INTERNATIONAL
STANDARD

ISO
7101

First edition
2023-10

Healthcare organization

management — Management systems
for quality in healthcare organizations

— Requirements

Management des organisations de soins de santé — Systémes de
management pour la qualité dans les organisations de sdins de santé

— Exigences

Reference number
1SO 7101:2023(E)

© IS0 2023


https://standardsiso.com/api/?name=1037ab682589974021bec2c3dc2ee4f6

ISO 7101:2023(E)

COPYRIGHT PROTECTED DOCUMENT

© 1502023

All rights reserved. Unless otherwise specified, or required in the context of its implementation, no part of this publication may
be reproduced or utilized otherwise in any form or by any means, electronic or mechanical, including photocopying, or posting on
the internet or an intranet, without prior written permission. Permission can be requested from either ISO at the address below
or ISO’s member body in the country of the requester.

ISO copyright office

CP 401  Ch. de Blandonnet 8

CH-1214 Vernier, Geneva

Phone: +41 22 749 01 11

Email: copyright@iso.org

Website: www.iso.org
Published in Switzerland

ii © 1S0 2023 - All rights reserved


https://www.iso.org
https://standardsiso.com/api/?name=1037ab682589974021bec2c3dc2ee4f6

ISO 7101:2023(E)

Contents Page
FOT@WOIM..........oooooooeeeeeeee ootk \%
IIETOAUCTION .......oooooo e85 88855 8 585 s vi
1 SCOPI@ ... 1
2 NOTMATIVE FEEEI@IICES ............oooooo s 1
3 Terms aNd AefINITIONIS ...t 1
4 Context of the organization

4T Understanding the organization and ItS CONTEXT
4.2 Understanding the needs and expectations of stakeholders
4.3 Determining the scope of the management system for quality im ‘healthcare

OFZANIZATIONS .o B e, 8
4.4 Management system for quality in healthcare organizations......p s o 8
L@AA@ISIUP ... T et

5.1 Leadership and commitment............ccooccse.

5.2 Healthcare quality policy ...,
5.3  Roles, responsibilities and authorities
5.4 SErvice USEr fOCUS ...
5.5 ACCESS L0 CATE ..o e Rl Yoo
PLANINUIIG ..ot e
6.1 Actions to address risks and opportunities
6.1.1  General ... A g e
6.1.2 Riskculture........fd
6.1.3  Risk Management ProCESSESl. ..o
6.2  Healthcare quality objectives and planning to achieve them..........ccocfoicinn 12
6.3 Planning of Changes ... et e 13
SUPPOTT . g AT e
7.1 Resources.....
7.2 Competence......
7.3 Awareness.........(-
7.4 Communicatiof
T4 T GENETAL ..o
7.4.2  Service user COMMUNICATION ...
7.4.3 Elinical communication...........ccc
7.4.4~ \External communications..................
7.5 Dgeumented information
A5.1 GENETAL .o
7.5.2  Creating and updating documented information.
7.5.3  Control of documented information ...
7.5.4 Information management SYSteMS .o
7.5.5 Control and management of electronic information
7.5.6  AUAIT OF TECOTAS .o
OP@IATIONL ...t
8.1 Operational planning and control...........ccce,
8.2 Healthcare facilities management and maintenance.
8.2.1  GENETaAl ..o
8.2.2 Contingency planning for facilities and SErvices..........s: 19
8.2.3  EQUUEPIMIENIT ..otk
8.3 Waste management..........onnn
8.3.1  General ...
8.3.2  Waste reduction..........ccsnn
8.3.3 Environmental responsibility
8.4 Handling and storage of Materials. ...

© 1S0 2023 - All rights reserved iii


https://standardsiso.com/api/?name=1037ab682589974021bec2c3dc2ee4f6

ISO 7101:2023(E)

8.5
8.6
8.7
8.8
89
8.10

Service user belongings
Emerging technologies ...
Service design in healthcare
Supplies and services from external Providers. ..., 22
PrOVISION Of SEIVICES .....ooooioiiieiccsieisesisesssssssse s 23
People-centred care
B.L10. T GEIETAL ..o
8.10.2  SEIVICE USEI EXPEIIEIICE ......oooiiieviiiiiieiieieeiesieee ettt
8.10.3 Compassionate care..........coccc.

8.10.4 Inclusivity and diversity
8.10.5 HEAItN THEETACY ..o

8.11
8.12

9 Perfa

9.1

9.2

9.3

10 Impr
10.1
10.2

8106 COProduUCHON
8.10.7 Workforce wellbeing
ol (OSSP S RS
U 1S - U ] )OSR ST A
8.12.1 General ...

8.12.2 Knowledge and learning in safety ...
8.12.3 Patient identification ...
8.12.4 Medication safety...........
8.12.5 Surgical safety ...,
8.12.6 Infection prevention and control (IPC) ...l o 27
8.12.7 Prevention of falls, pressure ulcers and thromboémbolism..........cccccomriiiis 28
8.12.8 DIagnostiC SAfELY ..o S
8.12.9 Blood transfusions

rMANCE EVAIUATION ... oo e 29
Monitoring, measurement, analysis, and evaluation ... o 29
0. 1.1 GEIMETAL o T b
9.1.2 Healthcare quality indicators
0.1.3  MEEROAS g e e
9.14 Results
Internal audit.......
9.2.1 General
9.2.2 Internal audit programme
Management review ..o .
9.3.1 General ... d e
9.3.2 Management HeVIEW INPULS ...
9.3.3  Management FeVIEW FESUITS ...t

DVEIMMEINE ... ) e
Continua] fmprovement. ...
Nonconfermity and corrective action
T0. 2. BFOIIETAL e
1042\2~ Management of nonconformity and corrective action ... 33

© IS0 2023 - All rights reserved


https://standardsiso.com/api/?name=1037ab682589974021bec2c3dc2ee4f6

ISO 7101:2023(E)

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.

The procedures used to develop this document and those intended for i irther ma
descrjbed in the ISO/IEC Directives, Part 1. In particular, the different approval criterian

intenance are

beded for the

differjent types of ISO documents should be noted. This document was drafted in aceordgqnce with the

ISO dfraws attention to the possibility that the implementation of this document may inyolve the use
of (a)|patent(s). ISO takes no position concerning the evidence, validity or applicability of any claimed

datab
such |

Any t
const

ipned that this may not represent the latest information, which-inay be obtained fro

ase available at www.iso.org/patents. ISO shall not be held<responsible for identify
patent rights.

Fade name used in this document is information givenfor the convenience of users
tute an endorsement.

not received
bmenters are
m the patent
ng any or all

and does not

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and
ssions related to conformity assessment,zas well as information about ISO's gdherence to
Vorld Trade Organization (WTO) principles in the Technical Barriers to Tradg (TBT), see

expre
the V
WWW,

iso.org/iso/foreword.html.

This (

Any fi
comp

ocument was prepared by Technical:Committee ISO/TC 304, Healthcare organization

management.

bedback or questions on this document should be directed to the user’s national standlards body. A

ete listing of these bodies-ecan be found at www.iso.org/members.html.
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Introduction

0.1 General

Healthcare systems and organizations of all sizes and structures embrace a culture of quality and
continual improvement with the objective of providing timely, safe, effective, efficient, equitable and
people-centred care. Given the current and future challenges in healthcare, more than ever it is vital to
improve service user experience, quality of care, and provide sustainable solutions.

Healthcare organizations around the world have been facing significant threats such as decreasing
financial resources, workforce shortages, increase in the number of people needing care as a result of
ageing populptions, increasing rates of chronic disease, lack of shared data for decision making,schrcity

or inadequagy of medical equipment and medications, and an absence of clear healthcare s

governance.
rising healt

healthcare, 1
and delivery.
healthcare q

This docume
As such, its t
to increase t
public and pj
that provide

This documg
include a hap
to benefit us

This docume
demonstrate

making

seeking
such as 3

seeking

seeking
organizg

In this docun

“shall” iy

any countries have embarked on universal health coverage, while others struggl
are costs. To compound this, a global pandemic has highlighted the importance of
ew technologies, and the need to create and adapt approaches to healtheare manag

1ality around the world.

nt provides requirements for management systems for quality inthealthcare organizd
hrget audience is broad, including any healthcare system, organization, or entity thaf
he quality of its healthcare delivery and care outcomes. This includes ministries of h
ivate healthcare systems, hospitals, clinics, non-governmental organizations and agg
healthcare services, and more.

nt conforms to ISO’s requirements for managementsystem standards. These require}
monized structure, identical core text, and common terms with core definitions, deg
brs implementing multiple ISO management@ystem standards.

nt contains the requirements used to.assess conformity. An organization that wisl
conformity with this document can'do so by:

h self-determination and self-deélaration;

confirmation of its conformity by parties having an interest in the healthcare organiz
ervice users;

Confirmation of its selfZdeclaration by a party external to the organization; or

certification/registration of its management system for quality in the healf
tion by an external organization.

nent, the{following verbal forms are used:

dicates a requirement;

stem
with
irtual
ment

These health and organizational challenges require bold and innovative steps to improve

tions.

aims
ealth,
bncies

ments
igned

nes to

ation,

hcare

“should”
“may” in

O H 4 Aot
TIIOTCatcS—a 1T CCOTTIIICIIO atIoTd,

dicates a permission;

“can” indicates a possibility or a capability.

Information marked as “NOTE” is intended to assist the understanding or use of this document

0.2 Aim of a management system for quality in healthcare organizations

The aims of a management system for quality in healthcare organizations include the following:

create a

culture of quality starting with strong top management;

equity and dignity;

Vi
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identify and address risks;

ensure patient and workforce safety and wellbeing;

monitor and evaluate clinical and non-clinical performance;

continually improve its processes and results.

0.3 Success factors

prior
effect]

The I
varie

itment from all levels and functions of the organization, led by top managem
ement structure of the organization can create a culture of quality by including-qual
organization’s strategic direction, decision making, and aligning them with| othe
ties. Successful implementation of this document can demonstrate te-stakehol
ive management system for quality in the healthcare organization is inplace.

bvel of detail and complexity of a management system for quality in.the healthcare
b depending on the context of the organization, the scope of its werk, its regional,

01:2023(E)

control service delivery through documented processes and documented information;

ends on the
ent. The top
ty principles
" operational
Hers that an

organization
hational, and

interpational conformity obligations, the nature of its activities, Services provided, and resources

availd

ble.

0.4

lan-Do-Study-Act model

The gpproach underlying a management system for quality in healthcare organizations
the cqncept of Plan-Do-Study Act (PDSA) (see Figure 3)xThe PDSA model provides an iter
used |by organizations to achieve continual imprgvement through cycles of ongoing 1
of performance and assessment of changes. It cary be applied to a management system for quality in

healt
P

D
S
C

care organizations and is briefly described as follows.

lan: establish healthcare quality objectives and processes necessary to deliver results i
rith the organization’s healthcare-quality policy (Clause 6).

o: implement the processes as planned (Clauses 7 and 8).

fudy: monitor, measure~and assess processes against the organization’s policies,
bmmitments, objectives.and operating criteria and report the results (Clause 9).

Alct: take actions te‘continually improve (Clause 10).

is based on
htive process
neasurement

n accordance

including its

gffective
Y
Q
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O ¢
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Figure 1 — Elements of a management system for quality in healthcare organizations
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Healthcare organization management — Management
systems for quality in healthcare organizations —
Requirements

1

The
heal
whe

a)

b)

‘)

The

appl
itpr

Scope

urpose of this document is to provide organizations with requirements to deliver
thcare and specifies requirements for management systems for quality in healthcdne-
nfan organization desires to:

demonstrate its ability to consistently meet service user, stakeholder, and,applicable s
pgulatory requirements;

—

ephance service user experience during the continuum of care and €ejtinually improy
guality; and

@]

reate and maintain processes that ensure timely, safe, effective, efficient, equitable
bntred care.

O

requirements of this document are based on recognized best practices and are in
i¢able to any organization providing healthcare services, regardless of its type, size, o}
opyides.

2 Normative references

Therg are no normative references in this-document.

3 Terms and definitions

For the purposes of this document, the following terms and definitions apply.

[SOa

et

$0 Online browsing platform: available at https://www.iso.org/obp

]

EC Electropedia: available at https://www.electropedia.org/

high-quality
rganizations

tatutory and

re healthcare

and people-

tended to be
the services

1d IEC maintain teriiriology databases for use in standardization at the following addresses:

3.1
orga(Ilization
person or group of people that has its own functions with responsibilities, authorities and

relationships

to achieve its objectives (3.6)

Note 1 to entry: The concept of organization includes, but is notlimited to, sole-trader, company, corporation, firm,
enterprise, authority, partnership, charity or institution, or part or combination thereof, whether incorporated
or not, public or private.

Note 2 to entry: If the organization is part of a larger entity, the term “organization” refers only to the part of the
larger entity that is within the scope of the healthcare (3.23) quality management system (3.4).

Note 3 to entry: In the case of healthcare (3.23), the organization is developed for the delivery of healthcare (3.23)
services by specialized workforces (3.30) to defined communities, populations, individuals or markets.

© IS0 2023 - All rights reserved
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3.2

stakeholder

person or organization (3.1) that can affect, be affected by, or perceive itself to be affected by a decision
or activity

Note 1 to entry: Stakeholders can include but are not limited to: Ministry or Department of Health, Finance,
Treasury, Education; non-governmental organizations and not-for-profit sector; community groups and civil
society organizations; local government, health insurance groups and other healthcare funders; donor and aid
agencies, UN agencies (including the WHO), health professions associations, regulatory bodies, health workers’
organizations and networks; patients, families, caregivers, and other health service users (3.28).

3.3
top management
person or grpup of people who directs and controls an organization (3.1) at the highest level

Note 1 to enfry: Top management has the power to delegate authority and provide resources”within the
organization.

Note 2 to enfry: If the scope of the management system (3.4) covers only part of an-erganization, thén top
management fefers to those who direct and control that part of the organization.

Note 3 to entrfy: In some countries, and within differing organizational structuressadditional terms can b used

» o«

such as “boargl”, “board of directors”, “trustees”, or “governance.”

3.4
managemer]t system
set of internelated or interacting elements of an organization (3.1) to establish policies (3.5]) and
objectives (346), as well as processes (3.8) to achieve those objectives (3.6)

Note 1 to entrfy: A management system can address a single dis¢ipline or several disciplines.

Note 2 to entry: The management system elements includethe organization’s structure, roles and responsibjilities,
planning and pperation.

3.5
policy
intentions ar|d direction of an organization'(3.1) as formally expressed by its top management (3.3

p—

3.6
objective
result to be 4chieved

Note 1 to entrfy: An objective)can be strategic, tactical, or operational.

Note 2 to entry: Objectives can relate to different disciplines (such as finance, health and safety, and environment).
They can be, fpr example, organization-wide or specific to a project, product or process (3.8).

Note 3 to entfyi-Ah objective can be expressed in other ways, e.g. as an intended result, as a purpose|as an
operational ctterienas-aheattheare {323 quatity-ebjective-or by the use-of ether-werdswith-simHarméaning

(e.g. aim, goal, or target).

Note 4 to entry: In the context of healthcare (3.23) quality management systems (3.4), healthcare (3.23) quality
objectives are set by the organization (3.1), consistent with the healthcare (3.23) quality policy (3.5), to achieve
specific results.

3.7
risk
effect of uncertainty

Note 1 to entry: An effect is a deviation from the expected — positive or negative.

Note 2 to entry: Uncertainty is the state, even partial, of deficiency of information related to, understanding or
knowledge of, an event, its consequence, or likelihood.

2 © IS0 2023 - All rights reserved
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Note 3 to entry: Risk is often characterized by reference to potential events (as defined in ISO Guide 73) and
consequences (as defined in ISO Guide 73), or a combination of these.

Note 4 to entry: Risk is often expressed in terms of a combination of the consequences of an event (including
changes in circumstances) and the associated likelihood (as defined in ISO Guide 73) of occurrence.

3.8
process
set of interrelated or interacting activities that uses or transforms inputs to deliver a result

Note 1 to entry: Whether the result of a process is called an output, a product or a service depends on the context
of the reference.

3.9
completence
ability to apply knowledge and skills to achieve intended results

3.10
documented information
inforgnation required to be controlled and maintained by an organizagtien (3.1) and thg medium on
whiclj it is contained

Note 1 to entry: Documented information can be in any format and media and from any source.
Note 7 to entry: Documented information can refer to:

a) the management system (3.4), including related processes (3.8);

—-

b) information created in order for the organization to operate (documentation);

c¢) eyidence of results achieved (records).

3.11
perfdrmance
measfirable result

Note 1 to entry: Performance can reldte either to quantitative or qualitative findings.

Note 2 to entry: Performance can-relate to managing activities, processes (3.8), products, services, systems or
organjzations (3.1).

3.12
contipual improvement
recurfring activity{te-enhance performance (3.11)

3.13
effectiveness
extenr to which planned activities are realized and planned results are achieved

3.14
effective
producing a desired or intended result

3.15
requirement
need or expectation that is stated, generally implied or obligatory

Note 1 to entry: “Generally implied” means that it is custom or common practice for the organization (3.1) and
stakeholders (3.2) that the need or expectation under consideration is implied.

Note 2 to entry: A specified requirement is one that is stated, e.g. in documented information (3.10).

©1S0 2023 - All rights reserved 3
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3.16
conformity
fulfilment of

3.17

a requirement (3.15)

nonconformity
non-fulfilment of a requirement (3.15)

3.18

corrective action
action to eliminate the cause(s) of a nonconformity (3.17) and to prevent recurrence

3.19

audit
systematic
determine th

q

Note 1 to entr]
and it can be 3

Note 2 to ent
behalf.

Note 3 to entr]

3.20
measureme
process (3.8)

3.21
monitoring
determining

Note 1 to entr]

3.22
safe
free from ris

Note 1 to en
stakeholders (

[SOURCE: IS
in the definit

3.23
healthcare

nd independent process (3.8) for obtaining evidence and evaluating it objectiv
e extent to which the audit criteria are fulfilled

combined audit (combining two or more disciplines).

'y: An internal audit is conducted by the organization (3.1) itself, orkby an external party

y: “Audit evidence” and “audit criteria” are defined in ISO 1901%.

nt
to determine a value

the status of a system, a process (3.8) or:an activity

y: To determine the status, there can'ie-a need to check, supervise or critically observe.

k (3.7) which is not tolerabte

ry: In the healthcare-(3.23) setting, "safe" refers to circumstances and services affect
B.2), not only patients:

D/IEC Guide 122014, 3.14, modified — The term has been changed from "safety" to '
ion, "freedom" has been changed to "free"; note 1 to entry has been added.]

bly to

y: An audit can be an internal audit (first party) or an external audit (second‘party or third party),

on its

ng all

safe";

organized p1

ision of servi indivi Is or mmunity in order im

their physical, mental, and social wellbeing (3.24)

3.24
wellbeing

state of optimal physical, mental, emotional and social health (3.32)

[SOURCE: ISO 22886:2020, 3.11.4]

3.25
efficient

rove

<healthcare> using inputs to the health (3.32) system (in the form of expenditure and other resources)
in a way to secure valued healthcare (3.23) system objectives (3.6)

© IS0 2023 - All rights reserved
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3.26
equitable
<healthcare> providing healthcare (3.23) in a manner that is fair and impartial

Note 1 to entry: Impartiality can relate to age, sex, gender, behavioural or clinical diagnosis, race, ethnicity,
geographical location, religion, socioeconomic status, linguistic or political affiliation.

3.27

people-centred care

approach to healthcare (3.23) delivery that engages patients, families, caregivers and communities,
incorporating their unique needs, experiences and preferences

3.28

service user
person or stakeholder (3.2) that could or does receive a service that is intended foryerreqpired by, this
person or stakeholder (3.2)

Note 1 to entry: Similar terms include patient, healthcare (3.23) consumer, user, cliefit, and end usef.

Note 4 to entry: Service users can include a wide range of individuals including’patients, families, chregivers, and
their qupport networks.

3.29
servige user experience
perceptions and responses of a service user (3.28) that result from the use of a produdt, system, or
servige

3.30
workiforce
staff

persTnel
all indlividuals employed by the organization (3.1)
Note 1 to entry: This concept includes full=titne, part-time, casual or contract, clinical and non-clinical workers.

3.31
universal health coverage
all pgople having access to the health (3.32) services they need, when and where they need them,
withqut financial hardship

[SOURCE: World Health,Organization, Universal health coverage]

of disease or

3.33

co-production

practice of designing and implementing healthcare (3.23) service and delivery based on the
collaborative relationships and experiences between healthcare (3.23) providers, service users (3.28),
family members, caregivers and advocacy groups

3.34

health literacy

ability of individuals to gain access to, understand and use information in ways which promote and
maintain good health (3.32) for themselves, their families and their communities

[SOURCE: World Health Organization, Health Literacy]

© IS0 2023 - All rights reserved 5
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3.35
dignity

recognition by others of one’s inherent value, worth, and right to ethical treatment

3.36

risk assessment
overall process (3.8) of risk (3.7) identification, risk analysis and risk evaluation

[SOURCE: ISO 31073:2022, 3.3.8]

3.37

risk management

systematic application of management policies (3.5), procedures, and practices to the tasks of analysing,
evaluating, cpntrolling and monitoring (3.21) risk (3.7)

[SOURCE: ISQ/IEC Guide 63:2019, 3.15]

3.38

health indidator

measure desjgned to summarize information about a given priority topic in population health (3.82) or
healthcare (3.23) system performance (3.11)

Note 1 to entfy: Health indicators provide comparable and actionable information across different geogiaphic,
organizationall or administrative boundaries and/or can track progress ovef time.

3.39

knowledge management

holistic, crofs-functional discipline and set of practices:focused on knowledge that improve
organizationl performance (3.11)

Note 1 to entfy: Knowledge management includes, but is not limited to, the creation, acquisition, appli¢ation,
maintenance, sharing and protection of knowledge to créate organizational value.

[SOURCE: IS 30400:2022, 3.12.2]

3.40

just culture

atmosphere |of trust in which healthcare (3.23) workers are supported and treated fairly (when
something gpes wrong in the delivery of care for service users (3.28)

3.41

patient safefy

service user pafety

framework ¢f organized activities that creates cultures, processes (3.8), procedures, behavjours,
technologies|and environments in healthcare (3.23) that consistently and sustainably lower risks|(3.7),
reduce the o¢curience of an avoidable harm (3.47), make an error (3.46) less likely and reduce its inpact
when it does|decur

Note 1 to entry: Activities can include the creation of cultures, processes and procedures, behaviours,
technologies, and environments in healthcare (3.23).

[SOURCE: Global Patient Safety Action Plan 2021-2030: Towards eliminating avoidable harm in health

care. (2021)]

3.42
incident

event or circumstance that has caused or could have caused unnecessary harm (3.47) to a patient

Note 1 to entry: Incidents include events, near misses, adverse events, and sentinel events.

© IS0 2023 - All rights reserved
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3.43

credentialing

process (3.8) of establishing the qualifications of licensed medical professionals and assessing their
background and legitimacy

3.44

privileging

granting permission to or authorizing an individual to perform specific activities in a hospital or
healthcare (3.23) organization (3.1)

3.45

compassionate care
mannler of providing care that seeks to understand another’s pain or suffering involving|an authentic
desir¢ to help

3.46
erro
<healthcare> act of mistake or omission that contributes to an incident (3.42)

3.47
harm
injury or damage to the health (3.32) of people, or damage to property or the environment|

3.48
envirfjonmentally friendly
pertajining to goods and services, guidelines and policies (3.5) that claim reduced, minimall, or no harm
(3.47) upon ecosystems or the environment

3.49

intelligent kindness

reco%izing and bearing in mind the kinship. of service users (3.28) - being of the same kind, depending
on earh other for survival, wellbeing (3.24), and success - in relationships with each other and those

who work to heal or treat service users
[SOURCE: Intelligent Kindness: Rehabilitating the Welfare State]

3.50
humg3n factors
ergorjomics

characteristics of individuals, teams, organizations (3.1) and systems used in the applicatfion of design
and efaluation to erdsure the compatibility with needs, capabilities and limitations of people

3.51

healthcare.associated infection
infecfionthat occurs during the provision of care or during hospitalization that was not gresent at the
time ¢frentry into the healthcare (3.23) system

4 Context of the organization

4.1 Understanding the organization and its context

The organization shall determine external and internal issues that are relevant to its purpose and that
affectits ability to achieve the intended result(s) of the management system for quality in the healthcare
organization.

The organization shall determine whether climate change is a relevant issue.

©1S0 2023 - All rights reserved 7
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The organization shall be an entity that can be held legally responsible for its activities.

NOTE 1 External context can include factors related to legal, political, technological, clinical, ethical, cultural,
religious, socioeconomic conditions, and social determinants of health, whether international, national, regional
or local.

NOTE 2  Internal context can include factors relating to the organizational vision, values, goals and objectives,

workforce values, culture, power structures, religion, knowledge, access to resources, and social determinants of
health.

4.2 Understanding the needs and expectations of stakeholders

The organizdtion shall determine:

— the staleholders that are relevant to the management system for quality in the,\healthcare
organizgtion;

— the releyant requirements of these stakeholders;

— which of these requirements will be addressed through the management system for quality [n the
healthcalre organization.

NOTE Relevant stakeholders can have requirements related to climate chahge.

This shall inglude where applicable global financing partners, goverimental, intergovernmentafl, and
non-governnmental organizations with whom the organization has.stated agreements.

The organizdtion shall monitor stakeholder information and théir requirements, maintain documented
information,[and demonstrate accountability towards agreed-upon expectations of stakeholders.

4.3 Determining the scope of the management system for quality in healthcare
organizatigns

The organizption shall determine the boundaries and applicability of the management system for
quality in th¢ healthcare organization to establish its scope.

When determining this scope, the organization shall consider:

— the external and internal issues referred to in 4.1;

— the requ[:ements referréd+to in 4.2;

— the organizational stxticture of the healthcare system, hospital, clinic or sites where servicgs are

provided;

— services|includihg both clinical and non-clinical activities, that are included within the manag¢ment
system fprquality in the healthcare organization.

If items are not included within the scope of the management system for quality in the healthcare
organization, the organization shall indicate the reason why and provide this reasoning as documented
information.

The scope shall be available as documented information and made available to stakeholders.

4.4 Management system for quality in healthcare organizations

The organization shall establish, implement, maintain and continually improve a management system
for quality in the healthcare organization, including the processes needed and their interactions, in
accordance with the requirements of this document.

The organization shall have the systems, procedures and documented information as required by this
document and have evidence of implementation of the same.
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Leadership

5.1 Leadership and commitment

Top management shall demonstrate leadership and commitment with respect to the management
system for quality in the healthcare organization by:

a)
b)

)

d)

f)

g)

h)

j)

k)

defining its mission, vision, and values;

defining a code of conduct;

ermmmwmkﬁemwwaiaﬁ.&mmpatible with
the strategic direction of the organization;

(@]

Feating a culture of quality by implementing, empowering and rewarding(qiralit}
Cross the organization;

o)

[¢)

stablishing quality governance structures and accountabilities for the\effective ma
he management system for quality across all levels of the organization (e.g. quality
bmmittees);

o ct

[elN¢]

'ganization into the organization’s services and processess;

o

Fganization are available, including required workforce in terms of numbers an
pcessary to safely manage and perform its activiti€s;

=

O

bmmunicating the importance of effective healthcare quality management and of c
the requirements of the management systemfor quality in the healthcare organizatios

¢}

hsuring that the management system“for quality in the healthcare organization
mtended results;

—u

apsigning responsibilities and authorities for persons who contribute to the effectiy
anagement system for quality in the healthcare organization;

directing and supporting.persons to contribute to the effectiveness of the manageme
guality in healthcare.organization;

promoting continwal improvement;

sppporting efher relevant roles to demonstrate their leadership as it applies to tl
responsibility;

promoting risk-based thinking and risk assessment;

/ monitoring

nagement of
plan, quality

hsuring the integration of requirements from the management system for quality in the healthcare
g g q g y q y

hsuring that the resources needed for the managerment system for quality in thie healthcare

1 skill levels
bnforming to
1,
achieves its

Feness of the

ht system for

neir areas of

promoting salety lor service vsers;

promoting safety and wellbeing of the workforce;

requesting evidence of compliance with legal and regulatory requirements;
ensuring transparency of communication and knowledge management;

ensuring impartiality, confidentiality and privacy are maintained and monitored;

adopting principles of cultural competence and aligning its services to meet the needs and

preferences of service users as to improve care, value diversity, and reduce disparity.
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5.2 Healthcare quality policy

Top management shall establish a healthcare quality policy that:

a) is appropriate to the purpose of the organization;

b) provides a framework for setting healthcare quality objectives;

c) includes

a commitment to meet applicable requirements;

d) includes a commitment to continual improvement of the management system for quality in the

healthca

re organization;

e) consider
f) expresseg
The healthca

— Dbeavaila

— be comnpunicated, understood and applied within the organization;

— be availd

Where servi
understood,
telehealth).

5.3 Roles

Top manage
roles are ass

Top management shall assign the responsibility; authority, and accountabilities for:

a) ensuring
requiren

b) reportinig on the performancé of the management system for quality in the healthcare organi:

totopm

c) reporting on the performance and status of quality objectives and health indicators at all

of the h
quaternj

d) ensuring

s input from stakeholders;
s a commitment to people-centred care.
re quality policy shall:

ble and maintained as documented information;

ble to stakeholders, as appropriate.

ces are provided at a distance, the healthcare quality.policy shall also be communi
and applied (e.g. mobile and satellite clinics, health @utposts, and professionals proy

responsibilities and authorities

rated,
riding

ment shall ensure that the responsibilities, authorities and accountabilities for relevant

gned, communicated and understood within the organization.

that the management system for quality in the healthcare organization conforms
nents of this document;

hnagement;
palthcare organization and/or healthcare system including primary, secondary, tet

iry care,‘and private providers (as appropriate to the healthcare system structure);

theé effective functioning of the risk management program;

ro the

ration

levels
tiary,

e) ensuringtramsparency of Teporting based omajustcutture;

f) promoting and improving service user experience;

g) proposing and implementing modifications to improve the quality management system;

h) allocating resources and empowering the workforce to carry out their roles and responsibilities in
the quality management system.

5.4 Service user focus

Top management shall demonstrate leadership and commitment with respect to service user focus by:

a) meeting

10

requirements of service users;
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b) ensuring the rights of service users are clearly known (e.g. patient bill of rights);
c) ensuring methods are in place to listen and respond to the service users’ voice;
d) assessing service user experience;

e) usinglessons learned from service user experience to facilitate change;

f) creating an environment of co-production that encourages service users to participate in their
care.

5.5 Access to care

Top mpanagement shall ensure there is access to care in accordance with its definedfmandate, taking
into consideration the laws and regulations by which it operates.

The ofrganization shall address affordability and accessibility of its services, while minimizing financial
risks [to service users. This includes consideration of economically challefiged underpifivileged and
vulnerable populations.

The ofrganization should consider how it is working towards universal health coverage.
NOTE|1  United Nations Sustainable Development Goal (SDG) 3, target8.8 addresses universal hdalth coverage.

NOTE[2  Each country has an individualized path to achieving universal health coverage and defiding what to
cover pased on the needs of their people and the resources at hand:

6 PHlanning
6.1 |Actions to address risks and opportunities

6.1.1| General

Wher] planning for the management system for quality in the healthcare organization, the|organization
shall ponsider the issues referred-to in 4.1 and the requirements referred to in 4.2 and determine the
risks pnd opportunities that negd to be addressed to:

— gjve assurance that the-management system for quality in the healthcare organizatiof can achieve
tls intended result(s);

—n

— prevent, or reduce, undesired effects;
— afhieve continual improvement.

The ofrganization shall plan:

a) actions to address these risks and opportunities in a timely manner,
b) how to

— integrate and implement the actions into its processes for the management system for quality
in the healthcare organization;

— evaluate the effectiveness of these actions.

©1S0 2023 - All rights reserved 11
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6.1.2 Risk culture

In order to create an organizational culture in which the values, beliefs, knowledge, attitudes and
understanding about risk are shared by everyone, the organization shall:

a) define a risk management program, which is consistent with the organizational vision, mission and
values;

b) demonstrate support from top management;

c) continually educate the workforce about the organization’s risk management program;

d) develop pmdTmaintatrdocumented—informationrof risk mmamagenrent—systens—ammd—makej them
accessible as appropriate throughout the organization;

e) measurdrisk awareness culture at defined intervals.

6.1.3 Riskimanagement processes

The organization shall have a documented system to identify risks and opportunities related [to its
clinical and hon-clinical activities, including environmental risks and unfoteseen circumstancef (e.g.
war, labour dtrikes, epidemics). Controls shall:

a) assess the risks and opportunities by identifying, analysing and eyaluating each risk;
b) develop pnd maintain a register of risks and opportunities;

c) define afisk criterion that specifies how much risk it can’Qr cannot accept in relation to meeting its
different types of clinical and non-clinical objectives;

d) rate riskis based on severity, impact or importance;
e) develop fisk assessment and treatment tools\for monitoring and reporting;

f) define processes to capture and analyse patient safety incidents (near misses, adverse and sehtinel
events);

g) define responsibilities, authorities/and accountabilities for each step of the risk managg¢ment
process;

h) develop [risk mitigation plans that specify the options chosen, order of implementation, angl how
the meagures will be integrated into the organizational management plans and processes;

i) monitorjand assess'isk management interventions to ensure that they are effective and contribute
to patienjt safetysand improved quality;

define appropriate improvement plans based on the assessments.

6.2 Healthcare quality objectives and planning to achieve them

The organization shall establish healthcare quality objectives at relevant functions and levels.
The healthcare quality objectives shall:

a) be consistent with the healthcare quality policy;

b) be measurable (if practicable);

c) takeinto account applicable requirements;
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d)
e)
f)
g)
h)
i)
j)

Wher] planning how to achieve its healthcare quality objectives, the organization shall det

The qrganization should consider the United Nations Sustainable Development Goals
establishing healthcare quality objectives.

6.3

Wher] the organization determines the need for‘changes to the management system for ¢
healthcare organization, the changes shall be-carried out in a planned manner.

The ofrganization shall consider:

a)
b)

‘)

d)

f)

7

7.1

ISO 71

be monitored;

be communicated;

be updated as appropriate at defined intervals;
be available as documented information;
include assessment of service user experience;

consider factors such as socio-economic status, culture, and diversity of service users;

—

1se evidence-informed practice data and established indicators of health ontcomes

01:2023(E)

rhat will be done;

=

=

rhat resources will be required;

who will be responsible;

=

hen it will be completed;

hjpw the results will be evaluated.

Planning of changes

the purpose of the changes and.their potential consequences;

the replication of, and (building infrastructure to support, full-scale implementa
practices beyond project mode;

the ability of thesmianagement system for quality in the healthcare organization tg
changes;

the availability of resources;

the allocation or reallocation of responsibilities, authorities, and accountabilities;

ermine:

[SDGs) when

juality in the

tion of best

sustain the

hpw the changes will be documented, communicated, and implemented at all applic

hble systems

levels (top management, population-based services, preventive services, primary, secondary,

tertiary and quaternary care levels) as appropriate.

Support

Resources

The organization shall determine and provide the resources needed for the establishment,
implementation, maintenance and continual improvement of the management system for quality in the
healthcare organization.

© IS0 2023 - All rights reserved
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7.2 Competence

The organization shall:

a) determine the necessary competence of person(s) doing work under its control that affects its
healthcare quality performance;

b) maintain a documented process for recruitment that defines the requirements for competence,
education, qualification, training, technical knowledge, skills, and experience;

c) ensure that these persons are competent on the basis of appropriate education, training, or
experience;

d) where a}IJplicable, take actions to acquire the necessary competence, and evaluate the effectivieness
of the acfions taken;

e) provide prientation to all workforce at the time of joining the organization which shall inclugle but
not be linited to organization’s services, rules and regulations, processes, policies'and procedures;

f) provide | integration into their appointed role and maintain documented procedures for
credentipling and privileging of healthcare professionals and support werkforce as approprigte;

g) provide pngoing education and training necessary to maintain the fequired level of performhance
and competency;

h) perform|a documented performance evaluation at defined intexvals;

i) provide fraining on respecting service users’ preferencessand choices, including their optiohs for
care and| treatment, components of co-production and compassionate care, and obtaining infgrmed
consent;

j) retain dgcumented information as evidence of competence for all workforce members.

NOTE Applicable actions can include, for example: the provision of training to, the mentoring of, or the re-

assignment of| currently employed persons; or thé hiring or contracting of competent persons.

7.3 Awar¢ness

Persons doinlg work under the organization’s control shall be aware of:

— the healghcare quality pelicy’and the objectives applicable to their role;

— their contribution td the effectiveness of the management system for quality in the healthcare
organizgtion, including the benefits of improved healthcare quality performance;

— the impljcations-of not conforming with the requirements of the management system for quality in

the healthcare'organization.

7.4 Communication

7.4.1 General

The organization shall determine the internal and external communications relevant to the management
system for quality in the healthcare organization, including:

14

on what

when to

it will communicate;

communicate;

with whom to communicate;

how to ¢

ommunicate.
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7.4.2 Service user communication

Communication processes with service users shall include:

a) providing information relating to services, rights and responsibilities;

b) handling enquiries, agreements or requests, including any actions taken;
c) obtaining service user feedback relating to services, including complaints;

d) ensuring that feedback mechanisms are accessible, understandable, and appropriate to the service
user’s education level and access to resources (e.g. computer, telephone, literacy level).

7.4.3| Clinical communication

The ¢rganization shall have processes in place to ensure effective clinical communidation. These
processes shall:

a) safeguard the security and privacy of service users’ personal infopmation during feferrals and
transfers between healthcare workers, at shift change, between hospitals and care nefworks;

b) epsure that oral and telephone orders, and communication of ¢linhical results, are cqntrolled and
erified for accuracy;

<

c¢) demonstrate the use of comprehensive clinical recerds that allow for proper| tracking of
cpmmunication between different professionals and service sites;

d) demonstrate that all communications containing(pérsonal health information follow national or
imternational standards of privacy;

e) aintain documented information as evidence of employee training on pr¢per clinical
bmmunication and privacy requirements!

O

7.4.4| External communications

The drganization shall define communication channels with external parties including §takeholders,
globa] financing partners, govérniment, intergovernmental and non-governmental organizations with
whonp they have stated agreements.

7.5 |Documented information

7.5.1] General

The mianagement system for quality in the healthcare organization shall include:

a) dpcumented information required by this document;

b) documented information determined by the organization as being necessary for the effectiveness
of the management system for quality in the healthcare organization.

NOTE The extent of documented information for a management system for quality in healthcare
organizations can differ from one organization to another due to:

— the size of organization and its type of activities, processes, and services;
— the complexity of processes and their interactions;

— the competence of persons.
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7.5.2 Crea

ting and updating documented information

When creating and updating documented information, the organization shall ensure appropriate:

— identification and description (e.g. a title, date, author, or reference number);

— format (e.g. language, software version, graphics) and media (e.g. paper, electronic);

nd approval for suitability and adequacy.

Control of documented information

— review a
7.5.3
Documente
and by this
a) itisavai
b) itisaded
For the cont
applicable:
— distribuf
— storage i
— control ¢
— periodic
— retentio
Documented

planning ang
identified as

NOTE Ac
the permissio

7.5.4 Info

The organiza

the proper flinctioning of interfaces within the organization information management system,

organization|

Whenever th
documented

glcl)ntormatlon required by the management system for quality in the healthcare organiz

cument shall be controlled to ensure:
able and suitable for use, where and when it is needed;
uately protected (e.g. from loss of confidentiality, improper use, or loss/ofiintegrity).

‘ol of documented information, the organization shall address the-fellowing activit

ion, access, retrieval and use;

ind preservation, including preservation of legibility;
f changes (e.g. version control);

review and updating as necessary;

h and disposition.

information of external origin determined by the organization to be necessary f
operation of the management system for quality in the healthcare organization sh
appropriate and controlled.

fess can imply a decision regarding the permission to view the documented information o
h and authority to view and(change the documented information.

‘mation management'systems

tion’s information’'management system(s) shall be validated for its functionality, inc

before use:

ere arechanges, including organization software configuration, they shall be autho
tested, and validated before implementation.

ration

es, as

r the
all be

nly, or

ding
y the

rized,

The informa
a)
b)
‘)
d)
e)
f)

be prote

include i

g) address

16

tion management system shall:

cted from unauthorized access;

be safeguarded against tampering and loss;

be maintained in a manner that ensures the integrity of data and information;

ncidents of any malfunctioning in the recording system;

have provisions for backup;

have contingency plans so that services are not disrupted;

cybersecurity risk protections.
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When an organization’s information management system is managed and maintained off-site or
through an external provider, the organization shall ensure that the provider of the system conforms to
all applicable requirements of this document.

The organization shall have processes in place to consider how and when it will contribute data that
can be required for external databases and reporting.

7.5.5 Control and management of electronic information

The organization shall establish and maintain processes for using and safeguarding electronic health
information. Actions shall include requirements for:

a)
b)
‘)
d)
e)
f)
g)
h)
i)
j)

The

npming files;
protection;

arcess;

o

ack-up;
afchive;

btrieval;

—

retention time;

deletion;

imtegration of documented information generatedthrough different systems and interfaces;

aintaining the confidentiality of digital health information.

ganization shall define and document'what constitutes a clinical record and maint

clinicpl records for every service user.

The ofrganization shall ensure that both workforce and service users have access to clinica
timely manner.

Amerldments to records shallbe identified and dated, with the individual making the chan

NOTE International, gational or regional regulations or requirements can also apply.

7.5.6| Audit of récords

In or

consiflered-beth clinical and non-clinical records.

To verify)that records are maintained, complete, and accurate, the organization shall:

a)

b)

c)

d)

pin complete

| recordsina

ce identified.

ler to ehsure the integrity of documented information, the organization shall d¢fine what is

conduct audits of both clinical and non-clinical records periodically to ensure quality of care and

services;

ensure that clinical records contain the history, results, reports, and sufficient in
facilitate clinical management of the service user;

formation to

verify that records include the date, time, and identity of the individual responsible for each

activity;
ensure that clinical records meet any legal requirements;

provide documented evidence of the audit of records and the results.

© IS0 2023 - All rights reserved
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8 Operation

8.1 Operational planning and control

The organization shall plan, implement and control the processes needed to meet requirements, and to

implement the actions determined in Clause 6, by:
— establishing criteria for the processes;

— implementing control of the processes in accordance with the criteria.

processes hayve been carried out as planned.

The organization shall control planned changes and review the consequences of unintended chz:
taking actior} to mitigate any adverse effects, as necessary.

The organizption shall ensure that externally provided processes, products of \services tha
relevant to the management system for quality in the healthcare organizatiof are controlled
includes services provided by subcontractors, governmental and non-governméntal agencies and
organizatio

8.2 Healthcare facilities management and maintenance

8.2.1 Genge¢ral

The organizption shall determine, provide and maintain“the facilities and associated resa
necessary td conform to its stated service offerings and-the management system for quality
healthcare ofganization.

To ensure the safe, proper and continued use of facilities and resources, the organization shall:

a) maintain a scheduled maintenance plan(of‘the facility that describes required facility insp¢
rounds, [including monitoring, inspection, and maintenance activities, and keep docum
information of activities and results:

b) monitor|turnaround time for breakdown and repair of equipment that affects the provis
uninterrjupted service delivery;

c) alignitsfinfrastructuraltreeds with possible plans for future expansion (when applicable);
d) maintain as-built drawings for future construction, renovation, and maintenance, as appropr

e) ensure that buildings are constructed and maintained per national or international guideling
provide feasolable access for individuals with disabilities;

at the

inges,

t are
This
relief

urces
n the

ection
ented

on of

jate;

s and

f f oA DA | + A3 13ad £1 1 £3 £iloas i H A TR
per ormTaneaoctuntent PITVTIILTVETIITATIICTIATICT UT DUTIUTITS S, TIT TITSTIUITNSS Y STTTILS, dIT =CUTTUTTT

ning

systems, electrical systems, water supply systems and medical gas systems at specified intervals;

g) assess and document risks in terms of safety and infection control in case of renovation and

maintenance;

h) supply potable water with appropriate backup for continuous and uninterrupted water s
(whenever possible);

upply

i) adhere to applicable standards for water treatment (e.g. reverse osmosis, distilled water,

demineralized water, and soft water) used for clinical and support services;

j)  demonstrate that water tanks and sumps are cleaned in accordance with regulatory requirements

and best practices;
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k)

q)

8.2.2| Contingency planning for facilities and services

In order to ensure continuation of its services, the organization shall:

a)

b)

f)
g)

h)

ISO 7101:2023(E)

maintain processes to confirm the functionality and availability of ambulances and transport
vehicles with appropriate equipment, medications, and supplies for planned and unplanned
transfers of patients;

confirm the availability of appropriate emergency communication systems at defined intervals;
ensure an adequate power supply;

ensure airflow of the operating theatre, transplant rooms and other care areas where applicable,
meets defined requirements;

follow clean air standards with positive pressure and air exchanges to prevent infections;

l‘ovide negative pressure rooms with adequate air exchanges for isolation rooms (whgre applicable
hd dependent on the reasonable resources of the organization);

L T

ppst signs which will be understood by the service user, taking statutery angl regulatory
bquirements into consideration.

—

maintain an emergency response plan that ensures business continuity to manage |poth natural
epents and those caused by human beings which impact service delivery (e.g. parthquakes,
':l)rnadoes, hurricanes, flooding, terrorism, pandemics;industrial accidents);

ake adequate infrastructural provisions for early detection, abatement, and contaihment of fire
emergencies;

diisplay exit plans and assembly sites takingrelevant requirements into consideration,|with regular
training and testing of emergency plansby conducting mock drills;

plan for possible power interruptions, including backup arrangements for continuous and
upninterrupted supply;

procure, store, handle anddistribute medical gases in a safe manner with adequate |back up that
imcludes colour coding of the pipelines, pipeline material, connectors, leak detection|systems and
alarms;

hhve emergency eVacuation plans for workforce and service users;

afdress the avatlability of nutrition and water for service users and workforce needed for survival
aphd continued provision of clinical services;

afldress~safety measures that affect physical working conditions (e.g. war times, [civil unrest,
oputbreaks and pandemics, location of workplace).

8.2.3 Equipment

In order to ensure the safe and proper use of equipment required for its operations, and minimize the
risk of human factors and errors at the person-machine interface, the organization shall:

a)

b)

c)

identify required equipment (including, but not limited to, biomedical equipment, measuring
instruments, apparatus, software, reagents, consumables and medical devices);

inspect, calibrate, and document relevant equipment traceable to national or international
measurement standards or other specified basis for calibration;

assess compatibility with existing equipment and devices, software systems and other
infrastructure when new procurements are being considered;
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d) maintain a list and usage log for identified equipment;
e) ensure that only qualified and trained workforce inspect, maintain, and operate equipment;

f) provide workforce with required personal protective equipment as required when working with
equipment.

Equipment and devices shall be identified and controlled for all levels of service delivery (labs, clinics,
hospitals, health outposts, diagnostic centres, home visits) as appropriate.

8.3 Waste management

8.3.1 Gengeral
The organizdtion shall consider management and life cycle of all types of waste and shall:

a) collect, segregate, treat, store, transport and dispose of waste, taking local regulatory requirements
and appllicable guidelines into consideration;

b) ensure thatindividuals responsible for waste disposal (both workforce and external provideils) are
trained gnd knowledgeable of how to dispose of wastes and sharps;

c) identify,lhandle, and properly store hazardous material per safety data'sheets or similar documents;

d) define a process for spill management.

8.3.2 Waste reduction

The organizdtion shall have a waste reduction plan.

NOTE Argas of waste reduction can include, but are.iot limited to, physical wastes such as medical sypplies
and clinical wpste, and administrative wastes including.unnecessary clinic visits, strategic employee scheduling,
time utilizatidgn, duplicate procedures, and reductien‘of corruption.

8.3.3 Environmental responsibility

The organizgtion shall plan its procésses and services in a manner to do the least possible harm fo the
environmen{ including:

a) take megsures to use environmentally friendly chemicals;

b) aim to yse environmentally friendly energy sources and monitor the consumption of electricity
and watg¢r;

c) select materjals'that are sustainable and environmentally friendly (whenever possible);

d) resell, r¢cyele or donate equipment no longer in use to other facilities or stakeholders (Wwhere
permitted);

e) reduce, reuse, recycle, rethink, repurpose, and repair as possible;

f) take measures to raise the awareness of environmental responsibility.

8.4 Handling and storage of materials

To ensure the effective and safe preservation of materials incorporated into its process and services,
the organization shall have documented information describing how materials are controlled.

NOTE1 Materials can include, but are not limited to, medical devices and instruments, consumables,
medicines, chemicals, and reagents.
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2 Preservation can include identification, handling, contamination control,

transmission or transportation, and protection.

8.5

Service user belongings

packaging, storage,

The organization shall have a process for managing property belonging to service users if the service
user brings it into the facility. The organization shall:

a) maintain a process for recording, storing and safeguarding medications brought by the service
user from home;

b)

[eRe)

[oie]

The
servi

8.6

Wher
orgarn
use o

Whern
ensuf

Whern
exper

NOTE
(trans
with {4
emerg

8.7

Servi
of ser

}

edical consumables, assistive breathing devices, linens, clothing);

hsure that personal devices requiring the use of electricity do not interfere)with
ectrical system or capacity;

hsure that property does not pose a safety risk;

bport property that is lost, damaged or found to be unsuitable .foryuse to the sery
cument any actions taken.

ganization shall have a documented process for the handling of illegal property b
e user, family and caregivers.

Emerging technologies

e the organization uses new and emerging technologies to deliver various types
ization shall evaluate and mitigate risks, anddefine processes to ensure safe, proper,
such technologies.

e artificial intelligence is used in healthcare decision making and diagnosis, top mang
e that these processes are tested,¥alidated, and controlled.

e new technologies are used.to. deliver patient care, the organization shall ensure
ience is evaluated, and data‘used to continually improve user experience.

In the context of healthcare, emerging technologies include: surgical robots, s
portation and sanitation), social robots, cobots, robots that assist with procedures and assis

asks, wearable devices, communicating with healthcare providers via digital platforms,
ing technologies:

Service-désign in healthcare

ce deSigh process shall take a user-centric approach by considering the needs and 1

1 wheelchair,

the facility’s

ice user and

ought by the

of care, the
and effective

gement shall

hat the user

brvice robots
service users

gmongst other

equirements
user-centric

vice providers, end users and stakeholders. In order to ensure that design results arg

Aarganization’c malociaga carn ahbia o
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system, the organization shall:

a) d
b)

efine and document its process for designing or changing a service;

identify and engage key stakeholders throughout the process and shall:

— include multi-disciplinary teams in the process;

anagement

— define the responsibilities and authorities that will be involved in each design project;

— seek inputs and feedback from service users whenever possible;

)

identify tools and resources necessary to effectively address service design work;

d) adhere to standards or codes of practice that the organization has committed to implement;
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e) demonstrate or document compliance with legal or statutory requirements;

f) consider best available medical knowledge and scientific evidence in relation to the service being
designed or changed;

g) consider its current and future potential access to resources such as medical devices, medications,
vaccinations, adequate workforce, and sufficient space for service users and associated clinical
procedures;

h) identify level of risks and maintain a process to control for them;

i) consider

workforce and patient safety in the design;

j) consider
k) consider
1) consider
m) consider

The organizs
addressed af

NOTE Giy
efforts to gain

8.8 Suppl

The organiz
products cor

The organiz3
a) define th

b) consider

workforce wellbeing;

service user access to care settings;

the need for community outreach and education;
external and environmental factors.

tion shall define the controls necessary to ensure all requirements have been adeqj
1d shall retain all relevant documented information.

hately

en the challenge in seeking input from end users, it is impor€ant to leverage multiple chaniels or

this feedback at the convenience of the end users.

jes and services from external providers

htion shall ensure that both clinical and. nen-clinical externally provided service
form to stated requirements.

tion shall:
e criteria for evaluating, selectifigy'monitoring, and disqualifying its external provid

how the product or servicesaffects safety of both workforce and service users;

s and

EI'S;

¢) maintaip processes in place for'receiving and verifying that externally provided equipment,

devices,

d) maintain processes to document and communicate any problems found with externally pro

products

e) ensure t
quality

services materials andmedications conform to agreed-upon requirements;

and services;

hat services provided externally align with the objectives of the management syste
n the “healthcare organization; including principles of impartiality and confiden

where applicable;
f) ensure Lﬁmmmmmmrmmmmrmnd—mm

vided

m for
riality

actions taken are maintained.

ective

The organization shall document its expectations and agreed-upon contract requirements with
partnering stakeholders (governmental, non-governmental, and intergovernmental organizations,
funding partners, etc.). Where the stakeholder provides product or services and fails to meet established
criteria, the organization shall communicate this to the stakeholder through pre-defined methods.

NOTE Externally provided services and products can include medication, medical equipment and devices,
laboratory services, imaging services, consulting services, food and nutritional services, education programs,
amongst additional services.
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8.9 Provision of services

To ensure a safe, efficient, effective, and timely service, the organization shall define the controlled
conditions under which the service is provided. For this purpose, the organisation shall:

a)
b)

f)
g)
h)

j)

k)

1)

The drganisation shall maintain and rétain all relevant documented information which
that alll processes and activities have been carried out according to requirements.

8.10(People-centred care

8.10.1 General
Top 1

culture of people-centred care, taking into consideration the experience of service users
comppssionate care, health literacy, as well as the principles of inclusivity and diversity.

8.10.2 “Service user experience

define and document its scope of services and make this available to service users;

provide documented information to service users of their rights and responsibilities;

define and document processes and procedures for registration, admission, and dis
categories of service users;

provided, follow up details for all categories of service users;

aintain documented protocols and procedures for ordering diagnostic in
edications, diet, and other clinical needs;

ovide appropriate personal protective equipment to healthcare workers and service

c

:[aintain documented processes for patients undergoing sedation, surgeries, and prog

aintain a documented process for obtaining informed consSent in such a manner the
ser clearly understands, and processes for when patients are unable to give verbal ca

c

npaintain documented protocols and procedures for‘feferring service users to other sp
beciality departments;

%)

aintain documented protocols for transfer'of service users within the hospital and ¢
hpspital for diagnostic and clinical procedures, and for different levels of care;

provide a discharge summary, when applicable.

charge of all

[ogress, care

vestigations,

users;

se appropriate technology tools in delivery of care (e.g. digital health, telehealth, mobile health);

edures;

t the service
nsent;

ecialists and

utside of the

demonstrate

hanagement shall define the processes and procedures required to endorse and cultivate a

provision of

8.10.2.1 General

The organization shall have a formal mechanism to routinely assess service user experience in all
service areas, including clinical and administrative services, and patient safety perceptions. The
organization shall:

a)

b)
‘)

use a validated and reliable methodology for assessing experience that includes a representative
sample of service users, ensuring that all groups are equitably included. This methodology should

include qualitative and quantitative components as appropriate;
include assessments of family and caregiver experience when possible;

encourage input from community groups and external service users;
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d) ensure that feedback mechanisms are accessible, understandable, and appropriate to the service
user’s education level and access to resources (e.g. computer, telephone, literacy level).

8.10.2.2 Service user experience assessment

The service user experience assessment shall determine if:

a)
b)

<)

service users, families, and caregivers feel they are treated with respect and dignity;

privacy and confidentiality are maintained;

service users’ emotional needs, social and cultural needs, preferences, and values are considered;

d) all peop

diagnosi
service \

e)

Organizatiorn
evaluate thsd
communicat

The organizg

e are treated equally, regardless of sex, gender, age, race, ethnicity, condition, or €l
S,

sers, families and caregivers are included in shared decision making.

al responses shall include action plans to address negative experiences. Actions
need for process changes, corrective and preventive actionscand specify foll
on with the service user.

tion shall determine how experience data can be used to improve clinical outcomes, s¢

inical

shall
w-up

brvice

delivery, adhlerence to treatment, and as a mechanism to motivate service users to adopt positive health

behaviours.

Evaluation o

Fuser experience shall be included in the required management review meeting.

8.10.3 Comjpassionate care

The organiz3
a)
b) foster arn
c)
d) educate

treat ser

listen to

Relevant wo
related to en

tion shall have a process in place to:

vice users and workforce with respec¢tand dignity;

d promote an environment of kihndness among people, families and caregivers;
service users and caregivers;

workforce on how to/deliver compassionate care.

Fkforce shall besrained in, and aware of, the psychological, social and emotional
d-of-life care.

8.10.4 Inclusivity and diversity

In order to c1

eate and foster inclusivity and diversity, the organization shall:

a)

ssues

bnEinlac of ~ldiea] co b o Align e cnrvzionc +0 st thn ande A d e nfayg

adopt pr

an
THCTPICS U Turtarar COTIp Tttt Tantarrgit oS StrvIcCotomet ot Cas ot proTtt

ences

of all people and families as to improve equity of care, value diversity, and reduce disparity for all
persons regardless of colour, gender, age, belief, languages, literacy level, racial, ethnic minority
groups and other vulnerable populations;

b)

provide workforce training on cultural competence;

service users, or between workforce colleagues;

d)

and opportunities for improvement.
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8.10.5 Health literacy

To foster service user and workforce healthcare literacy, the organization shall:

a) addressand integrate health literacy into planning, evaluation measures, patient safety, and quality
improvement;

b) educate the workforce to be health literate;

c) include populations served in the design, implementation, and evaluation of health information and
services;

d) 1Wmmmmmmm understand
imformation (e.g. paediatric, dementia, and special needs populations);

e) uke health literacy strategies in communications and confirm understanding at pll points of
cpntact;

f) afldress health literacy in high-risk situations, including detailed information befor¢ performing
procedures thatrequire informed consents, care transitions and communications abouf medication;

g) emphasize people’s ability to use health information and focus-on the ability to mdke informed
decisions;

h) eet the needs of populations with a range of health literacy skills while avoiding stigmatization;

i) provide service users with education regarding prevention and management of thejr current or
pptential conditions.

NOTE Education can be in the form of printed handouts, use of visual aids, verbal coungelling, digital

platfofms, amongst other methods.

in their care;

objectives in

partners in

8.10.6 Co-production

To cotproduce health services the organization shall:

a) work to build trusting, respéctful services in partnership with service users;

b) listen to service users and-empower them and their support systems to become active

c) ppy attention to service users’ lived realities, values, resources, social support, and
seeking care;

d) create a shased decision-making environment in which health professionals engagg
healthcare service delivery;

e) f[ster service users’ autonomy, identifying objectives that matter to the patient;

f) promoteintettigentkimdnessamdmindfutressregarding tirekinshipofserviceusersar

providers.

8.10.7 Workforce wellbeing

In order to effectively maintain the wellbeing of its workforce, the organization shall:

a)

b)

d healthcare

maintain a documented plan to address workforce health and safety to include physical, chemical,

biological, ergonomic, and psychosocial components;

have processes in place to address workforce wellbeing including stress, burnout,
received from service users or co-workers.

© IS0 2023 - All rights reserved
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8.11 Ethics

The organization shall have defined processes for identifying, investigating, analysing, and addressing
ethical dilemmas, including human subject research.

The workforce shall be trained as appropriate on the handling of ethical concerns.

Service users and their family, caregivers, and/or support systems shall be involved in ethical decision
making as agreed upon by the service user.

8.12 Patient safety

8.12.1 Gene¢ral

The organizdtion shall have documented processes in place for ensuring patient safety in allhealthcare
settings in which it provides services.

When decidipg on which safety issues to address, the organization shall consider-using nationally and
internationally recognized objectives and guidelines. To ensure safety in all settings, the organization
shall:

a) consider] workforce ratios and balance of qualified workforce (intefprofessional cadres of health
professipnals) according to the workload and kind of work;

b) formulafe team-based workflow including referral systems.in*which patients are appropifiately
transferfed to relevant clinical departments for hospitalizationh and other more specialized mgdical
institutipns with corresponding flow of information;

c) assess the patient’s experience/journey;
d) consider|the existing expertise and capacity of'the institutions referring and receiving the palient;
e) define apystem for critical incident reporting’(see 6.1).

NOTE Heplthcare settings include hospitals, speciality clinics, community clinics, health posts, syirgery
centres, health centres, and non-clinical settings in which health services are provided.

8.12.2 Knowledge and learningin.safety
The organizdtion shall:

a) establisih an envirofimént to promote continuous learning, knowledge sharing, training, and
deployment of relevant and competent workforce to ensure patient safety;

b) define a processfor sharing lessons learned;

c) continugllycollect and analyse data on patient safety to implement improvements.

8.12.3 Patient identification

To ensure accuracy of patient identification, the organization shall develop and implement a process
that:

a) requires patient identification at all points of care, and before performing any diagnostic or
therapeutic procedure or intervention;

b) requires atleast two unique patient identifiers;

c) does not use the patient’s room number, bed number or location in the healthcare facility for
identification;
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d) outlines processes for special circumstances when a patient is unable to confirm their
comatose, disoriented, delirium, new-born that does not yet have a legal name, severe

8.12.4 Medication safety

The organization shall have documented information regarding medication process
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identity (e.g.
burns).

es including

medication choice, prescribing, procurement, pharmacy validation, preparation, storage, dispensing,

and administration.

To ensure medication safety, the organization shall:

b) imstitute and enforce practices for rational antibiotics use according to evidence-base
) aintain protocols in place for patient and caregiver education regarding medication;

d) define mechanisms for monitoring and reporting medication .éryors and medic
aflverse events.

8.12.5 Surgical safety

The ¢rganization shall implement systematic safety measures to promote surgical §
operdting theatre and other areas where a minor surgery is performed by:

a) deploying sufficient workforce considering the required occupational balance (rat
physicians, medical engineers and other healthcare workforce);

b) designing infrastructure and implementing a workflow based on human factors;
c) uking evidence-based practice for thé delivery and monitoring of anaesthesia;

d) epsuring communication and collaboration between surgeons and anaesthesiologists

&
2]

irgical interventions and related postoperative re-admissions;
f) npaintaining processes to prevent wrong patient, wrong kind or wrong site of surgery

NOTE Systematic.measures to ensure surgical safety can include tools such as surgical saf
safe childbirth checKlists, clinical algorithms and job aides.

8.12.6 Infection prevention and control (IPC)

alert system
lastic drugs,

1 guidelines;

htion-related

afety in the

io of nurses,

foviding the necessary equipment for patient monitoring during surgery, periodicallly analysing

errors.

ety checklists,

The drganization shall have documented and coordinated processes for an infection pr

bvention and

control program that includes:
a) riskidentification, setting priorities and definition of strategies;
b) developing and applying indicators, guidelines and operating procedures;

¢) a monitoring/audit system for IPC practices, including the development of a tracking
as a dashboard designed to monitor and minimize impacts;

system such

d) systemic measures for infection prevention and control: hand hygiene, prevention of the
emergence and transmission of microorganisms, surveillance of multi-resistant microorganisms,
device associated infection prevention, prevention of surgical site infection, isolation measures,

cleanliness of environment, and safe and rational use of antibiotics;
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