the retention periéd, of a
record (see 4.2.4), or as §pecified
regulatory requirements.

etime of the
ization, but
ny resulting
by relevant

4.2.4 Control of records

brds shall be established and maintained to
ide evidence of conformity to requirements and
of the effective operation of the quality management
system. Records shall remain legible, readily iden-
tifialple and retrievable. A documented procedure

Rec
proy

shall be established to define the controls needed for
the | identification, storage, protection, retrieval,
reteption time and disposition of records.

4.2.4 Control of records

Records shall be “established and m3
provide evidence’of conformity to requir

intained to
ements and

of the effective operation of the quality npanagement

system. Records shall remain legible, r|
tifiablexyand retrievable. A documented
shallbe established to define the controls
theZ) identification, storage, protection
retention time and disposition of records.

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

padily iden-
procedure
needed for
. retrieval,

for a period
ime of the
ization, but

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.

tance of meeting customer as well
and regulatory requirements,

not less than two years from the date| of product
release by the organization or as specified 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
commitment.to/the development and implementation | commitment to the development and implementation
of the quality management system and continually|of the quality management system and|maintaining
implloving its effectiveness by its effectiveness by
a) communicating to the organization the impor-|a) communicating to the organization 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

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 . that custgmer

requiremen{s are determined and are met with the
aim of enhancing customer satisfaction (see 7.2.1
and 8.2.1).

requirements are determined and dre-met (see 1.2.1
and 8.2.1).

Reason for differences: The/rewording of the teixt is
consistent with the position-that customer satisfaction is 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 management
system regulations around the world.

5.3 Qualjty policy 5.3 Quality policy
Top managément shall ensure that the quality policy |Top‘management shall ensure that the quality poljcy
a) is appropriate to the purpose of the organization, Va) is appropriate to the purpose of the organizatjon,
b) includep a commitment to comply with require-|b) includes a commitment to comply with reqyire-
ments gnd continually improve the effectiveness ments and to maintain the effectiveness ol the
of the quality management system, quality management system,
c) providds a framework for éstablishing and|c) provides a framework for establishing |and
reviewing quality objectives, reviewing quality objectives,
d) is conmmunicated and Cunderstood within the|d) is communicated and understood within| the
organization, and organization, and
e) is revieved 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 continually
imprn\lo the offectiveness.  of the qnalify managn"nent
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 jnt
all personnel who manage, perform (and
affecting quality, and stall ensure~the in
and authority necessary to perform.these

NOTE National or regional yequlation mig
nomination of specific persens’as responsiblg
related to monitoring experience from the pg
stage and reporting adverse events (see 8.2.1

prrelation of

verify work
lependence
fasks.

ht require the
for activities

st-production

and 8.5.1).

5.5.2 Management representative
Top
mar
sibil
inclu

management shall appoint a member of
agement who, irrespective of other respon-
ties, shall have responsibility and authority that
des:
a) |ensuring that processes needed for the quality
management system are established, imple-
mented and maintained;
b) |reporting to top management on the performance
of the quality management system_and any need
for improvement; and

ensuring the promotien~of awareness of
customer requirements throughout the organ-
ization.

NOT|
rese
matt

E The responsibility of a management rep-
htative can include liaison with external parties on
ers relating.tothe quality management system.

5.5.2 Management representative

Top mahagement shall appoint a
management who, irrespective of oth
sibilities, shall have responsibility and a
includes

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

b) reporting to top management on the

member of
er respon-
Lthority that

the quality
ned, imple-

erformance

of the quality management system and any need

for improvement (see 8.5); and

the promotion of aw.

c)

ensuring

hreness  of

regulatory and customer requirements through-

out the organization.

NOTE The responsibilty of a mana

jement rep-

resentative can include liaison with externgl parties on

matters relating to the quality management sys

tem.

5.5.3 Internal communication

£ L0 2 1o 1COM 42400 H

H aidant
T oo TUTUO 19 ACTItS

al to that in

[Th ‘ot
[TTIC (CAT O OO0

the corresponding subclause of ISO 9001.]

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.]
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5.6.2 Review input

5.6.2 Review input

any decisioIs and actions related to

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) proces nerformance and nroduct conformity C) process performance and prOdUCt Conformity
d) status ¢f preventive and corrective actions, d) status of preventive and corrective actiors,
) ] e) follow-up actions from previous, mahagement
e) foIIQW-L p actions from previous management reviews,
reviewsy,
f) changes that could affect the quality man-
f) changes that could affect the quality man- agement system,
agement system, and
g) recommendations for improvement, and
g) recommendations for improvement.
h) new or revised regulatory requirements
5.6.3 Revjew output 5.6.3 Reviewoutput
The output from the management review shall include | The outputfrom the management review shall incdude

any decisions and actions related to

The organigation shall® determine and provide the
resources negeded

a) improvément of the effectiveness of the quality |a)- Gmprovements needed to maintain the effec-
managément system and its processes tiveness of the quality management system|and
its processes,
b) improvément of product related to customer
requirements, and b) improvement of product related to custgmer
requirements, and
c) resourde needs.
c) resource needs.
6 Resolirce management 6 Resource management
6.1 Provjsion of resources 6.1 Provision of resources

The organization shall determine and provide| the

resources needed

customer requirements.

a) to implement and maintain the quality|a) fo implement the quality management system
manag srent-systermand-centinaallytmproveits ard-to-maintars-effectiveness—and
effectiveness, and

b) to meet regulatory and customer requirements.

b) to enhance customer satisfaction by meeting

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

inclydes, as applicable

a) |buildings, workspace and associated utilities,

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

c) |supporting services'\ (such as transport or

communication).

includes, as applicable

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

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

. ) c) evaluate the effectiveness of the @ctigns taken,

c) |evaluate the effectiveness of the actions taken,

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

d) [ensure that its personnel are aware of the relevance and importance.of their aftivities and
relevance and importance of their activities and how they contribute to\the achievelnent of the
how they contribute to the achievement of the quality objectives, and
quality objectives, and

e) maintain appropriate records of | education,
training, skills_ and experience (see 4.p.4).

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

e identifying training needs.

6.3| Infrastructure 6.3, Infrastructure

The| organization shall determine, provide and}The organization shall determine, pfovide and

maintain the infrastructure needed to achieve|maintain the infrastructure needed fo achieve

conformity to product requirements. Infrastructure|conformity to product requirements. Infrastructure

a) buildings, workspace and associated |utilities,

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

C) supporting services (such as transport or
communication).

The organization shall establish ¢gocumented

requirements for maintenance activitie$, including

their frequency, when such activities or
can affect product quality.

Records of such maintenance shall be

ack thereof

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

© 1SO 2003 — Al rights reserved

39


https://standardsiso.com/api/?name=215a2981d447d112fd1f8ed0149043fc

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).

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.

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 waork environment
conditions (see 7.5.1.2.1).

¢) The organization shall ensure that alll personnel
who are required to work temporarily upder
special environmental conditionswithin the work
environment are appropriately trained| or
supervised by a trained person [see 6.2.2 b)]

d) If appropriate, special~arrangements shall be
established and doctumented for the contrgl of
contaminated _‘or potentially  contaminpted
product in oerder to prevent contaminatioh of
other product, the work environment| or
personnel(see 7.5.3.1).

7 Prodyct realization 7. (Product realization

7.1 Planning of product realization 7.1 Planning of product realization

The organization shall plan and develop,> the|The organization shall plan and develop | the

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

product reglization shall be consistent\*with the|product realization shall be consistent with | the
requiremen{s of the other processes'of the quality |requirements of the other processes of the quyality

management system (see 4.1). management system (see 4.1).

In planning |product realization)\the organization shall|In planning product realization, the organization $hall

determine the following, as appfopriate: determine the following, as appropriate:

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

b) the nedd t0establish processes, documents, and|b) the need to establish processes, documents,|and
provide{ resources specific to the product; provide resources specific to the product;

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.
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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

management shall be maintained (see 4.2.).

NOTE 1

quality management system (including

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

quality plan.

establish documented

A document specifying the processes of the

throughout
from risk

the product

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

NOTE 3  See ISO 14971 forguidance re
management.

Reason for differences; To make the fesulting text

consistent with the “objective of reflecting
regulations and facilitating the harmoniza
medical devigce ‘regulations around the
managementista key activity that determine

and amount of activity in many of the areas @ddressed by

the medical device organization’s quality
system:

apply the
ht of product

ated to risk

the current
ion of new
world. Risk
s the nature

management

changes to~contracts or orders) and shall ensure that

7.2| Customer-related processes 7.2 Customer-related processes
7.2.1 Determination of requirements related to
the product
[The text of 7.2.1 in ISO 13485 is identidal to that in
the corresponding subclause of ISO 9001{]
7.2.2 Review of requirements-related to the 7.2.2 Review of requirements related {o the
product product
The| organization shall review the requirements|The organization shall review the requirements
relajed to the product) This review shall be conducted |related to the product. This review shall b¢ conducted
prior to the organmization's commitment to supply a|prior to the organization's commitment fo supply a
product to the~clUstomer (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, ac¢eptance of

changes to contracts or orders) and shall

ensure that

and docu-

a)

nroduct raauiramaoante ara dafinad
procuctregqureremsare-aermmea;

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

) nroduct roouromante  aora
pProtatt—Togur e ts—are—4a e

7
mented,

b) contract or order requirements differing from
those previously expressed are resolved, and
c) the organization has the ability to meet the

defined requirements.

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.

IL some situations, such as internet sales, a

NOTE
formal reviey is impractical for each order. Instead the
review can fover relevant product information such as

catalogues of advertising material.

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

7.2.3 Customer communication

The organization shall determine and implement
effective arfangements for communicating with cus-
tomers in rejation to

7.2.3 Customer communication

The organization shall determine and implement
effective arrangements for.communicating with [cus-
tomers in relation to

a) produci information, a) product information,

b) enquirig¢s, contracts or order handling, including|b) enquirigs, contracts or order handling, including
amendments, amendments,

c) customler feedback, including customer com-|c) customer feedback, including customer ¢om-
plaints. plaints (see 8.2.1), and

d) advisory notices (see 8.5.1).
7.3 Design and development 7.3 Design and development
7.3.1 Desj|gn and development planning 7.3.1 Design and development planning

The organization shall plan and control the design
and develogment of product.

The organization shall establish documented
cedures for design and development.

pro-

During the |design and development planning, the|The organization shall plan and control the dgsign
organization} shall determine and development of product.
a) the design and development stages, During the design and development planning,| the
organization shall determine
b) the rediew, verification and validation that are i
appropfiaté to each design and development|@) 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

the harmonization of new medical devicg regulations
around the world. In general, ISO 13485’retajns the same
level of documented procedure requirements|contained in
ISO 9001:1994, the standard Cwith which | many local
regulations are consistent.

objective of reflecting the current regulations Td facilitating

7.3.2 Design and development inputs

Inpdts relating to product requirements shall be
detgrmined and records maintained (see 4.2.4).
Thege inputs shall include

a) [functional and performance requirements,

b) |applicable statutory and regulatory requirements,

c) |where applicable, information derived from
previous similar designs, and

d) |other requirements essential for. design and
development.

Thepe inputs shall be reviewed for adequacy.

Requirements shall be complete} unambiguous and
not in conflict with each other:

7.3.2 Design and,development inputs

Inputs relating (to product requiremen{s shall be
determined__‘anhd records maintained (see 4.2.4).
These inputs/shall include

a) functional, performance and safety rgquirements,
according to the intended use,
b) applicable statutory and regulatory refjuirements,

where applicable, information dgrived from
previous similar designs,

d) other requirements essential for gesign and
development, and
e) output(s) of risk management (see 7.{).

These inputs shall be reviewed for ade
approved.

quacy and

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

iguous and

7.3.3 Design and development outputs

7.3.3 Design and development outputs

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

otoite_of _docian and davalanmant chall ha
SortpTto— O G CoIigr— o t— oSy o pmer oSt

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,

The—outpuis—of—desigh—and—develepment 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

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,|c) contain or reference product acceptance criteria,
and and
d) specify the characteristics of the product that are|d) specify the characteristics of the product that are
essential for its safe and proper use. essential for its safe and proper use.
Records of the design and development outputs shall
be maintained (see 4.2.4).
NQT fputs
can include specifications, manufacturing procedlres,
engineering drawings, and engineering or~\résdarch
logbooks.
7.3.4 Desjgn and development review 7.3.4 Design and development review
At suitable ptages, systematic reviews of design and | At suitable stages, systematic-reviews of design|and
development shall be performed in accordance with|development shall be perfermed in accordance |with
planned arrangements (see 7.3.1) planned arrangements (see.7.3.1)
a) to evaljate the ability of the results of design and|a) to evaluate the ability of the results of design|and
develo;[ment to meet requirements, and developmentte meet requirements, and
b) to idenify any problems and propose necessary|b) to identifynany problems and propose necesgsary

actions

Participants

in such reviews shall include repre-

actions,

Participants in such reviews shall include rgpre-

sentatives df functions concerned with the design and | sentatives of functions concerned with the design|and
development stage(s) being reviewed. Records of the | development stage(s) being reviewed, as wel|l as
results of the reviews and any necessary actions(other specialist personnel (see 5.5.1 and 6.2.1).
shall be malntained (see 4.2.4).
Records of the results of the reviews and |any
necessary actions shall be maintained (see 4.2.4),
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 Desjgn and development validation 7.3.6 Design and development validation
Design and development validation shall be per-|Design and development validation shall be |per-
formed in pccordance with planned arrangements |formed in accordance with planned arrangemgents

(7.3.1) to er
of meeting

sure that the resulting product is capable
the requirements for the specified

(see 7.3.1) to ensure that the resulting produg¢t is

capable of meeting the requirements for the spedified
\lalidation—shall be

application

brontended-use whare known \AWharaver
> -

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)

annlication or ntended Lise
r T

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 developm

changes

[The text of 7.3.7 in 1ISO 13485 is identid
the corresponding subclause of ISO 9001

ent

al to that in

]

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

conforms to specified purchase requirements. The
typd and extent of control applied to the supplier and
the purchased product shall be dependent upon the
effegt of the purchased product on subsequent
product realization or the final product.

The|organization shall evaluate and select suppliefs
basg¢d on their ability to supply product in accordance

7.4 Purchasing

7.4.1 Purchasing-process
The organization shall establish docun
cedures tolensure that purchased produy
to specified purchase requirements.

The type and extent of control applied to
and-the purchased product shall be depe
the effect of the purchased product on
product realization or the final product.

nented pro-
ct conforms

the supplier
ndent upon
subsequent

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

selection, evaluation and re-evaluation\(shall be |based on their ability to supply product injaccordance

estgblished. 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 evaluations and
any necessary actions arising from thg evaluation
shall be maintained (see 4.2.4).

7.4.2 Purchasing information 7.4.2 Purchasing information

Pur¢hasing information shall describe the product to | Purchasing information shall describe th¢ product to

be purchased, including where appropriate be purchased, including where appropriat¢

a) |[requirements for approval of product, pro-|a) requirements for approval of prpduct, 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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