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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.
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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 exf at-patrties—providingproduc e g Trawmraterials;—ce v STER
devices, sterilization services, calibration services, distribution services, maintenance services) to'su
organizations. The supplier or external party can voluntarily choose to conform to the requirements|of
this Interpnational Standard or can be required by contract to conform.

e 1 UV IU U U Uubd L) U1\

Several jurisdictions have regulatory requirements for the application of quality managemient systeins
by organjzations with a variety of roles in the supply chain for medical devices. Gonisequently, this
Internatipnal Standard expects that the organization:

j=H

— identiifies its role(s) under applicable regulatory requirements;
— identjifies the regulatory requirements that apply to its activities underthese roles;
— incorjporates these applicable regulatory requirements within itsiquality management system.

The definlitions in applicable regulatory requirements differ fromration to nation and region to regign.
The organization needs to understand how the definitions.in"this International Standard will pe
interpreted in light of regulatory definitions in the jurisdictions in which the medical devices are mafde
available

This Intefnational Standard can also be used by interjial and external parties, including certificatipn
bodies, t¢ assess the organization’s ability to meetcustomer and regulatory requirements applicable
to the quplity management system and the organization’s own requirements. It is emphasized that the
quality management system requirements specified in this International Standard are complementajry
to the t¢chnical requirements for product that are necessary to meet customer and applicalle
regulatony requirements for safety and performance.

The adoption of a quality management system is a strategic decision of an organization. The design ahd
implementation of an organizatidn’s quality management system is influenced by the:

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

b) orgaIization'S varying needs;
c) organization'sparticular objectives;

d) prodyict’the 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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0.2 Clarification of concepts

2016(E)

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

— 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;
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— the organization to carry out corrective action;
— the organization to manage risks.

When the term “risk” is used, the application of the term within the scope_of.this Inte
Standard pertains to safety or performance requirements of the medical device or
applicable regulatory requirements.

When a requirement is required to be “documented”, it is alsonrequired to be es
implemented and maintained.

When the term “product” is used, it can also mean “service”\Product applies to outp
intended for, or required by, a customer, or any intended output resulting from a productr
process.

When the term “regulatory requirements” is used, it.encompasses requirements contain
law applicable to the user of this International Standard (e.g. statutes, regulations, ordi

quality management system and the safety or<performance of the medical device.
this International Standard, the following werbal forms are used:

“shall” indicates a requirement;

“should” indicates a recommendation;

“may” indicates a permission;

“can” indicates a possibility or a capability.

formation marked-as’ “NOTE” is for guidance in understanding or clarifying the a
quirement.

.B Process approach

1is Interfational Standard is based on a process approach to quality management. Any ac]
ceives_input and converts it to output can be considered as a process. Often the output
ocess'directly forms the input to the next process.

rnational
meeting

rablished,

ut that is
balization

ed in any
hances or

directives). The application of the term “regulatory requirements” is limited to requirements for the

ssociated

ivity that
from one

Foran organization to function eifectively, 1t needs to 1dentily 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.

© IS0 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 reguirenrentsof 156966+ thatare motappropriateasregulatory requirenrents—Becauseof
these exdlusions, organizations whose quality management systems conform to this International
Standard|cannot claim conformity to ISO 9001 unless their quality management system meetS§_all the

requirements of ISO 9001.

0.5 Compatibility with other management systems

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

viii © ISO 2016 - All rights reserved
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ganization needs to demonstrate its ability to provide medical devices and related séery
nsistently meet customer and applicable regulatory requirements. Such organizations,can bg
one or more stages of the life-cycle, including design and development, produetion, stq
Stribution, installation, or servicing of a medical device and design and development or pr
sociated activities (e.g. technical support). This International Standard can alsobe used by
external parties that provide product, including quality management systefisrelated servic
ganizations.

quirements of this International Standard are applicable to organizations regardless of
d regardless of their type except where explicitly stated. Wherever requirements are sp
plying to medical devices, the requirements apply equally to associated services as suppli
ganization.

le processes required by this International Standard that are applicable to the organiz
e not performed by the organization, are the responsibility of the organization and are 4
I in the organization’s quality management system by monitoring, maintaining, and contr
ocesses.

applicable regulatory requirements permit€xclusions of design and development controls

used as a justification for their exclusion\from the quality management system. These r
quirements can provide alternative approaches that are to be addressed in the quality ma
stem. It is the responsibility of thle organization to ensure that claims of conformit
Lernational Standard reflect any,exelusion of design and development controls.

any requirement in Clauses.6,77 or 8 of this International Standard is not applicable d
tivities undertaken by the\erganization or the nature of the medical device for which th
hnagement system is applied, the organization does not need to include such a requirem
ality management system. For any clause that is determined to be not applicable, the org
cords the justification as described in 4.2.2.

Normative references

Hispensable for its application. For dated references, only the edition cited applies. For
fererices, the latest edition of the referenced document (including any amendments) applies

where an
rices that
involved
rage and
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bs to such
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le follewirig documents, in whole or in part, are normatively referenced in this documenft and are

undated

1SO 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.
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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:

— useo

— modi

f a medical device,

fication of a medical device,

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

— destijuction of a medical device

Note 1 to gntry: Issuance of an advisory notice can be required to comply with applicable regulatory requirements.
3.2

authorized representative

natural of legal person established within a country or jurisdiction who has received @written manddte
from the|manufacturer to act on his behalf for specified tasks with regard to thellatter’s obligations
under that country or jurisdiction’s legislation

[SOURCE{ GHTF/SG1/N055:20009, 5.2]

3.3

clinical gvaluation

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

[SOURCE{ GHTF/SG5/N4:2010, Clause 4]

3.4

complaint

written, plectronic or oral communication that-alleges deficiencies related to the identity, quality,
durability, reliability, usability, safety or perfornrance of a medical device that has been released frqgm
the orgarlization’s control or related to a service that affects the performance of such medical deviceg
Note 1 to ¢ntry: This definition of “complaint” differs from the definition given in ISO 9000:2015.

3.5

distribugor

natural of legal person in the.supply chain who, on his own behalf, furthers the availability of a medi¢al
device to|the end user

Note 1 to ¢ntry: More thamene distributor may be involved in the supply chain.

Note 2 to ¢ntry: Persons in the supply chain involved in activities such as storage and transport on behalf of the
manufactyrer, importer or distributor, are not distributors under this definition.

[SOURCE| GHTF/SG1/N055:2009, 5.3]

3.6

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

— repla

ce an epithelial surface or the surface of the eye, and

— remain 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 reserved
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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

labet—irstructions—for—use—and arny other—informationr—that—isretated—to—identiftcatiomjtechnical
dgscription, intended purpose and proper use of the medical device, but excluding shipping‘dgcuments

[SDURCE: GHTF/SG1/N70:2011, Clause 4]

3.9
life-cycle
all phases in the life of a medical device, from the initial conception to final decommissigning and
dipposal

[SPURCE: ISO 14971:2007, 2.7]

3.10
manufacturer
ndtural or legal person with responsibility for design and /ermanufacture of a medical devicg¢ with the
intention of making the medical device available for use,.under his name; whether or not such p medical
dgvice is designed and/or manufactured by that personhimself or on his behalf by another pearson(s)

Ndte 1 to entry: This “natural or legal person” has ultimate legal responsibility for ensuring compl{ance with
all applicable regulatory requirements for the medical devices in the countries or jurisdictions where it is
intended to be made available or sold, unless this xesponsibility is specifically imposed on another perjson by the
Regulatory Authority (RA) within that jurisdictien.

Ndte 2 to entry: The manufacturer’s respgnsibilities are described in other GHTF guidance documepts. These
regponsibilities include meeting both pre-market requirements and post-market requirements, such as adverse
event reporting and notification of corrective actions.

Ndte 3 to entry: “Design and/or\manufacture”, as referred to in the above definition, may include spgcification
deyvelopment, production, fabrication, assembly, processing, packaging, repackaging, labelling, relabelling,
st¢rilization, installation, or'remanufacturing of a medical device; or putting a collection of devices, anjd possibly
other products, together'for a medical purpose.

Naqte 4 to entry: Any-person who assembles or adapts a medical device that has already been supplied by another
perrson for an individual patient, in accordance with the instructions for use, is not the manufacturer, provided
the assembly exadaptation does not change the intended use of the medical device.

Ndte 5 tosentry: Any person who changes the intended use of, or modifies, a medical device without acting on
behalfofthe original manufacturer and who makes it available for use under his own name, should be qonsidered
the manufacturer of the modified medical device.

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.

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]

© ISO 2016 - All rights reserved 3
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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:

and does
means, in

Note 1 to ¢
include:

[SOURCE

3.12
medical
group of
design an

3.13

perform
assessme
to achiev

3.14
post-mai
systemat
on the m4

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

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

inve

supp
cont
disin

prov

disinfd
aids fo
device

device

prting or sustaining life;
ol of conception;

fection of medical devices;

or on the human body, but which may be assisted in its intended finction by such means

ction substances;

r persons with disabilities;

s incorporating animal and/or human tissues;

s for in vitro fertilization or assisted reproductien technologies.

GHTF/SG1/N071:2012, 5.1]

levice family
medical devices manufactured by or for the same organization and having the same ba
d performance characteristics related to safety, intended use and function

hnce evaluation

b its intendeduse

ket surveillance
c process to collect and analyse experience gained from medical devices that have been plac

irket

tigation replacement modification or support ofthe anatomv orof a nhvsiological nrocess:
(=] 4 r 4 4 rr J r="J O r

ding information by means of in vitro examination of specimens derived fromthe human body;

not achieve its primary intended action by pharmacological, imnmunological or metabolic

entry: Products which may be considered to be medical devices in,sonie jurisdictions but not in othérs

bic

nt and analysis-0fdata to establish or verify the ability of an in vitro diagnostic medical device

3.15
product
result of a process

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

services (e.g. transport);

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

hardware (e.g. engine mechanical part);

processed materials (e.g. lubricant).

© ISO 2016 - All rights reserved
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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
salesman).

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:

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

pr

trg

Sol
or

H4
ta
to
Nd
[S

3.

purchased product

pT]
N(

3.
ri

combination of the probability of occurrence of harm and the severity of that harm

Nd
[S

3.
ri
Syl
ev

[S

an activity performed on a customer-supplied intangible product (e.g. the Income statement
epare a tax return);

the delivery of an intangible product (e.g. the delivery of information in the context of I
nsmission);

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

ftware consists of information and is generally intangible and can be in the fornl of approaches, tr
procedures.

rdware is generally tangible and its amount is a countable characteristic! Processed materials are
hgible and their amount is a continuous characteristic. Hardware and‘processed materials often ar
as goods.

te 3 to entry: This definition of “product” differs from the definition given in ISO 9000:2015.
DURCE: IS0 9000:20052), 3.4.2, modified]

16

oduct provided by a party outside the organizZation’s quality management system

17
5k

te 1 to entry: This definitionof “risk” differs from the definition given in ISO 9000:2015.
DURCE: ISO 14971:2007, 2.16]

18

5k management

stematic-application of management policies, procedures and practices to the tasks of 3
aluating;.eontrolling and monitoring risk

DURCE: ISO 14971:2007, 2.22]

needed to

knowledge

insactions

generally
e referred

te 1 to entry: The provision of product doés-not necessarily infer a commercial or financial arrangement.

nalysing,

3.19
sterile barrier system
minimum package that prevents ingress of microorganisms and allows aseptic presentation of the

pr

oduct at the point of use

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

2)

Superseded by ISO 9000:2015.
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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
requirements or standards.

4 Quality management system

4.1 Geperalrequirements

4.1.1 The organization shall document a quality management system and maintain its effectiveness|in
accordange with the requirements of this International Standard and applicable regulatory regoiremens.

The organization shall establish, implement and maintain any requirement, procedure, activity jor
arrangenjent required to be documented by this International Standard or applicable regulatory
requirements.

The organization shall document the role(s) undertaken by the organization under the applicable
regulatorly requirements.

NOTE Roles undertaken by the organization can include manufacturergfauthorized representative, importer
or distribytor.

4.1.2 The organization shall:

a) detemine the processes needed for the quality management system and the application |of
thesg processes throughout the organization taking into account the roles undertaken by the
organization;

b) apply a risk based approach to the controllef the appropriate processes needed for the qualjty
manggement system;

c) determine the sequence and interactien of these processes.

4.1.3 For each quality managemeént system process, the organization shall:

a) determine criteria and niethods needed to ensure that both the operation and control of these
procgsses are effective;

b) ensute the availability of resources and information necessary to support the operation ahd
monitoring of these processes;

c) impl¢ment actions necessary to achieve planned results and maintain the effectiveness of these
processes;

d) moni tat d 1 +h
1 Ul, nIcasurtc ads alJlJl UlJL laLC, allryu a11a1_y OC LIITST lJl ULCDDCD,

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) evaluated for their impact on the quality management system;

b) evaluated for their impact on the medical devices produced under this quality management system;
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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.

4.1.6 The organization shall document procedures for the validation of the application.ebfomputer
sofftware used in the quality management system. Such software applications shall be validated prior to
injtial use and, as appropriate, after changes to such software or its 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.

Records of such activities shall be maintained (see 4.2.5).
42 Documentation requirements

4.2.1 General

The quality management system documentation (see 4.2:4)shall include:

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

b)| a quality manual;

c)| documented procedures and records required by this International Standard;

d)] documents, including records, determined by the organization to be necessary to efsure the
effective planning, operation, and.control of its processes;

e)| other documentation specified by applicable regulatory requirements.

4.2.2 Quality manual
The organization shatldocument a quality manual that includes:

a)| the scope ofthequality management system, including details of and justification for any|exclusion
or non-applieation;

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

c)| a‘description of the interaction between the processes of the quality management system

Thequality 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;
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fications for product;

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

procedures for measuring and monitoring;

b) speci
c) speci
d)

e) asap
f) asap
4.2.4

propriate, requirements for installation;

propriate, procedures for servicing.

ntrol of documents

Documents required by the quality management system shall be controlled. Records are a special\ty
of docum|

A docums

a)
b)
‘)
d)
e)
f)

g)
h)

revie
revie
ensu
ensu
ensu

ensu

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

ented procedure shall define the controls needed to:

w and approve documents for adequacy prior to issue;

w, update as necessary and re-approve documents;

e that the current revision status of and changes to documents aré-identified;
e that relevant versions of applicable documents are available @t points of use;
e that documents remain legible and readily identifiable;

e that documents of external origin, determined by the organization to be necessary for t

planning and operation of the quality management system, are identified and their distributi

contf
prevg

prevg

The orga
original 4
informati

The orga
retained.
and teste
but not lg
regulator

425 (

Records
operation]

olled;
ent deterioration or loss of documents;
ent the unintended use of obsolete docufnents and apply suitable identification to them.

nization shall ensure that changés\to documents are reviewed and approved either by t
pproving function or another designated function that has access to pertinent backgrou
on upon which to base its degisions.

hization shall define the period for which at least one copy of obsolete documents shall
This period shall ensure’that documents to which medical devices have been manufactur
d are available forcatleast the lifetime of the medical device as defined by the organizatic
ss than the retentjon period of any resulting record (see 4.2.5), or as specified by applical
y requirements.

ontrol of records

pe

he
bn

he
hd

be
pd
n,
le

bhall be maintained to provide evidence of conformity to requirements and of the effective

6fthe quality 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.
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Management responsibility

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)
c)
d)
e)
5.

Tqg
dd

Ta
re
w

3 Quality policy

A Planning

.1 Quality objectives

establishing the quality policy;
ensuring that quality objectives are established;
conducting management reviews;

ensuring the availability of resources.

2 Customer focus

termined and met.

p management shall ensure that the quality policy:
is applicable to the purpose of the organization;

includes a commitment to comply with gequirements and to maintain the effectiveng
quality management system;

provides a framework for establishing and reviewing quality objectives;
is communicated and understood within the organization;

is reviewed for continuing Suitability.

p managemént shall ensure that quality objectives, including those needed to meet 3
oulatory{réequirements and requirements for product, are established at relevant functions

p management shall ensure that customer requirements and applicable regulatory requireinents are

ss of the

ipplicable
aind levels

thin the€organization. The quality objectives shall be measurable and consistent with the quallity policy.

5.

1.2’ Quality management system planning

Top management shall ensure that:

a)

b)

©

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;

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

ISO 2016 - All rights reserved
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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

communi

cated 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 Management representative

Top man
has respd

a) ensu

b) repol
for in

c) ensu
mang

5.5.3 1Ii

Top man,
the orga
managen

5.6 Management review

nsibility and authority that includes:
ing that processes needed for the quality management system are documented;

'ting to top management on the effectiveness of the quality managementsystem and any nep
hprovement;

Fing the promotion of awareness of applicable regulatory .réquirements and qualit
gement system requirements throughout the organization.

hternal communication

pgement shall ensure that appropriate communication processes are established withi
hization and that communication takes place regarding the effectiveness of the qualit
ent system.

ngement shall appoint a member of management who, irrespective of other responsibilitigs,

5.6.1 (eneral

The orgapization shall document procedures for management review. Top management shall revigw
the orgahization’s quality management system at documented planned intervals to ensure |ts
continuing suitability, adequacy and-effectiveness. The review shall include assessing opportunities ﬂgr
improvement and the need for cianges to the quality management system, including the quality policy
and quali[y objectives.

Records firom managemeuntieviews shall be maintained (see 4.2.5).

5.6.2 Review input

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

a) feedhack;

b) complaint handling;

c) reporting to regulatory authorities;

d) audit
e) moni

f) moni

S;
tOI'il’lg and measurement of processes;

toring and measurement of product;

g) corrective action;

h) preventive action;

10
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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

T heoutput brommanacsement review shall be recorded {soe — b and lnclude the nputreviewed and

arly decisions and actions related to:

a)| improvement needed to maintain the suitability, adequacy, and effectiveness|of the quality
management system and its processes;

b)| improvement of product related to customer requirements;

c)| changes needed to respond to applicable new or revised regulatory requirements;

d)| resource needs.

6| Resource management

6.1 Provision of resources

The organization shall determine and provide the resources needed to:

a)| implement the quality management system and to maintain its effectiveness;

b)| meet applicable regulatory and customef requirements.

6.2 Human resources

Pgrsonnel performing work affecting product quality shall be competent on the basis of appropriate

education, training, skills and.éxperience.

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

training, and ensuring@wareness of personnel.

The organization shall:

a)| determinéthe necessary competence for personnel performing work affecting product quality;

b)| providetraining or take other actions to achieve or maintain the necessary competence;

c)| evaluate 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 The methodology used to check effectiveness is proportionate to the risk associated with the work for

which the training or other action is being provided.

© IS0 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);

c) supperting services (such as transport, communication, or information systems)

The orgapization shall document requirements for the maintenance activities, including the jnterval
of performing the maintenance activities, when such maintenance activities, or lack thereof, can’affgct
product quality. As appropriate, the requirements shall apply to equipment used in production, the
control of the work environment and monitoring and measurement.

Records ¢f such maintenance shall be maintained (see 4.2.5).
6.4 Wark environment and contamination control

6.4.1 Work environment

The orgdnization shall document the requirements for the work\environment needed to achieve
conformity to product requirements.

If the conditions for the work environment can have an*adverse effect on product quality, the
organization shall document the requirements for the workénvironment and the procedures to monitjor
and contrfol the work environment.

The organization shall:

a) document requirements for health, cleanliness and clothing of personnel if contact between such
persgnnel and the product or work environment could affect medical device safety or performange;

b) ensute that all personnel who are required to work temporarily under special environmental
condjtions within the work enviroiyment are competent or supervised by a competent person.

NOTE Further information can'be found in ISO 14644 and ISO 14698.

6.4.2 Contamination control

As appropriate, the organization shall plan and document arrangements for the control of contaminatgd
or potentially contaminated product in order to prevent contamination of the work environment,
personne], or product.

For sterilp medical devices, the organization shall document requirements for control of contaminatipn
with microorganisms or particulate matter and maintain the required cleanliness during assembly [or
packaging processes.

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.

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)
b)

)

quality objectives and requirements for the product;

the need to establish processes and documents (see 4.2.4) and to provide resources specific to the

product, including infrastructure and work environment;

required verification, validation, monitoring, measurement, inspection and test, handling, storage,

distribution and traceability activities specific to the product together with the criteria fo
acceptance;

r product

d)

TH
op

N(

T}

p1
ad

a)
b)
‘)

L2 Customer-related processes

.2.1 Determination of requirements related to product

.2.2 Review of requirements related to product

records needed to provide evidence that the realization processes and resulting progd
requirements (see 4.2.5).

le output of this planning shall be documented in a form suitable for the organization’s 1
erations.

TE Further information can be found in ISO 14971.

le organization shall determine:

requirements specified by the customer, including the requirements for delivery and pos
activities;

requirements not stated by the customer butnecessary for specified or intended use, as K
applicable regulatory requirements related to the product;
any user training needed to ensure specified performance and safe use of the medical dey

any additional requirements determined by the organization.

le organization shall réview the requirements related to product. This review shall be g

ceptance of contracts or orders, acceptance of changes to contracts or orders) and shall ens
product requirements are defined and documented;
contract,6r order requirements differing from those previously expressed are resolved;

applicable regulatory requirements are met;

uct meet

hethod of

[-delivery

nown;

ice;

onducted

ior to the organization’s commitment to supply product to the customer (e.g. submission of tenders,

ire that:

d)

any user training identified in accordance with 7.2.1 is available or planned to be availabl

1

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

sh

all 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.

©

ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=4fa73f3e455dbc2bc3ea0823c3c6e03f

ISO 13485:2016(E)

7.2.3 Communication

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

a) productinformation;

b) enqu

iries, contracts or order handling, including amendments;

c) customer feedback, including complaints;

d) advidory notices.

The orggnization shall communicate with regulatory authorities in accordance with applical
regulatorly requirements.

7.3 De

7.3.1 (Qeneral

The orga

7.3.2 Design and development planning

The orga
and deve

progresses.

During d¢sign and development planning, the organization'shall document:

a) thed
b) ther

c) the verification, validation, and design transfer activities that are appropriate at each design a
development stage;

d) ther

e) the
deve

f) ther

7.3.3 Design and)development inputs

Inputs re
inputs sh

5ign and development

hization shall document procedures for design and development.

hization shall plan and control the design and developmeént of product. As appropriate, desi
opment planning documents shall be maintained and @ipdated as the design and developmg

esign and development stages;

bview(s) needed at each design and development stage;

esponsibilities and authorities for design and development;

methods to ensure~traceability of design and development outputs to design a
opment inputs;

psources needéd) including necessary competence of personnel.

atigto product requirements shall be determined and records maintained (see 4.2.5). The
hll-include:

N
nt

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

b) appli
c) appli
d) asap

cable regulatory requirements and standards;
cable output(s) of risk management;

propriate, information derived from previous similar designs;

e) 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)

meet the input requirements for design and development;

b)

)
d)

Th
ar

Ré

Af
w

a)
b)

P4
dd

Ré
id

7

D¢
ar
in
T}
ap

If
m

provide appropriate information for purchasing, production and service provision;
contain or reference product acceptance criteria;
specify the characteristics of the product that are essential for its safe and preper use.

le outputs of design and development shall be in a form suitable for verification against t
d development inputs and shall be approved prior to release.

cords of the design and development outputs shall be maintained (s€e)4.2.5).

.3.5 Design and development review

suitable stages, systematic reviews of design and develepment shall be performed in ag
th planned and documented arrangements to:

evaluate the ability of the results of design and development to meet requirements;
identify and propose necessary actions.

rticipants in such reviews shall include representatives of functions concerned with the d
velopment stage being reviewed, as wellas other specialist personnel.

cords of the results of the reviews and any necessary actions shall be maintained and in
entification of the design under reviiew, the participants involved and the date of the review (3

.3.6 Design and development verification

sign and development, verification shall be performed in accordance with planned and do
rangements to ensurethat the design and development outputs have met the design and dey
put requirements.

le organizatien shall document verification plans that include methods, acceptance criter
propriate;statistical techniques with rationale for sample size.

the intended use requires that the medical device be connected to, or have an interface w
edical device(s), verification shall include confirmation that the design outputs meet desi

he design

cordance

psign and

clude the
ee4.2.5).

rumented
elopment

a and, as

ith, other
on inputs

w

hen’so connected orinterfaced

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.

© IS0 2016 - All rights reserved
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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 JCViLC(b), vattdationr—shat—inchrde—confirmatiomrthat—the— equirenTents for—the bpc\,ifi;‘d
application or intended use have been met when so connected or interfaced.

Validatiof shall be completed prior to release for use of the product to the customer.

N

Records ¢f the results and conclusion of validation and necessary actions shall be maintained (see 4.4.4
and 4.2.5)).

7.3.8 Design and development transfer

The orggnization shall document procedures for transfer of design and-development outputs [to
manufactiuring. These procedures shall ensure that design and development outputs are verifipd
as suitablle for manufacturing before becoming final production specifications and that productipn
capability can meet product requirements.

Results apd conclusions of the transfer shall be recorded (see 4:2.5).

7.3.9 Control of design and development changes

The orggnization shall document procedures to, gontrol design and development changes. The
organization shall determine the significance of thé change to function, performance, usability, safdty
and applifable regulatory requirements for the nieédical device and its intended use.

Design and development changes shall be identified. Before implementation, the changes shall be:
a) revigwed;

b) verifled;

c) validpted, as appropriate;

d) approved.

The revidw of design_and development changes shall include evaluation of the effect of the changes pn
constituent partsd@nd product in process or already delivered, inputs or outputs of risk managemegnt
and prodyict realization processes.

Records ¢fcchanges, their review and any necessary actions shall be maintained (see 4.2.5).

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.
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7.4 Purchasing

7.4.1 Purchasing process

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

Sp

ecified 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)

T}
m
sh

Non-fulfilment of purchasing requirements shall be addressed withthe supplier proportion

rif
Ré
pe
7.

Pu
ap

a)
b)
‘)
d)
T}

communication to the-supplier.

Py
or

thie abilityefthe purchased product to meet specified purchase requirements.

Ta
in

based on the performance of the supplier;
based on the effect of the purchased product on the quality of the medical device;
proportionate to the risk associated with the medical device.

le organization shall plan the monitoring and re-evaluation of suppliers.“Siipplier perfor

all provide an input into the supplier re-evaluation process.

k associated with the purchased product and compliance withapplicable regulatory requir

cords of the results of evaluation, selection, monitoring and re-evaluation of supplier cap
rformance and any necessary actions arising from these'activities shall be maintained (see

1.2  Purchasing information

rchasing information shall describe or reference the product to be purchased, inc
propriate:

product specifications;

requirements for product acceptance, procedures, processes and equipment;
requirements for qualification of supplier personnel;

quality management system requirements.

le organization shall ensure the adequacy of specified purchasing requirements priof

ganization‘of'changes in the purchased product prior to implementation of any changes t

mance in

beting requirements for the purchased product shall be monitored. Theyresults of the monitoring

hte to the
ements.

ability or
4.2.5).

uding as

to their

rchasing information shall include, as applicable, a written agreement that the supplier notify the

hat affect

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

théextent required for traceability given in 7.5.9, the organization shall maintain relevant pyirchasing

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.

©
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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

Productid
product ¢

a) docu

b) qualification of infrastructure;

c) impld
d) avail
e) implg
f) implg

The orga

medical dlevices that provides traceability to the extent spegified in 7.5.9 and identifies the amou

manufact

752 G

The orga
product i
a) prod
b) prod

its ug
c) prod
d) prod
e) procq
If produc
prior to t

n and service provision shall be planned, carried out, monitored and controlled to ensure(th

pnforms to specification. As appropriate, production controls shall include but are not limited to:

mentation of procedures and methods for the control of production (see 4.2.4);

hbility and use of monitoring and measuring equipment;
mentation of defined operations for labelling and packaging;

mentation of product release, delivery and post-delivery activities.

hization shall establish and maintain a record (see 4.2.5) for each medical device or batch

ured and amount approved for distribution. The reeord shall be verified and approved.

leanliness of product

hization shall document requirements for cleanliness of product or contamination control
F:

ict is cleaned by the organizatiofi prior to sterilization or its use;

ict is supplied non-sterile andis to be subjected to a cleaning process prior to sterilization
€

ict cannot be cleaned prior to sterilization or its use, and its cleanliness is of significance in u
ict is supplied tabe used non-sterile, and its cleanliness is of significance in use;
bss agents are to be removed from product during manufacture.

[ is cleaned in accordance with a) or b) above, the requirements contained in 6.4.1 do not apq
ne cléaning process.

753 1

staltatiomactivities

mentation of monitoring and measurement of process parameters and proedtict characteristi¢s;

at

of
nt

of

e

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)| as appropriate, for input to the improvement process.

Régcords of servicing activities carried out by the organization or its supplier shallybé maintained
(see 4.2.5).

7.5.5 Particular requirements for sterile medical devices

The organization shall maintain records of the sterilization process‘parameters used |for each
sterilization batch (see 4.2.5). Sterilization records shall be traceable to each production| batch of
medical devices.

7.5.6 Validation of processes for production and service provision

The organization shall validate any processes for production dnd service provision where the|resulting
oytput cannot be or is not verified by subsequent monitgring or measurement and, as a confequence,
dgficiencies become apparent only after the product is‘if use or the service has been delivered.

Vqlidation shall demonstrate the ability of these pfocesses to achieve planned results consistgntly.
The organization shall document procedures{ét validation of processes, including:
a)| defined criteria for review and approval of the processes;

b)| equipment qualification and qualification of personnel;

c)| use of specific methods, precedures and acceptance criteria;

d)| as appropriate, statistical techniques with rationale for sample sizes;

e)| requirements forrecords (see 4.2.5);

f)| revalidationsineluding criteria for revalidation;

g)| approvalefchanges to the processes.

The organization shall document procedures for the validation of the application of computer|software
uded.in production and service provision. Such software applications shall be validated prioy to initial
uge‘and, as appropriate, after changes to such software or its 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

le

nt
ed
throughout production, storage, installation and servicing of product to ensure that onlysproduct tHat
has passqd the required inspections and tests or released under an authorized concession is dispatched,
used or ipstalled.

If requirgd by applicable regulatory requirements, the organization shall document a system to assign
unique device identification to the medical device.

The orggnization shall document procedures to ensure that medical devices returned to the
organization are identified and distinguished from conforming produgt.

7.5.9 Traceability

7.5.9.1 |General

The organhization shall document procedures for tragéability. These procedures shall define the extgnt
of tracealpility in accordance with applicable regulatery requirements and the records to be maintaingd
(see 4.2.5).

7.5.9.2 |Particular requirements for implantable medical devices

The records required for traceability:shall include records of components, materials, and conditions for
the work|environment used, if these)could cause the medical device not to satisfy its specified safdty
and perfdrmance requirements,

The orgahization shall requiteé that suppliers of distribution services or distributors maintain records
of the distribution of medical devices to allow traceability and that these records are available for
inspectiop.

Records ¢f the name and address of the shipping package consignee shall be maintained (see 4.2.5).

7.5.10 QCustomer 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

The organization shall determine the monitoring and measurement to be undertaken

m

dgtermined requirements.

T}

re

Ag necessary to ensure valid results, measuring equipment shall:

a)

b)

The organization shall perform calibration or verification in accordance with documented prq

In
w
ac

Records of the results-of calibration and verification shall be maintained (see 4.2.5).

The organizationshall document procedures for the validation of the application of computer
uged for thepmonitoring and measurement of requirements. Such software applications
validated-prior to initial use and, as appropriate, after changes to such software or its ap
The specific approach and activities associated with software validation and revalidation
prioportionate to the risk associated with the use of the software, including the effect on the

th

Controtof momnitoring amd measuring equipnrent

bnitoring and measuring equipment needed to provide evidence of conformitylof pi

quirements.

be calibrated or verified, or both, at specified intervals, oryprior to use, against mea
standards traceable to international or national measurefent standards: when no such s
exist, the basis used for calibration or verification shallbe’recorded (see 4.2.5);

be adjusted or re-adjusted as necessary: such adjustments or re-adjustments shall be
(see 4.2.5);

have identification in order to determine its.calibration status;
be safeguarded from adjustments that would invalidate the measurement result;

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

addition, the organizationsshall assess and record the validity of the previous measurir
nen the equipment is found’not to conform to requirements. The organization shall take ap
tion in regard to the equipment and any product affected.

and the
oduct to

le organization shall document procedures to ensure that monitoring and)measurement can be
carried out and are carried out in a manner that is consistent with the mofitoring and mea

surement

surement
tandards

recorded

cedures.

g results
propriate

software
shall be
plication.
shall be
ability of

ke 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 needed to:
a) demonstrate conformity of product;

b) ensure conformity of the quality management system;

c) maintain the effectiveness of the quality management system.

This shall include determination of appropriate methods, including statistical techniques, @and t
extent of their use.

8.2 Mgdgnitoring and measurement

8.2.1 edback

As one off the measurements of the effectiveness of the quality management system, the organizati
shall gather and monitor information relating to whether the organization has met custom
requirements. The methods for obtaining and using this information-shall be documented.

The organization shall document procedures for the feedback process. This feedback process sh
include provisions to gather data from production as well as pest-production activities.

The information gathered in the feedback process shall sérve as potential input into risk managemgq
for moniforing and maintaining the product requirements as well as the product realization
improverhent processes.

If applicable regulatory requirements require the’organization to gain specific experience from po
productign activities, the review of this experience shall form part of the feedback process.

8.2.2 (Complaint handling

The orgdnization shall document_procedures for timely complaint handling in accordance with

applicable regulatory requirements.

These procedures shall include at a minimum requirements and responsibilities for:
a) receiving and recording information;

b) evalyating information to determine if the feedback constitutes a complaint;

c) invegtigating complaints;

d) detenmining the need to report the information to the appropriate regulatory authorities;

e) handling of complaint-related product;

f) determining 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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8.2.3 Reporting to regulatory authorities

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 siratt conmduct IMterma audits at pranted Mtervats to determine whether the quality
mpnagement system:

a)| conforms to planned and documented arrangements, requirements of this International ftandard,
quality management system requirements established by the organization/ and dpplicable
regulatory requirements;

b)| is effectively implemented and maintained.

The organization shall document a procedure to describe the responsibilities and requirejnents for
planning and conducting audits and recording and reporting audit resuits.

An audit program shall be planned, taking into consideration the status and importance of the processes
arld area 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 selegtion of auditors and conduct of aydits shall
ernjsure objectivity and impartiality of the audit process.-Auditors shall not audit their own woyk.

Records of the audits and their results, including identification of the processes and areas audited and
the conclusions, shall be maintained (see 4.2.5).

The management responsible for the area being audited shall ensure that any necessary cdrrections
arnd corrective actions are taken without undue delay to eliminate detected nonconformities|and their
causes. Follow-up activities shall include-the verification of the actions taken and the reforting of
verification results.

NQTE Further information can be-found in ISO 19011.

8.2.5 Monitoring and measurement of processes

The organization shalll@apply suitable methods for monitoring and, as appropriate, measuremgnt of the
qyality managementsystem processes. These methods shall demonstrate the ability of the prgcesses to
achieve planned results. When planned results are not achieved, correction and corrective adtion shall
bq taken, as appropriate.

8.2.6 Manitoring and measurement of product

The-organization shall monitor and measure the characteristics of the product to verify that product
relquirements 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
notificatipn of any external party responsible for the nonconformity.

Records of the nature of the nonconformities and any subsequent action taken, including the eyvaluatian,
any invegtigation and the rationale for decisions shall be maintained (see 4.2.5)

8.3.2 Actions in response to nonconforming product detected before delivery

The organization shall deal with nonconforming product by one or more of the follewing ways:
a) taking action to eliminate the detected nonconformity;

b) taking action to preclude its original intended use or application;

c) authgrizing its use, release or acceptance under concession.

The organization shall ensure that nonconforming product is. accepted by concession only if the
justificat{on is provided, approval is obtained and applicable régulatory requirements are met. Records
of the acfeptance by concession and the identity of the pérson authorizing the concession shall pe
maintaingd (see 4.2.5).

8.3.3 Actions in response to nonconforming product detected after delivery

When nohconforming product is detected aftetdelivery or use has started, the organization shall take
action appropriate to the effects, or potential effects, of the nonconformity. Records of actions taken
shall be maintained (see 4.2.5).

The organization shall document precedures for issuing advisory notices in accordance with applicable
regulatorly requirements. These procedures shall be capable of being put into effect at any time. Records
of actiond relating to the issuanee of advisory notices shall be maintained (see 4.2.5).

8.3.4 Rework

The orgapization shall perform rework in accordance with documented procedures that takes irto
account the potential adverse effect of the rework on the product. These procedures shall undergo the
same revjew and.approval as the original procedure.

After the[completion of rework, product shall be verified to ensure that it meets applicable acceptance
criteria and regulatory requirements.

Records of rework shall be maintained (see 4.2.5).

8.4 Analysis of data

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)| service reports, as appropriate.

If the analysis of data shows that the quality management system is not suitable, adequate or|effective,
thle organization shall use this analysis as input for improvement as required in,8:5.

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

8.p.1 General

The organization shall identify and implement any changes’ necessary to ensure and maintain the
continued suitability, adequacy and effectiveness of the quality management system as well as medical
dgvice safety and performance through the use of the quality policy, quality objectives, audit resplts, post-
mparket surveillance, analysis of data, corrective actions, preventive actions and management rgview.

8.p.2 Corrective action

The organization shall take action to eliminate the cause of nonconformities in order t¢ prevent
recurrence. Any necessary corrective actions shall be taken without undue delay. Correctiye actions
shiall be proportionate to the effects:of the nonconformities encountered.

The organization shall document a procedure to define requirements for:

a)| reviewing nonconformities (including complaints);

b)| determining the cduses of nonconformities;

c)| evaluating thelnged for action to ensure that nonconformities do not recur;

d)| planning and documenting action needed and implementing such action, including, as appropriate,
updating‘documentation;

e)| verifying that the corrective action does not adversely affect the ability to meet gpplicable
regulatory requirements or the safety and performance of the medical device;

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;

¢) 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)

Comparison of content between I1SO 13485:2003 and

ISO 13485:2016

T4ble A.1 outlines the changes in this edition of this International Standard (ISO 13485:2016]
with the previous edition (ISO 13485:2003).

Table A.1 — Comparison of content between ISO 13485:2003 and 1SO:13485:201/6

ompared

Clause in ISO 13485:2016

Comment on change compared with 1S0y13485:2003

Fdreword

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

—

nkroduction

(=}

.l General

— Includes substantially more detail related to the nature of the organization coyj
International Standard’s requirements and the life{cy¢le stages covered.

— Explains that the requirements can be used‘hy-suppliers or other external part
voluntarily or as a result of contract arrangenients.

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

— Alerts organizations about diffefences in local regulation definitions and their
to understand how these definitions will affect their quality management system.

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

— Specifically calls eut the focus on the necessity to “meet customer and applicab)
ry requirements fopsafety and performance.”

— Emphasizes'that the product requirements that are important are those relate
and performance.

— Adds'two influences on the nature of the quality management system that wer
originaMisting (organizational environment and regulatory requirements).

— “€larifies that the organization does not have to align its documentation to the g
structure of this International Standard.

ered by this

es either

k focused

obligation

emre-

le regulato-

ll to safety

notin the

lause

(=)

.p Clarification of concepts

— Adds two additional criteria associated with the description of appropriate red
— 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 me
or meeting applicable regulatory requirements.

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

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

uirements:

ical device

t and

uired by, a

(=]

.B Process approach

Explanation of process approach extended.

o

A Relationsnip with s 50U L

—States tne refatonsnip between 150 134385720106 and ISO900T,

— 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.

— Expandsrequirementsthat can be not applicable to those in Clauses6and 8

— Clarifies that the term “regulatory requirements” includes statutes, regulations, ordix
nances or directives and limits the scope of the “applicable regulatory requirements’ztQ
those requirements for the quality management system and the safety or performatice-of thg
medical device.

3 Terms and definitions

— Several new definitions added and some existing definitions refined.

4 Quality mhnagement system

4.1 General frequirements

— 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 gontrol of the appropriate pro-
cesses needed for the quality management system.”

— Adds requirements related to changes to processest

— Added requirements related to validation of the application of computer software used ip
the quality management system.

4.2 Documepntation requirements

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

New requirement related to deterioration and loss of documents

5.6 Management review

— Includes requirement for.the 'documentation of one or more procedures for management|
review and the requirement fer management reviews at “documented planned intervals”.

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

6.2 Human fesources

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

6.3 Infrastrjucture

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

— Adds'information system to the listing of supporting services.

6.4 Work environment and contamina-
tion control

+ Added documentation requirements for work environment.

— Added requirement related to control of contamination with microorganism or particuldte
matter for sterile medical devices.

7.1 Planning of product realizatjoh

— Added requirements to list.

7.2 Customgr-related processes

— Added requirements to list.

— New requirement related to communication with regulatory authorities.

7.3.2 Desigi] and develaptent planning

— Added requirements to list.

— Eliminated the requirement related to the management of the interfaces between differgnt
groups involved in design and development.

7.3.3 Designand development INputs

— Added requirements tTo Iist.

— 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 of design and develop-
ment changes

— 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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