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Foreword

5:2016(E)

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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Introduction

0.1 General

This International Standard specifies requirements for a quality management system that can be used by
an organization involved in one or more stages of the life-cycle of a medical device, including design and
development, production, storage and distribution, installation, servicing and final decommissioning
and disposal of medical devices, and design and development, or provision of associated activities (e.g.
technical support). The requirements in this International Standard can also be used by suppliers or
other external parties providing product (e.g. raw materials, components, subassemblies, medical
devices, steritizati fces,; cat i fces, distributi ITES; i i such
organizatiops. The supplier or external party can voluntarily choose to conform to the requiremeéifts of
this Interngtional Standard or can be required by contract to conform.

Several jurigdictions have regulatory requirements for the application of quality management systems
by organizations with a variety of roles in the supply chain for medical devices. Consequently,| this
Internationpl Standard expects that the organization:

— identifips its role(s) under applicable regulatory requirements;
— identifips the regulatory requirements that apply to its activities underthese roles;
— incorpdgrates these applicable regulatory requirements within its‘quality management system

The definitions in applicable regulatory requirements differ fromwation to nation and region to region.
The organigation needs to understand how the definitions._in this International Standard wi|l be
interpreted|in light of regulatory definitions in the jurisdictions in which the medical devices are thade
available.

This Internptional Standard can also be used by intetnial and external parties, including certificqtion
bodies, to assess the organization’s ability to meef.customer and regulatory requirements appli¢able
to the quality management system and the organization’s own requirements. It is emphasized thaf the
quality marjagement system requirements specified in this International Standard are complemerjtary
to the technical requirements for product’that are necessary to meet customer and appli¢able
regulatory requirements for safety and performance.

The adoptign of a quality managemént’system is a strategic decision of an organization. The desigr and
implementdtion of an organization’s quality management system is influenced by the:

a) organizational environment, changes in that environment, and the influence that the organizational
environment has on the)conformity of the medical devices;

iati varta :
b) organigation’s varying needs

c) organiZgations-particular objectives;

d) productthe organization provides;

e) processes the organization employs;
f) organization’s size and organizational structure;
g) regulatory requirements applicable to the organization’s activities.

It is not the intent of this International Standard to imply the need for uniformity in the structure of
different quality management systems, uniformity of documentation or alignment of documentation to
the clause structure of this International Standard.

There is a wide variety of medical devices and some of the particular requirements of this International
Standard only apply to named groups of medical devices. These groups are defined in Clause 3.

vi © ISO 2016 - All rights reserved
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Clarification of concepts

In this International Standard, the following terms or phrases are used in the context described below.

In this International Standard, the following verbal forms are used:

Info

requyirement.

0.3

This| Interniational Standard is based on a process approach to quality management. Any 4
recejves.input and converts it to output can be considered as a process. Often the outp

When arequirement is qualified by the phrase “as appropriate”, it is deemed to be appropriate unless
the organization can justify otherwise. A requirement is considered appropriate if it is necessary for:

— product to meet requirements;
— compliance with applicable regulatory requirements;

— the organization to carry out corrective action;

— the organization to manage risks.

Standard pertains to safety or performance requirements of the medieal device
hpplicable regulatory requirements.

When a requirement is required to be “documented”, it is also~required to be
mplemented and maintained.

ntended for, or required by, a customer, or any intended output resulting from a produc
pbrocess.

When the term “regulatory requirements” is used, it-€fiicompasses requirements conts
aw applicable to the user of this International Standard (e.g. statutes, regulations, or

Huality management system and the safety orperformance of the medical device.

‘shall” indicates a requirement;

‘should” indicates a recommendation;
‘may” indicates a permission;

‘can” indicates a possibility or a capability.

'mation marked-‘as’ “NOTE” is for guidance in understanding or clarifying the

Process approach

When the term “risk” is used, the application of the term within the scope of this International

or meeting

bstablished,

When the term “product” is used, it can also mean “service’)Product applies to output that is

realization

ined in any
dinances or

Hirectives). The application of the term “regulatoty requirements” is limited to requirenpents for the

associated

progessidirectly forms the input to the next process.

ctivity that
t from one

For an organization to function effectively, it needs to identify and manage numerous linked processes.
The application of a system of processes within an organization, together with the identification and
interactions of these processes, and their management to produce the desired outcome, can be referred
to as the “process approach.”

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

a)
b)
‘)
d)

understanding and meeting requirements;
considering processes in terms of added value;
obtaining results of process performance and effectiveness;

improving processes based on objective measurement.

© ISO 2016 - All rights reserved
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0.4 Relationship with ISO 9001

While this is a stand-alone standard, it is based on ISO 9001:2008, which has been superseded by
ISO 9001:2015. For the convenience of users, Annex B shows the correspondence between this
International Standard and ISO 9001:2015.

This International Standard is intended to facilitate global alignment of appropriate regulatory
requirements for quality management systems applicable to organizations involved in one or more
stages of the life-cycle of a medical device. This International Standard includes some particular
requirements for organizations involved in the life-cycle of medical devices and excludes some
of the requirements of ISO 9001 that are not appropriate as regulatory requirements. Because of
these exclugioms; TZatl i i jonal
Standard cgnnot claim conformity to ISO 9001 unless their quality management system meets‘@lll the
requirements of ISO 9001.

0.5 Compatibility with other management systems

This Internjational Standard does not include requirements specific to other mahagement systems,
such as thope particular to environmental management, occupational health apd safety management,
or financial management. However, this International Standard enables anc¢tganization to align or
integrate its own quality management system with related management¢system requirements.|It is
possible forlan organization to adapt its existing management system(s) in-order to establish a qulity
managemeipt system that complies with the requirements of this Interndtional Standard.

viii © ISO 2016 - All rights reserved
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Medical devices — Quality management systems —
Requirements for regulatory purposes

1 Scope

This International Standard specifies requirements for a quality management system where an

organization needs to demonstrate 1ts ability to provide medical devices and related-s
congistently meet customer and applicable regulatory requirements. Such organizationsican
in one or more stages of the life-cycle, including design and development, production,
distgibution, installation, or servicing of a medical device and design and development or
assoriated activities (e.g. technical support). This International Standard can alsebe used |
or efternal parties that provide product, including quality management system-related sery
organizations.

Requiirements of this International Standard are applicable to organizations regardless

and regardless of their type except where explicitly stated. Wherever requirements are

applying to medical devices, the requirements apply equally to dssociated services as sup
organization.

The
are
fori
prod

ot performed by the organization, are the responsibility of the organization and ar
h the organization’s quality management systenrby monitoring, maintaining, and con
esses.

If applicable regulatory requirements permit.éxclusions of design and development contr

brvices that
be involved
storage and
provision of
by suppliers
ices to such

f their size
specified as
blied by the

processes required by this International Standard that are applicable to the organlfization, but

b accounted
trolling the

bls, this can

be ulsed as a justification for their exclusion)from the quality management system. Thesq regulatory
requirements can provide alternative approaches that are to be addressed in the quality :Ianagement
system. It is the responsibility of the- organization to ensure that claims of conformity to this
Intefnational Standard reflect any exclusion of design and development controls.

If arfy requirement in Clauses~6;*7 or 8 of this International Standard is not applicable] due to the
activities undertaken by the prganization or the nature of the medical device for which|the quality
manpgement system is applied, the organization does not need to include such a requir¢ment in its
quality management system. For any clause that is determined to be not applicable, the drganization
recofds the justification as described in 4.2.2.

2 Normative references

The [following documents, in whole or in part, are normatively referenced in this documlent and are
indi§pensable for its application. For dated references, only the edition cited applies. Jor undated
referefees;thetatestedition-ofthe referenced-document{including-anyamendmentsiapphes.

1S0 9000:2015Y), Quality management systems — Fundamentals and vocabulary

3 Terms and definitions

For the purposes of this document, the terms and definitions given in ISO 9000:2015 and the
following apply.

1) Supersedes ISO 9000:2005.

© IS0 2016 - All rights reserved 1
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3.1

advisory notice
notice issued by the organization, subsequent to delivery of the medical device, to provide supplementary
information or to advise on action to be taken in the:

destru

use of a medical device,
modification of a medical device,

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

tion of a medical device

Note 1toent

3.2

authorized
natural or l¢
from the m
under that ¢

[SOURCE: G

3.3

clinical evg
assessment
performand

[SOURCE: G

3.4

complaint
written, elg
durability, 1
the organiz

"y: Issuance of an advisory notice can be required to comply with applicable regulatory requireny

representative

boal person established within a country or jurisdiction who has received-awritten man
nnufacturer to act on his behalf for specified tasks with regard to the\atter’s obligaf
ountry or jurisdiction’s legislation

HTF/SG1/N055:2009, 5.2]

luation
and analysis of clinical data pertaining to a medical device to verify the clinical safety
e of the device when used as intended by the manufacturer

HTF/SG5/N4:2010, Clause 4]

ctronic or oral communication that alleges deficiencies related to the identity, qu
eliability, usability, safety or perforntance of a medical device that has been released
htion’s control or related to a serfvice that affects the performance of such medical devi

Note 1 to enffry: This definition of “complaint™*differs from the definition given in ISO 9000:2015.

3.5
distributoi
natural orl

boal person in the supply chain who, on his own behalf, furthers the availability of a me

deviceto t

end user

Note 1 to enffry: More than.ene distributor may be involved in the supply chain.

Note 2 to enfry: Persons in the supply chain involved in activities such as storage and transport on behalf
manufacturdr, imperter or distributor, are not distributors under this definition.

[SOURCE: GH

ents.

date
ions

and

hlity,
‘rom
Fes

Hical

f the

TL/CC1 /NACC.2NNQ ©
T ALy ~Avavarsme

3.6

2]
TT/OOL) IvT =4

)

implantable medical device
medical device which can only be removed by medical or surgical intervention and which is intended to:

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

— replace

— remain

an epithelial surface or the surface of the eye, and

after the procedure for at least 30 days

Note 1 to entry: This definition of implantable medical device includes active implantable medical device

© ISO 2016 - All rights res

erved
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3.7

importer

natural or legal person in the supply chain who is the first in a supply chain to make a medical device,
manufactured in another country or jurisdiction, available in the country or jurisdiction where it is to
be marketed

[SOURCE: GHTF/SG1/N055:2009, 5.4]

3.8

labelling

label, instructions for use, and any other information that is related to identification, technical
desdriptiomn, fTtended purpose and proper use of the medicat device, butexciuding shippingjdocuments
[SOURCE: GHTF/SG1/N70:2011, Clause 4]

3.9

life-cycle

all ghases in the life of a medical device, from the initial conception to final decommispioning and
disppsal

[SOURCE: ISO 14971:2007, 2.7]

3.10

manufacturer

natl.lral or legal person with responsibility for design and/er manufacture of a medical devjice with the
inteption of making the medical device available for use, uider his name; whether or not su¢h a medical
devife is designed and/or manufactured by that persowhimself or on his behalf by another person(s)

Note
all a
inten
Regu

Note
resp
even

Note
deve
steri
othe

Note
pers
the 3

Note

bplicable regulatory requirements for the medical devices in the countries or jurisdiction
ded to be made available or sold, unless this responsibility is specifically imposed on another j
latory Authority (RA) within that jurisdiction.

nsibilities include meeting both ptesmarket requirements and post-market requirements, sud
[ reporting and notification of corrective actions.

3 to entry: “Design and/or‘manufacture”, as referred to in the above definition, may include
opment, production, fabrication, assembly, processing, packaging, repackaging, labelling
ization, installation, ok remanufacturing of a medical device; or putting a collection of devices,
" products, togetherfor a medical purpose.

4 to entry: Any person who assembles or adapts a medical device that has already been supplie
n for an individual patient, in accordance with the instructions for use, is not the manufactu
ssembly or'adaptation does not change the intended use of the medical device.

beh

5 to entry: Any person who changes the intended use of, or modifies, a medical device with

1 to entry: This “natural or legal person” has ultimate legal responsibility for ensuring confpliance with

where it is
erson by the

2 to entry: The manufacturer’s resgensibilities are described in other GHTF guidance docuinents. These

h as adverse

specification
relabelling,
and possibly

d by another
rer, provided

ut acting on
e considered

a!fof the original manufacturer and who makes it available for use under his own name, should b

Note 6 to entry: An authorized representative, distributor or importer who only adds its own address and
contact details to the medical device or the packaging, without covering or changing the existing labelling, is not
considered a manufacturer.

the

Note 7 to entry: To the extent that an accessory is subject to the regulatory requirements of a medical device, the
person responsible for the design and/or manufacture of that accessory is considered to be a manufacturer.

[SOURCE: GHTF/SG1/N055:2009, 5.1]
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3.11

medical device
instrument, apparatus, implement, machine, appliance, implant, reagent for in vitro use, software,
material or other similar or related article, intended by the manufacturer to be used, alone or in
combination, for human beings, for one or more of the specific medical purpose(s) of:

suppor
control
disinfe

providi

and does n
means, in o

Note 1 to ent
include:

disinfect]
aids for
devices i
— devices f]

[SOURCE: G

3.12

medical de
group of m
design and

3.13

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

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

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

[ing or sustaining life;

of conception;

tion of medical devices;

g information by means of in vitro examination of specimens derived friem’the human b

pt achieve its primary intended action by pharmacological, immunological or meta
- on the human body, but which may be assisted in its intended function by such means

ry: Products which may be considered to be medical devices in some jurisdictions but not in o

jon substances;

ersons with disabilities;

hcorporating animal and/or human tissues;

br in vitro fertilization or assisted reproduction technologies.

HTF/SG1/N071:2012, 5.1]

vice family

berformance characteristics related to safety, intended use and function

performanice evaluation

assessment
to achieve if

3.14
post-marks
systematic

and analysisefidata to establish or verify the ability of an in vitro diagnostic medical d¢
s intended\use

pt stirveillance

ody;

bolic

thers

bdical devices manufactired by or for the same organization and having the same basic

vice

process to collect and analyse experience gained from medical devices that have been pl

hced

on the market

3.15
product

result of a process

Note 1 to entry: There are four generic product categories, as follows:

services

hardwar

processe

(e.g. transport);

software (e.g. computer program, dictionary);

e (e.g. engine mechanical part);

d materials (e.g. lubricant).

© ISO 2016 - All rights res
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Many products comprise elements belonging to different generic product categories. Whether the product is
then called service, software, hardware or processed material depends on the dominant element. For example,
the offered product “automobile” consists of hardware (e.g. tyres), processed materials (e.g. fuel, cooling liquid),
software (e.g. engine control software, driver’s manual), and service (e.g. operating explanations given by the

sales

man).

Note 2 to entry: Service is the result of at least one activity necessarily performed at the interface between the
supplier and customer and is generally intangible. Provision of a service can involve, for example, the following:

— a

n activity performed on a customer-supplied tangible product (e.g. automobile to be repaired);

an activity performed on a customer-supplied intangible product (e.g. the income statement needed to

prep

trang
— t

Softy
or pr]

Hard
tang
to as

Note
[SOU

3.16
pury(
prod

Note

3.17
risk
com

Note
[SoU

3.18
risk
syst
eval

Hre a tax return)j;

the delivery of an intangible product (e.g. the delivery of information in the confext o
mission);

he creation of ambience for the customer (e.g. in hotels and restaurants).

vare consists of information and is generally intangible and can be in the fornrof approaches,
ocedures.

ware is generally tangible and its amount is a countable characteristic. Processed materials
ble and their amount is a continuous characteristic. Hardware and processed materials often
goods.

3 to entry: This definition of “product” differs from the definition given in ISO 9000:2015.

RCE: IS0 9000:20052%), 3.4.2, modified]

hased product
uct provided by a party outside the organization’s quality management system

1 to entry: The provision of product dgesmnot necessarily infer a commercial or financial arran

bination of the probability’of-occurrence of harm and the severity of that harm
1 to entry: This definition-of “risk” differs from the definition given in ISO 9000:2015.

RCE: ISO 149712007, 2.16]

management
bmatic. application of management policies, procedures and practices to the tasks o
hating;-¢ontrolling and monitoring risk

[SOL

REE: 1SO 14971:2007, 2.22]

f knowledge

transactions

re generally
are referred

bement.

[ analysing,

3.19

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

[SOURCE: ISO 11607-1:2006, 3.22]

2) Superseded by ISO 9000:2015.

© ISO 2016 - All rights reserved
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3.20

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

Note 1 to entry: The requirements for sterility of a medical device can be subject to applicable regulatory

requirement

s or standards.

4 Quality management system

4.1 General requirements

4.1.1 The|organization shall document a quality management system and maintain its effectivénéss in

accordance with the requirements of this International Standard and applicable regulatory requiremgnts.

The organigation shall establish, implement and maintain any requirement, procedure, activitly or

arrangeme]zrt required to be documented by this International Standard or applicable reguldtory

requiremernts.

The organifgation shall document the role(s) undertaken by the organization under the appli¢able

regulatory requirements.

NOTE Rples undertaken by the organization can include manufacturer,@uthorized representative, impprter

or distributar.

4.1.2 The|organization shall:

a) determjine the processes needed for the quality mianagement system and the applicatign of
these frocesses throughout the organization taking into account the roles undertaken by the
organiZation;

b) apply a risk based approach to the controltef the appropriate processes needed for the qulity
manage¢ment system;

c) determjne the sequence and interaction of these processes.

4.1.3 Forlach quality management/system process, the organization shall:

a) determjne criteria and methods needed to ensure that both the operation and control of these
procesges are effective;

b) ensure|the availability of resources and information necessary to support the operation|and
monitofing of these processes;

c) implementcactions necessary to achieve planned results and maintain the effectiveness of these
procesges;

d) monitor, measure as appropriate, and analyse these processes;

e) establish and maintain records needed to demonstrate conformance to this International Standard

and compliance with applicable regulatory requirements (see 4.2.5).

4.1.4 The organization shall manage these quality management system processes in accordance with
the requirements of this International Standard and applicable regulatory requirements. Changes to be
made to these processes shall be:

a)
b)

evaluated for their impact on the quality management system;

© ISO 2016 - All rights res
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c) controlled in accordance with the requirements of this International Standard and applicable
regulatory requirements.

4.1.5 When the organization chooses to outsource any process that affects product conformity to
requirements, it shall monitor and ensure control over such processes. The organization shall retain
responsibility of conformity to this International Standard and to customer and applicable regulatory
requirements for outsourced processes. The controls shall be proportionate to the risk involved and the
ability of the external party to meet the requirements in accordance with 7.4. The controls shall include
written quality agreements.

4.1.¢—The orgamnization sitattdocument procedures for tie vatidation of the appticationmr of computer
softyare used in the quality management system. Such software applications shall be validgted prior to
initial use and, as appropriate, after changes to such software or its application.

The |specific approach and activities associated with software validation and,‘fevalidatjon shall be
progortionate to the risk associated with the use of the software.

Recdrds of such activities shall be maintained (see 4.2.5).
4.2 | Documentation requirements

4.2.1 General

The guality management system documentation (see 4.2.4),shall include:

a) Hocumented statements of a quality policy and quality objectives;

b) B quality manual;

c) Hocumented procedures and records required by this International Standard;

d) Hocuments, including records, detérmined by the organization to be necessary to|ensure the
pffective planning, operation, and control of its processes;

e) pther documentation specified by applicable regulatory requirements.

4.2.2 Quality manual
The prganization shall'document a quality manual that includes:

a) fhe scope ofthe-quality management system, including details of and justification for ajpy exclusion
br non-application;

b) the decumented procedures for the quality management system, or reference to them;

c) p'description of the interaction between the processes of the quality management systgm.

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

4.2.3 Medical device file

For each medical device type or medical device family, the organization shall establish and maintain one
or more files either containing or referencing documents generated to demonstrate conformity to the
requirement of this International Standard and compliance with applicable regulatory requirements.

The content of the file(s) shall include, but is not limited to:

a) general description of the medical device, intended use/purpose, and labelling, including any
instructions for use;

© IS0 2016 - All rights reserved 7


https://standardsiso.com/api/?name=1c481b95c98323c4eeda95f08c56bf4a

ISO 13485:2016(E)

f)

specifications for product;

procedures for measuring and monitoring;
as appropriate, requirements for installation;

as appropriate, procedures for servicing.

4.2.4 Control of documents

specifications or procedures for manufacturing, packaging, storage, handling and distribution;

Documents

required by the quality management system shall be controlled. Records are a special

of documenjt and shall be controlled according to the requirements given in 4.2.5.

A document

a) review
b) review,
c) ensure
d) ensure
e) ensure
f) ensure

plannin

control
g) preven{
h) prevent
The organi

ed procedure shall define the controls needed to:

and approve documents for adequacy prior to issue;

update as necessary and re-approve documents;

that the current revision status of and changes to documents are identified;

that relevant versions of applicable documents are available at points of use;

that documents remain legible and readily identifiable;

that documents of external origin, determined by the organization to be necessary fo
ed;

deterioration or loss of documents;

the unintended use of obsolete documents and apply suitable identification to them.

ration shall ensure that changes to documents are reviewed and approved either by

type

- the

g and operation of the quality management system, are identified and their distribytion

r the

original approving function or anotherdesignated function that has access to pertinent background

informatiorn

The organi
retained. T}
and tested
but not less|
regulatory

4.2.5 Cor

Records sh

upon which to base its deeistons.

1is period shall engure that documents to which medical devices have been manufact

than the retenition period of any resulting record (see 4.2.5), or as specified by applic
requirements:

trol ofrecords

ll-be maintained to provide evidence of conformity to requirements and of the effe

ration shall define the period for which at least one copy of obsolete documents shalll be

ired

hre available forzatleast the lifetime of the medical device as defined by the organizaltion,

able

Ctive

operation o

the qualily management system.

The organization shall document procedures to define the controls needed for the identification,
storage, security and integrity, retrieval, retention time and disposition of records.

The organization shall define and implement methods for protecting confidential health information
contained in records in accordance with the applicable regulatory requirements.

Records shall remain legible, readily identifiable and retrievable. Changes to a record shall remain
identifiable.

The organization shall retain the records for at least the lifetime of the medical device as defined by the
organization, or as specified by applicable regulatory requirements, but not less than two years from

the medical

device release by the organization.

© ISO 2016 - All rights res
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5 Management responsibility

5.1 Management commitment

Top management shall provide evidence of its commitment to the development and implementation of
the quality management system and maintenance of its effectiveness by:

a) communicating to the organization the importance of meeting customer as well as applicable
regulatory requirements;

b) establishing the quality policy;

c) pnsuring that quality objectives are established;
d) fronducting management reviews;

e) pnsuring the availability of resources.

5.2 | Customer focus

Top management shall ensure that customer requirements and applicable regulatory requirements are
detefmined and met.

5.3 | Quality policy
Top management shall ensure that the quality policy:
a) |s applicable to the purpose of the organization;

b) |ncludes a commitment to comply with réquirements and to maintain the effectivgness of the
uality management system;

c) provides a framework for establishing and reviewing quality objectives;
d) |s communicated and understood within the organization;

e) |sreviewed for continuing suitability.
5.4 | Planning

5.4.1 Quality objectives

Top [management shall ensure that quality objectives, including those needed to meef applicable
regullatory Tequirements and requirements for product, are established at relevant functions and levels
witqin thelorganization. The quality objectives shall be measurable and consistent with the quality policy.

5.4.2 Quality 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 4.1, as well as the quality objectives;

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

© IS0 2016 - All rights reserved 9
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5.5 Resp

onsibility, authority and communication

5.5.1 Responsibility and authority

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

communica

ted within the organization.

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

5.5.2 Ma

nacsement rr—\prpcpntnfivp
(=]

Top manag
has respons

a)
b)

ensurir

reporti
for imp

ensurir
manags

c)

5.5.3 Intg

Top manag
the organiz
managemel

5.6 Manjgement review

5.6.1 General

The organi?
the organi
continuing
improveme
and quality

Records from managemerit yéviews shall be maintained (see 4.2.5).

5.6.2 Rey

The input t¢

tment shall appoint a member of management who, irrespective of other responsibil
ibility and authority that includes:

g that processes needed for the quality management system are documentéd;

hg to top management on the effectiveness of the quality management system and any
Fovement;

g the promotion of awareness of applicable regulatory Frequirements and qu|
ment system requirements throughout the organization.

brnal communication

ement shall ensure that appropriate communication processes are established w
ation and that communication takes place regarding the effectiveness of the qul
It system.

ration shall document procedures for management review. Top management shall re
ration’s quality management system at documented planned intervals to ensur
suitability, adequacy and effectiveness. The review shall include assessing opportunitig
ht and the need for chranges to the quality management system, including the quality p
objectives.

iew inpat

management review shall include, but is not limited to, information arising from:

feedbadke

ties,

heed

ality

thin
ality

view
P its
s for
blicy

a)
b)
c)
d)
€)
f)
g)
h)

audits;

correct

10

complaint handling;

reporting to regulatory authorities;

monitoring and measurement of processes;

monitoring and measurement of product;

ive action;

preventive action;
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i) follow-up actions from previous management reviews;

j) changes that could affect the quality management system;

k) recommendations for improvement;

1) applicable new or revised regulatory requirements.

5.6.3 Review output

5:2016(E)

The output from management review shall be recorded (see 4.2.5) and include the input reviewed and

docicione o d oot o wolarad o
HUUCIOIVUITO dITU dULIVIIO 1T CIdlLUU LU,

any

a)

b)

)
d)

6

6.1
The
a)
b)

6.2

Pers|
edud

The
traiy

The
a)
b)

mprovement needed to maintain the suitability, adequacy, and effectiveness. of
management system and its processes;

mprovement of product related to customer requirements;
Changes needed to respond to applicable new or revised regulatory requirements;

resource needs.

Resource management

Provision of resources
prganization shall determine and provide the resources needed to:
mplement the quality management system and to maintain its effectiveness;

meet applicable regulatory and customemyrequirements.

Human resources

pnnel performing work affectinig product quality shall be competent on the basis of
ation, training, skills and(experience.

ing, and ensuring &wareness of personnel.
prganization shall:
Hetermine.the necessary competence for personnel performing work affecting product

brovidetraining or take other actions to achieve or maintain the necessary competencs

‘)

the quality

hppropriate

organization shall document the process(es) for establishing competence, providing needed

quality;

he
)

bvaluate the effectiveness of the actions taken;

d) ensure that its personnel are aware of the relevance and importance of their activities and how
they contribute to the achievement of the quality objectives;

e) maintain appropriate records of education, training, skills and experience (see 4.2.5).

NOTE

which the training or other action is being provided.

© ISO 2016 - All rights reserved
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6.3 Infrastructure

The organization shall document the requirements for the infrastructure needed to achieve
conformity to product requirements, prevent product mix-up and ensure orderly handling of product.

Infrastructure includes, as appropriate:

a) buildings, workspace and associated utilities;

b) process equipment (both hardware and software);

<)

supporting services (such as transport, communication, or information systems).

The organij
of performi
product qu

control of tlhe work environment and monitoring and measurement.

Records of s

6.4 Work environment and contamination control

641 Wo

The organi
conformity

If the cond
organizatio
and control

The organiz

a)

documyd
person

b) ensure

conditi

NOTE F

6.4.2 Cor

As appropri
or potentia
personnel,

For sterile 1

hg the maintenance activities, when such maintenance activities, or lack thereof, can
hlity. As appropriate, the requirements shall apply to equipment used in production|

uch maintenance shall be maintained (see 4.2.5).

rk environment

vation shall document the requirements for the work/efivironment needed to ach
to product requirements.

itions for the work environment can have an.@dverse effect on product quality,
h shall document the requirements for the work'environment and the procedures to mo
the work environment.

ation shall:

nt requirements for health, cleanliness and clothing of personnel if contact between
nel and the product or work envirfonment could affect medical device safety or performs

that all personnel who are\required to work temporarily under special environme
bns within the work envirfonnment are competent or supervised by a competent person.

irther information can’be found in ISO 14644 and ISO 14698.

tamination control

ate, the organization shall plan and document arrangements for the control of contamin
fly contaminated product in order to prevent contamination of the work environn
r praduct.

ration shall document requirements for the maintenance activities, including the intgrval

fect
the

ieve

the
hitor

such
nce;

bntal

ated
nent,

tion

hedical devices, the organization shall document requirements for control of contaminj

with microorganisms or particulate matter and maintain the required cleanliness during assemb
packaging processes.

7 Product realization

7.1 Planning of product realization

ly or

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.

The organization shall document one or more processes for risk management in product realization.
Records of risk management activities shall be maintained (see 4.2.5).
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In planning product realization, the organization shall determine the following, as appropriate:
a) quality objectives and requirements for the product;

b) the need to establish processes and documents (see 4.2.4) and to provide resources specific to the
product, including infrastructure and work environment;

c) required verification, validation, monitoring, measurement, inspection and test, handling, storage,
distribution and traceability activities specific to the product together with the criteria for product
acceptance;

d) records needed to provide evidence that the realization processes and resulting product meet
Fequirements (see 4.2.5).

The Joutput of this planning shall be documented in a form suitable for the organization’s method of
opernjations.

NOTE Further information can be found in ISO 14971.
7.2 | Customer-related processes

7.2.1 Determination of requirements related to product
The prganization shall determine:

a) requirements specified by the customer, including the.requirements for delivery and ppst-delivery
hctivities;

b) requirements not stated by the customer but necessary for specified or intended use, af known;
c) ppplicable regulatory requirements related-to the product;
d) hny user training needed to ensure specified performance and safe use of the medical device;

e) pny additional requirements determined by the organization.

7.2.2 Review of requirements related to product

The |organization shall réview the requirements related to product. This review shall b¢ conducted
prior to the organizatiéon’s commitment to supply product to the customer (e.g. submission of tenders,
acceptance of contraets'or orders, acceptance of changes to contracts or orders) and shall ensure that:

a) product requirements are defined and documented;
b) Fontraetor order requirements differing from those previously expressed are resolved

c) hpplicable regulatory requirements are met;

d) any user training identified in accordance with 7.2.1 is available or planned to be available;
e) the organization has the ability to meet the defined requirements.
Records of the results of the review and actions arising from the review shall be maintained (see 4.2.5).

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

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

© IS0 2016 - All rights reserved 13
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7.2.3 Communication

The organization shall plan and document arrangements for communicating with customers in

relation to:
a)
b)
c)
d)

product information;
enquiries, contracts or order handling, including amendments;
customer feedback, including complaints;

advisory notices.

The organi
regulatory

7.3 Desij

zation shall communicate with regulatory authorities in accordance with applig
‘equirements.

rn and development

7.3.1 General

The organiz

7.3.2 Des

The organiz
and develo
progresses.

ation shall document procedures for design and development.

ign and development planning

ation shall plan and control the design and developmeért of product. As appropriate, de

able

sign

ment planning documents shall be maintained and tpdated as the design and developient

During design and development planning, the organization'shall document:

gn and development stages;
ew(s) needed at each design and deyvelopment stage;

fication, validation, and design transfer activities that are appropriate at each design
ment stage;

ponsibilities and authorities for design and development;

bthods to ensureCtraceability of design and development outputs to design

a) thedes
b) therev
c) the ver
develoy]
d) theresj
e) the mg¢
develo
f) the resT
7.3.3 Des

Inputs relat]

ment inputs;

urces needéd;including necessary competence of personnel.

ign arid-development inputs

iiigto product requirements shall be determined and records maintained (see 4.2.5). T|

and

and

hese

inputs shall
a)
b)
c)
d)
e)

inciude:

functional, performance, usability and safety requirements, according to the intended use;
applicable regulatory requirements and standards;

applicable output(s) of risk management;

as appropriate, information derived from previous similar designs;

other requirements essential for design and development of the product and processes.

These inputs shall be reviewed for adequacy and approved.

14
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Requirements shall be complete, unambiguous, able to be verified or validated, and not in conflict with
each other.

NOTE Further information can be found in IEC 62366-1.

7.3.4 Design and development outputs
Design and development outputs shall:
a) meetthe input requirements for design and development;

b avdaannranei ot 1 faa bt fo i b oot g o dii oo S d caion oI
proviaeappropriateHrorat oot prutrea S s proaut e oRahaServiee-provision;

c) rontain or reference product acceptance criteria;
d) ppecify the characteristics of the product that are essential for its safe and proper use.

The joutputs of design and development shall be in a form suitable for verification againsf the design
and fdevelopment inputs and shall be approved prior to release.

Recdrds of the design and development outputs shall be maintained (sée4.2.5).

7.3.5 Design and development review

At stitable stages, systematic reviews of design and development shall be performed in|accordance
with planned and documented arrangements to:

a) pvaluate the ability of the results of design and development to meet requirements;
b) |dentify and propose necessary actions.

Partjcipants in such reviews shall include representatives of functions concerned with theg design and
devdlopment stage being reviewed, as well as other specialist personnel.

Recqrds of the results of the reviews and any necessary actions shall be maintained and|include the
identification of the design under review, the participants involved and the date of the review (see 4.2.5).

7.3. Design and development verification

Design and development-verification shall be performed in accordance with planned and documented
arrapgements to ensure that the design and development outputs have met the design and development
inpuft requirements.

eria and, as

with, other
sign inputs

when so connected or interfaced.

Records of the results and conclusions of the verification and necessary actions shall be maintained
(see 4.2.4 and 4.2.5).

7.3.7 Design and development validation

Design and development validation shall be performed in accordance with planned and documented
arrangements to ensure that the resulting product is capable of meeting the requirements for the
specified application or intended use.

The organization shall document validation plans that include methods, acceptance criteria and, as
appropriate, statistical techniques with rationale for sample size.
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Design validation shall be conducted on representative product. Representative product includes
initial production units, batches or their equivalents. The rationale for the choice of product used for
validation shall be recorded (see 4.2.5).

As part of design and development validation, the organization shall perform clinical evaluations or
performance evaluations of the medical device in accordance with applicable regulatory requirements.
A medical device used for clinical evaluation or performance evaluation is not considered to be released
for use to the customer.

If the intended use requires that the medical device be connected to, or have an interface with, other
medical device(s), validation shall include confirmation that the requirements for the specified

application primtended use tave beer et WHeIT SO Conected or iterfaced.

Validation ghall be completed prior to release for use of the product to the customer.

Records of the results and conclusion of validation and necessary actions shall be maintained (see $.2.4
and 4.2.5).

7.3.8 Degign and development transfer

The organigation shall document procedures for transfer of design and development outpufs to
manufactulling. These procedures shall ensure that design and development outputs are verjified
as suitable |[for manufacturing before becoming final production spegifications and that produ¢tion
capability can meet product requirements.

Results and| conclusions of the transfer shall be recorded (see 4.2:5).

7.3.9 Control of design and development changes

The organization shall document procedures to control design and development changes.|The
organization shall determine the significance of thé)change to function, performance, usability, safety
and applicaple regulatory requirements for the medical device and its intended use.

Design and development changes shall be identified. Before implementation, the changes shall be:

a) reviewegd;

b) verified;

c) validat¢d, as appropriate;

d) approved.

The review|of designand development changes shall include evaluation of the effect of the changgs on
constituent|parts-and product in process or already delivered, inputs or outputs of risk management
and product realization processes.

Records of ¢h theirreview-and-any-necessary-ac Hions-shall-be-maintained{(s

TO oty e CCosar y aCttiUTTs STt

7.3.10 Design and development files

The organization shall maintain a design and development file for each medical device type or medical
device family. This file shall include or reference records generated to demonstrate conformity to the
requirements for design and development and records for design and development changes.

16
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Purchasing

7.4.1 Purchasing process

5:2016(E)

The organization shall document procedures (see 4.2.4) to ensure that purchased product conforms to

spec

ified purchasing information.

The organization shall establish criteria for the evaluation and selection of suppliers. The criteria shall be:

a) based on the supplier’s ability to provide product that meets the organization’s requirements;

b)
‘)
d)

The
mee
shal

Non
risk

Recq
perf

7.4.

Purd
appr

d)

The
com

Purd

organization‘of changes in the purchased product prior to implementation of any change

the 2

To t}

based o the performmance of thesuppher;
based on the effect of the purchased product on the quality of the medical device;

proportionate to the risk associated with the medical device.

[ing requirements for the purchased product shall be monitored. The‘results of the
provide an input into the supplier re-evaluation process.

hssociated with the purchased product and compliance withlapplicable regulatory req

rds of the results of evaluation, selection, monitoring and re-evaluation of supplier c
brmance and any necessary actions arising from theseactivities shall be maintained (s

. Purchasing information

hasing information shall describe or reférence the product to be purchased, i
opriate:

broduct specifications;

Fequirements for product acceptarce, procedures, processes and equipment;
Fequirements for qualification of supplier personnel;

quality management system requirements.

organization shall“énsure the adequacy of specified purchasing requirements pr
munication to thé-supplier.

hasing infermation shall include, as applicable, a written agreement that the supplie

bility.of the purchased product to meet specified purchase requirements.

organization shall plan the monitoring and re-evaluation of suppliersoStupplier performance in

monitoring

fulfilment of purchasing requirements shall be addressed with'the supplier proportixnate to the

irements.

apability or
be 4.2.5).

hcluding as

or to their

r notify the
that affect

éextentrequired for traceability given in 7.5.9, the organization shall maintain relevant

purchasing

information in the form of documents (see 4.2.4) and records (see 4.2.5).

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 purchasing requirements. The extent of verification activities
shall be based on the supplier evaluation results and proportionate to the risks associated with the
purchased product.

When the organization becomes aware of any changes to the purchased product, the organization shall
determine whether these changes affect the product realization process or the medical device.

© ISO 2016 - All rights reserved
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When the organization or its customer intends to perform verification at the supplier’s premises,
the organization shall state the intended verification activities and method of product release in the
purchasing information.

Records of the verification shall be maintained (see 4.2.5).
7.5 Production and service provision

7.5.1 Control of production and service provision

and.se ice provision sh hbe 1 nned ied o monitored nd-con olled to en that

Production S 3 . onitg - ontrc 0 ens
forms to specification. As appropriate, production controls shall include but are not linfitgd to:

product co

a) documgntation of procedures and methods for the control of production (see 4.2.4);
b) qualifigation of infrastructure;

c) implementation of monitoring and measurement of process parameters and product characterigtics;
d) availabjlity and use of monitoring and measuring equipment;

e) implementation of defined operations for labelling and packaging;

f) implementation of product release, delivery and post-delivery agetivities.

The organization shall establish and maintain a record (see 4.2.5)*for each medical device or batth of
medical deyices that provides traceability to the extent spegified in 7.5.9 and identifies the amjunt
manufactured and amount approved for distribution. The re€ord shall be verified and approved.

7.5.2 Cleanliness of product

The organization shall document requirements for-cleanliness of product or contamination control of
product if:

a) productis cleaned by the organization prior to sterilization or its use;

b) product is supplied non-sterile afid is to be subjected to a cleaning process prior to sterilizati¢n or
its use;

c) productcannotbe cleaned‘prior to sterilization or its use, and its cleanliness is of significance inf use;
d) productis supplied to\be used non-sterile, and its cleanliness is of significance in use;
e) procesyagents areto be removed from product during manufacture.

If product ig cleafied in accordance with a) or b) above, the requirements contained in 6.4.1 do not dpply
prior to the|cleaning process.

7.5.3 Installation activities

The organization shall document requirements for medical device installation and acceptance criteria
for verification of installation, as appropriate.

If the agreed customer requirements allow installation of the medical device to be performed by an
external party other than the organization or its supplier, the organization shall provide documented
requirements for medical device installation and verification of installation.

Records of medical device installation and verification of installation performed by the organization or
its supplier shall be maintained (see 4.2.5).
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7.5.4 Servicing activities

If servicing of the medical device is a specified requirement, the organization shall document servicing
procedures, reference materials, and reference measurements, as necessary, for performing servicing
activities and verifying that product requirements are met.

The organization shall analyse records of servicing activities carried out by the organization or its
supplier:

a) todetermine if the information is to be handled as a complaint;

b) asappropriate, for input to the improvement process

Recqrds of servicing activities carried out by the organization or its supplier shall’be maintained
(seel4.2.5).

7.5.% Particular requirements for sterile medical devices

The |organization shall maintain records of the sterilization process. parameters usgd for each
sterilization batch (see 4.2.5). Sterilization records shall be traceable~to each productipn batch of
medjcal devices.

7.5.¢ Validation of processes for production and service provision

The prganization shall validate any processes for production and service provision where the resulting
output cannot be or is not verified by subsequent monitering or measurement and, as a cpnsequence,
defigiencies become apparent only after the product isiti use or the service has been delivered.

Validation shall demonstrate the ability of these pfocesses to achieve planned results consigtently.
The prganization shall document procedures.for validation of processes, including:
a) fefined criteria for review and apprewval of the processes;

b) Equipment qualification and qualification of personnel;

c) pse of specific methods, precedures and acceptance criteria;

d) hsappropriate, statistical techniques with rationale for sample sizes;

e) requirements forrecords (see 4.2.5);

f) revalidationyineluding criteria for revalidation;

g) ppprovalof changes to the processes.

The prganization shall document procedures for the validation of the application of computer software
used improduction and service provision. Such software applications shall be validated prjor to initial
use and, as appropriate, after changes to such software or 1ts application. The specific approach and
activities associated with software validation and revalidation shall be proportionate to the risk
associated with the use of the software, including the effect on the ability of the product to conform to
specifications.

Records of the results and conclusion of validation and necessary actions from the validation shall be
maintained (see 4.2.4 and 4.2.5).

7.5.7 Particular requirements for validation of processes for sterilization and sterile
barrier systems

The organization shall document procedures (see 4.2.4) for the validation of processes for sterilization
and sterile barrier systems.
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Processes for sterilization and sterile barrier systems shall be validated prior to implementation and
following product or process changes, as appropriate.

Records of the results and, conclusion of validation and necessary actions from the validation shall be

maintained (see 4.2.4 and 4.2.5).
NOTE Further information can be found in ISO 11607-1 and ISO 11607-2.
7.5.8 Identification

The organization shall document procedures for product identification and identify product by suitable

means thropghout product reatization.

The organjzation shall identify product status with respect to monitoring and medsSurement
requirements throughout product realization. Identification of product status shall be-maintdined
throughout|production, storage, installation and servicing of product to ensure that only product|that
has passed the required inspections and tests or released under an authorized concessien is dispat¢hed,
used or instjalled.

If required py applicable regulatory requirements, the organization shall documrent a system to agsign
unique device identification to the medical device.

The organization shall document procedures to ensure that medical devices returned to| the
organizatioh are identified and distinguished from conforming product.

7.5.9 Traceability

7.59.1 General

The organization shall document procedures for traceability. These procedures shall define the eftent
of traceability in accordance with applicable regulatory requirements and the records to be maintdined
(see 4.2.5).

7.5.9.2 Particular requirements for implantable medical devices

The recordg required for traceability(shall include records of components, materials, and conditions for
the work entvironment used, if these/could cause the medical device not to satisfy its specified safety
and performance requirements.

The organization shall requife that suppliers of distribution services or distributors maintain redords
of the distrjibution of medical devices to allow traceability and that these records are availablg for
inspection.

Records of the namme and address of the shipping package consignee shall be maintained (see 4.2.5).
7.5.10 Customer property

The organization shall identify, verify, protect, and safeguard customer property provided for use
or incorporation into the product while it is under the organization’s control or being used by the
organization. If any customer property is lost, damaged or otherwise found to be unsuitable for use, the
organization shall report this to the customer and maintain records (see 4.2.5).

7.5.11 Preservation of product

The organization shall document procedures for preserving the conformity of product to requirements
during processing, storage, handling, and distribution. Preservation shall apply to the constituent parts
of a medical device.
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The organization shall protect product from alteration, contamination or damage when exposed to
expected conditions and hazards during processing, storage, handling, and distribution by:

a) designing and constructing suitable packaging and shipping containers;

b) documenting requirements for special conditions needed if packaging alone cannot provide
preservation.

If special conditions are required, they shall be controlled and recorded (see 4.2.5).

7.6 Control of monitoring and measuring equipment

The |organization shall determine the monitoring and measurement to be undentak

monfitoring and measuring equipment needed to provide evidence of conformity) of
detefmined requirements.

The

bn and the
product to

organization shall document procedures to ensure that monitoring arid“measurenjent can be

pasurement

Pasurement
h standards

h

Fing results

carrfed out and are carried out in a manner that is consistent with the monitoring and m
requirements.
As npcessary to ensure valid results, measuring equipment shall:
a) pe calibrated or verified, or both, at specified intervals, 6r prior to use, against m
standards traceable to international or national measurement standards: when no suc
bxist, the basis used for calibration or verification shalkbe recorded (see 4.2.5);
b) pe adjusted or re-adjusted as necessary: such adjustments or re-adjustments shall e recorded
[see 4.2.5);
c) have identification in order to determine its@alibration status;
d) pe safeguarded from adjustments thatwould invalidate the measurement result;
e) pe protected from damage and deterioration during handling, maintenance and storagg.
The prganization shall perform calibration or verification in accordance with documented procedures.
In agldition, the organization(shall assess and record the validity of the previous measu
wheh the equipment is found-not to conform to requirements. The organization shall take

actiqn in regard to the equipment and any product affected.

Recqdrds of the resultsiof calibration and verification shall be maintained (see 4.2.5).

The
used
valig
The

Prog

hppropriate

prganizatien:shall document procedures for the validation of the application of compu

er software

for the monitoring and measurement of requirements. Such software applicatiops shall be
ated.prior to initial use and, as appropriate, after changes to such software or its japplication.
spécific approach and activities associated with software validation and revalidation shall be
orfionate to the risk associated with the use of the software, including the effect on the ability of

the product to conform to specifications.

Records of the results and conclusion of validation and necessary actions from the validation shall be
maintained (see 4.2.4 and 4.2.5).

NOTE Further information can be found in ISO 10012.
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8 Measurement, analysis and improvement

8.1 General

The organization shall plan and implement the monitoring, measurement, analysis and improvement

processes n

eeded to:

a) demonstrate conformity of product;

b) ensure

conformity of the quality management system;

c) mainta

This shall
extent of th

8.2 Moni

8.2.1 Fee

n the erfectiveness of the quality management system.

nclude determination of appropriate methods, including statistical technique§,;yand
Pir use.

toring and measurement

dback

As one of
shall gath
requireme

The organi
include proy

The inform
for monito}
improveme

If applicabl
production

8.2.2 Cor

The organi
applicable 1

These proce

and monitor information relating to whether the organization has met cust
ts. The methods for obtaining and using this information'shall be documented.

t%re measurements of the effectiveness of the quality management system, the organiz:

vation shall document procedures for the feedback-process. This feedback process
Fisions to gather data from production as well as post-production activities.

the

ition

pmer

hall

htion gathered in the feedback process shall serve as potential input into risk manage
ing and maintaining the product requiréments as well as the product realizati
ht processes.

e regulatory requirements require the organization to gain specific experience from
pctivities, the review of this experierice shall form part of the feedback process.

hplaint handling

zation shall document. procedures for timely complaint handling in accordance
egulatory requirements.

dures shall incliide at a minimum requirements and responsibilities for:

a) receivi
b)

<)

g and recarding information;

evaluatiing infermation to determine if the feedback constitutes a complaint;

investigating complaints;

OE

ent
or

host-

with

d)
e)
f)

determ

determining the need to report the information to the appropriate regulatory authorities;

handling of complaint-related product;

ining the need to initiate corrections or corrective actions.

If any complaint is not investigated, justification shall be documented. Any correction or corrective
action resulting from the complaint handling process shall be documented.

If an investigation determines activities outside the organization contributed to the complaint, relevant
information shall be exchanged between the organization and the external party involved.

Complaint handling records shall be maintained (see 4.2.5).
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Reporting to regulatory authorities
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If applicable regulatory requirements require notification of complaints that meet specified reporting
criteria of adverse events or issuance of advisory notices, the organization shall document procedures
for providing notification to the appropriate regulatory authorities.

Records of reporting to regulatory authorities shall be maintained (see 4.2.5).

8.2.4

Internal audit

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

manfpgement system:

a) Fonforms to planned and documented arrangements, requirements of this Intern@tional Standard,
juality management system requirements established by the organizationy and applicable
Fegulatory requirements;

b) |s effectively implemented and maintained.

The |organization shall document a procedure to describe the responsibilities and requifements for

plan[‘ling and conducting audits and recording and reporting audit results.

An apdit program shall be planned, taking into consideration the §tatus and importance of tHe processes

and prea to be audited, as well as the results of previous audits/The audit criteria, scope, interval and

methods shall be defined and recorded (see 4.2.5). The selection of auditors and conduct of

ensu

Recd
the ¢

The
and
caus|
verif

NOTE

8.2.5

The
qual
achi
be t3

8.2.¢ Monitoring and measurement of product

The

re objectivity and impartiality of the audit process. Auditors shall not audit their own ¥

rds of the audits and their results, including identification of the processes and areas
onclusions, shall be maintained (see 4.2.5).

management responsible for the area being audited shall ensure that any necessary
corrective actions are taken without undue delay to eliminate detected nonconformiti
es. Follow-up activities shall include-the verification of the actions taken and the j
ication results.

Further information can be found in ISO 19011.

S

b Monitoring and measurement of processes

prganization shallapply suitable methods for monitoring and, as appropriate, measursg

bve planned results. When planned results are not achieved, correction and corrective
ken, as apprepriate.

audits shall
vork.

hudited and

corrections
bs and their
eporting of

ment of the

ity management system processes. These methods shall demonstrate the ability of the processes to

action shall

rganization shall monitor and measure the characteristics of the product to verify t

at product

requirements have been met. This shall be carried out at applicable stages of the product realization
process in accordance with the planned and documented arrangements and documented procedures.

Evidence of conformity to the acceptance criteria shall be maintained. The identity of the person
authorizing release of product shall be recorded (see 4.2.5). As appropriate, records shall identify the
test equipment used to perform measurement activities.

Productrelease and service delivery shall not proceed until the planned and documented arrangements
have been satisfactorily completed.

For implantable medical devices, the organization shall record the identity of personnel performing any
inspection or testing.
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8.3 Control of nonconforming product

8.3.1 General

The organization shall ensure that product which does not conform to product requirements is
identified and controlled to prevent its unintended use or delivery. The organization shall document
a procedure to define the controls and related responsibilities and authorities for the identification,
documentation, segregation, evaluation and disposition of nonconforming product.

The evaluation of nonconformity shall include a determination of the need for an investigation and

notification

of any external party responsible for the nonconformity.

Records of t
any investig

8.3.2 Act
The organiz
a)
b) taking
c)
The organi
justificatior

of the acce
maintained

taking

authori

8.3.3 Act

When nonc
action appr
shall be ma

The organiz
regulatory 1
of actions r

8.3.4 Rey

The organi
account the|
same reviey

ation and the rationale for decisions shall be maintained (see 4.2.5)

jons in response to nonconforming product detected before delivery

ation shall deal with nonconforming product by one or more of the following ways:
iction to eliminate the detected nonconformity;

ction to preclude its original intended use or application;

zing its use, release or acceptance under concession.

vation shall ensure that nonconforming product isvaccepted by concession only if
is provided, approval is obtained and applicable régulatory requirements are met. Red

(see 4.2.5).

jons in response to nonconforming product detected after delivery

bnforming product is detected aftér-delivery or use has started, the organization shall
ppriate to the effects, or potential effects, of the nonconformity. Records of actions t
ntained (see 4.2.5).

ation shall document procedures for issuing advisory notices in accordance with applig
equirements. These procedures shall be capable of being put into effect at any time. Red
blating to the issuanee-of advisory notices shall be maintained (see 4.2.5).

vork

ration sh@ll' perform rework in accordance with documented procedures that takes
potential adverse effect of the rework on the product. These procedures shall underg
v arid‘approval as the original procedure.

he nature of the nonconformities and any subsequent action taken, including the evalua]tion,

the
ords

btance by concession and the identity of the person authorizing the concession shall be

take
hken

able
ords

into
the

After the co

mptetiom of Tework; productshattbe verifiedtoensure that it meetsappticabte accept

criteria and regulatory requirements.

Records of rework shall be maintained (see 4.2.5).

8.4 Analysis of data

ance

The organization shall document procedures to determine, collect and analyse appropriate data
to demonstrate the suitability, adequacy and effectiveness of the quality management system. The
procedures shall include determination of appropriate methods, including statistical techniques and
the extent of their use.
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The analysis of data shall include data generated as a result of monitoring and measurement and from
other relevant sources and include, at a minimum, input from:

a) feedback;

b) conformity to product requirements;

c) characteristics and trends of processes and product, including opportunities for improvement;
d) suppliers;

e) audits;

f) pervice reports, as appropriate.

If the analysis of data shows that the quality management system is not suitable, adequate pr effective,
the grganization shall use this analysis as input for improvement as required in 8:5)

Recdrds of the results of analyses shall be maintained (see 4.2.5).
8.5 | Improvement

8.5.1 General

The |organization shall identify and implement any changes. necessary to ensure and njaintain the
contjnued suitability, adequacy and effectiveness of the quality management system as wel| as medical
devife safety and performance through the use of the quality policy, quality objectives, audit riesults, post-
market surveillance, analysis of data, corrective actioiis; preventive actions and management review.

8.5.2 Corrective action

The |organization shall take action to eliminate the cause of nonconformities in order| to prevent
recufrrence. Any necessary corrective:actions shall be taken without undue delay. Corrective actions
shal] be proportionate to the effects ©fjthe nonconformities encountered.

The prganization shall documentaprocedure to define requirements for:

a) reviewing nonconformitiées (including complaints);

b) fetermining the causes of nonconformities;

c) pvaluating the‘need for action to ensure that nonconformities do not recur;

d) planningand documenting action needed and implementing such action, including, as appropriate,
ipdating.documentation;

e) perifying that the corrective action does not adversely affect the ability to meef applicable

pgn]afr\ry rﬂqnirnmpnfc orthe CQpr}I and pprfnrmanrn ofthe medical r]nvir‘n;

f) reviewing the effectiveness of corrective action taken.

Records of the results of any investigation and of action taken shall be maintained (see 4.2.5).

8.5.3 Preventive action

The organization shall determine action to eliminate the causes of potential nonconformities in order
to prevent their occurrence. Preventive actions shall be proportionate to the effects of the potential
problems.

The organization shall document a procedure to describe requirements for:

a) determining potential nonconformities and their causes;
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b) evaluating the need for action to prevent occurrence of nonconformities;

c) planning and documenting action needed and implementing such action, including, as appropriate,
updating documentation;

d) verifying that the action does not adversely affect the ability to meet applicable regulatory
requirements or the safety and performance of the medical device;

e) reviewing the effectiveness of the preventive action taken, as appropriate.

Records of the results of any investigations and of action taken shall be maintained (see 4.2.5).
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Annex A
(informative)

5:2016(E)

Comparison of content between I1SO 13485:2003 and

ISO 13485:2016

Tabl
with

Table A.1 — Comparison of content between I1SO 13485:2003 and I1SQ 13485:2

A1 &l &l 1 : alas P Ll Laad s 1.Ca pa | daco 1240 .973014 0 d
C7T. L OUtImMesS e tNarges N tNTs TUItIon o tiis e irationar stantara (o9 LJTUJ.LULL) compare

the previous edition (ISO 13485:2003).

D16

Clause in ISO 13485:2016

Comment on change compared with ISO 13485:2003

Fore

ord

— Clarifies the effect of the third edition of this International Standard.

Intro

0.1G

duction

bneral

— Includes substantially more detail related to the nature of the organization
International Standard’s requirements and the life-eycle stages covered.

— Explains that the requirements can be used/bysuppliers or other external p|
voluntarily or as a result of contract arrangements.

— Alerts organizations about their obligations related to regulatory requirem
on quality management systems.

— Alerts organizations about différences in local regulation definitions and th
to understand how these definitions will affect their quality management syste

— Adds the obligation to meet the organization’s own quality management g
quirements.

— Specifically calls gut the focus on the necessity to “meet customer and appli
ry requirements for'safety and performance.”

— Emphasizésthat the product requirements that are important are those rel
and performance.

— Adds\two influences on the nature of the quality management system that w
originallisting (organizational environment and regulatory requirements).

— Clarifies that the organization does not have to align its documentation to t
structure of this International Standard.

Fovered by this
arties either
ents focused
pir obligation
n.

ystem re-
Fable regulato-
ted to safety

ere not in the

he clause

arification of concepts

— Adds two additional criteria associated with the description of appropriate
— compliance with regulatory requirements;
— therequirement is necessary for the organization to manage risks.

— Limits application of risk to the safety or performance requirements of the 1
or meeting applicable regulatory requirements.

— Clarifies that the term “documented” includes the need to establish, implen
maintain.

— Clarifies that the term “product” applies to outputs that are intended for, or
customer, or any intended output resulting from a product realization process.

equirements:

hedical device

hent and

required by, a

0.3P

Loc8ss-anbroach
Tr

Exyplanationofnrocessannrgach extended
r 1 3 130 3

0.4 Relationship with ISO 9001

— States the relationship between ISO 13485:2016 and ISO 9001.

— Indicates the structural relationship between ISO 13485:2016 and ISO 9001:2015 will be

outlined in Annex B.

— The use of italic text within standard to indicate changes from ISO 9001:2008 has been

eliminated.
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Table A.1 (continued)

Clause in ISO 13485:2016

Comment on change compared with ISO 13485:2003

1 Scope

— Indicates the applicability of this International Standard to organizations that are in-
volved in one or more stages of the life-cycle of a medical device.

— Indicates that this International Standard can also be used by suppliers or external parties
that provide product, including quality management system-related services to medical
device organizations.

— Specifically calls out the responsibilities for monitoring, maintaining, and controlling
outsourced processes.

— Expands requirements that can be not applicable to those in Clauses 6 and 8.

——Chariffesthatthe termr“regutatory requiTenments“ nciudes statutes; Tegutations; orat
nances or directives and limits the scope of the “applicable regulatory requirements” tg

those requirements for the quality management system and the safety or performarnce offthe
medical device.

3 Terms and dd

finitions

— Several new definitions added and some existing definitions refined.

4 Quality mand

4.1 General red

gement system

uirements

— Added requirement to document the role(s) of the organization.

— Requires the determination of processes “taking into account the roles undertaken by the

organization.”

— Requires the application of a “risk based approach to the ¢ontrol of the appropriate py
cesses needed for the quality management system.”

— Adds requirements related to changes to processes.

— Added requirements related to validation of the application of computer software usdd in
the quality management system.

4.2 Documentd

tion requirements

Includes control of records within the document control requirements.
Lists the documents that would be included\in the medical device file.
New requirement related to protection of confidential health information.

New requirement related to deterioration and loss of documents

5.6 Manageme

ht review

— Includes requirement for the‘documentation of one or more procedures for managemgnt

review and the requirement for management reviews at “documented planned intervals”

— Lists of inputs and outputs of management review have been expanded.

6.2 Human res

urces

— New requirementfor documentation processes of establishing competence, providing
needed training and ensuring awareness of personnel.

6.3 Infrastruct]

ure

— Adds requirement that infrastructure prevents product mix-up and ensure orderly hg
dling of preduct.

— Addsinformation system to the listing of supporting services.

6.4 Work envir
tion control

pbnment and contamina-

~\Added documentation requirements for work environment.

#— Added requirement related to control of contamination with microorganism or partiqulate

matter for sterile medical devices.

7.1 Planning of]

product realizatjen

Added requirements to list.

7.2 Customer-r]

plated processes

Added requirements to list.

New requirement related to communication with regulatory authorities.

7.3.2 Design an

d deyelopment planning

Added requirements to list.

Eliminated the requirement related to the management of the interfaces between difflerent

paey H lzed-in-d-

upsirvelvedin-desicnand-development

7.3.3 Design and development inputs

Added requirements to list.

Added requirement that the requirements shall be able to be verified or validated.

7.3.5 Design and development review

Added details of the contents of records.

7.3.6 Design and development verification

Added requirement for documentation of verification plans and interface considerations.

Requirement added for records of verification.

7.3.7 Design and development validation

Added requirement for documentation of validation plans, product to be used for valida-
tion and interface considerations. Requirement added for records of validation.

7.3.8 Design and development transfer

— New sub-clause added.

7.3.9 Control o
ment changes

f design and develop-

— Adds the requirement that the evaluation of the change effect should be made on products
in process and on the outputs of risk management and product realization processes

— Added detail to consider in the determination of the significance of a design and develop-
ment changes.
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