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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

Healthcare personnel work in highly complex environments characterized by multiple competing
challenges, including interdependent processes, a growing population of older, more acutely ill
hospitalized patients, the need to stay current with rapid advances in medical knowledge and
technology, and a multigenerational and multi-cultural workforce. The ever-changing demands of the
new healthcare delivery models exacerbate the complexity by orders of magnitude.
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Patie

er interventions and educate patients about self-care. As key players on the front lines d
ery, they play a critical role in providing care, coordinating care, preventing adversg
hizing patient outcomes.

ting a healthcare standard for patient-centred staffing is a strategicldecision for
hizations; it can assist health services in improving overall performancé. This docum

ework. Patient-centred staffing has emerged as a globally imporitant area within healt

nt satisfaction is an important underpinning concept associated with the implement

needs and expectations have been met. They determine the methods for obtaining
eviewing this information, including:

ervice-specific or general patient surveys;

vritten expressions or comments and ¢oncerns.

thcare organizations are encouraged to cooperate with interested parties (see
opment, deployment and execution of patient-centred staffing standards. Interested|
valuable input and feedback.to improve the effectiveness of these standards, and a
jonship can improve satisfaction among interested parties. Likewise, healthcare orgar
liraged to share with interested parties relevant information regarding patient-cent
lards, for example the processes and procedures that are important to these parties.

Patient-centred-staffing principles for healthcare

document jsbased on healthcare management principles described in organization 1
hdershipdrealthcare literature and incorporates knowledge about effective quality ma

nt-centied staffing in healthcare considers:
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evaluating staffing methodologies;

nternal and external resource allocation and management;

forecasting and planning across the service;

mproving patient care and facilitating opportunities to enhance patient satisfaction;

providing services that meet patient needs;
meeting the range of applicable statutory, regulatory and guideline requirements;

addressing risks and opportunities;
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— enabling capacity planning in emergency situations.

Patient-centred staffing considers the requirements to match healthcare service personnel expertise
with the needs of the patient. This expertise should include a full range of professional experience
required to deliver holistic care and meet the needs of the patient. Those needs relate to age, family,
home environment and personal circumstances, culture and kind of illness - acute or chronic.

Broadly speaking, the principles for patient-centred staffing are based on the following:

— considerations of patient safety;

— risk management;

— providil
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Understand
healthcare
harm and in

g a seamless experience for patients;
tice environment;

ment of continuity in healthcare: in-patient (hospitalized) and out-patient (ambula
icine and home hospitalization;

pf healthcare;

ptional culture, leadership and people engagement;

oyment of a systematic process-based approach;

e-based decision making;

pgy and innovation;

nce;

ent and service context.

to an organization of implementing this document are:

g methods for reviewing and allocating resources for effective staffing;
bly meeting patients’ needs;

hg skill mix and workload fluctuations;

hg patent flow and,matching service provision with any wider service requirements.
Ls of a standardized approach

ng theinfluences that contribute to or detract from an optimal work environmer
rofessionals is essential for health systems seeking to better manage patient needs, re
hprove value across the care continuum. This can be achieved through in-depth analy

tory)

t for
duce
5is of

the relation

*hipc between the structure process and outcomes measures that dirnrﬂy relate to P

tient

care.

Healthcare personnel structure, process and outcome indicators are those elements of patient care
that are directly affected by their care. Structure indicators include the supply, skill level, education
and certification levels of staff. Process indicators measure methods of patient assessment and
interventions. Outcome indicators reflect both patient clinical and experience outcomes, such as
pressure ulcers and falls, and staff outcomes such as job satisfaction or turnover.

Benefits to the organization emerging from the implementation of this document include:

— enhanced patient experience;

— improved compliance with statutory, regulatory and professional requirements;

Vi
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ncreased transparency and increased accountability;

— greater opportunity for evidence-based decision making;

— reduced risk of reputational damage;

— i

ncreased flexibility;

— improved staffing outcomes (e.g. attrition, recruitment, loyalty and retention of talent, existing
vacancies, staffing gaps, salaries, skill mix requirements);

— management of a range of clinical and other service risks;

q

gbility to benchmark across organizations;

— 1Ineets requirements and public health data, such as those of the World Health Organization (WHO).

Stafff

— 1

benefits include:

eductions in fatigue, burnout and sickness rates;

Patie

— Iitter staff retention and lowered attrition;

proved job satisfaction.
nt benefits include:

rreater visibility of staff at all levels;

This
inter]
orga

Incident feedback methanisms and serious incident reporting data may be analysed to ide

and
prov
orga

The
patig

ore effective meeting of needs;
provements in staff competences;
etter quality of service;

proved outcomes (e.g. falls, healthcare-associated infection rates, public health data:
edication errors, patient mortality, hospital readmissions, lengths of stay).

document offers an opportuiiity for organizations to better understand and manage
related processes withifi iealthcare. It will also contribute to a better understanding g
hizations’ effectiveness.

highlight poteéntial sources of prevention. Falls with or without fracture rates in |
de an area_for improvement if these are above national rates, or alternatively can
hizationsan opportunity to learn and develop their services.

ntsafety:

medical and

the complex
fhealthcare

ntify trends
nospital can
offer other

following patient safety goals suggest that it is important to address specific areas of concern in

— i

— i

dentify patients correctly;

mprove effective communication;

— ensure high-alert medications (using drugs which can cause significant harm or if maladministered
cause devastating consequences for patients) are given according to guidance;

— ensure safe surgery;

— reduce the risk of healthcare-associated infections;

— reduce the risk of patient harm resulting from falls;

— prevent and treat pressure injuries.
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Monitoring of the process’s indicators in relation to the requirements of this document can indicate
that an organization needs to plan and implement actions to address both risks and opportunities.
Addressing both risks and opportunities for improvement establishes a basis for increasing the
effectiveness and safety of the healthcare guidelines, achieving improved results and ameliorating
possible negative events.

Opportunities can result from evaluating health technologies for the introduction of areas such as new
drugs or treatment modalities; however, there can be inherent risks in terms of training. Actions to
capitalize on opportunities should include consideration of associated risks, whereby a considered risk
is the effect of an uncertain outcome. Risks can result in positive or negative effects. For example, a
positive deviation arising from a risk such as a fall can also provide an opportunity: it is possible that
a patient wdTting for a hip replacement falls, requiring a nip replacement immediately. However, npt all
positive effects of risk result in opportunities. For example, death or surgical complicationscgan also
result from p fall.
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Healthcare organization management — Requirements for
patient-centred staffing

1 Scope

This document provides requirements for patient-centred staffing in healthcare settings. It is generic
and llppli(,dbie to amny freattihcare organization:

2 ormative references

The following documents are referred to in the text in such a way that sonie\or all of their content
constitutes requirements of this document. For dated references, only th€)edition cited [applies. For
unddted references, the latest edition of the referenced document (including any amendments) applies.

ISO |21001, Educational organizations — Management systems for educational organizations —
Requiirements with guidance for use

3 Terms and definitions
For the purposes of this document, the terms and definitions given in ISO 21001 and the follpwing apply.

[SO dnd IEC maintain terminological databases forsise in standardization at the following gddresses:

— ISO Online browsing platform: available athttps://www.iso.org/obp

— IEC Electropedia: available at http://www.electropedia.org/

31
patient
person seeking to receive or receiving healthcare

3.2
pati¢nt need
essenmtial element of patient care

3.3
patient expectation
belief of whatwill happen before, during and after a healthcare experience

3.4

patientperception
patient belief or opinion

3.5
outcome-based
approach to ensure that healthcare services are focused on achieving the intended results

3.6

healthcare service

output of a healthcare organization with at least one activity performed between the organization and
the patient

© IS0 2021 - All rights reserved 1
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3.7

person
people
individual, family, patient, community or worker (individuals who are training, etc.)

3.8

staff
people who work for or within an organization

Note 1 to entry: The patient should require support, clinical intervention and/or treatment delivered by a
healthcare organization. The patient-centred staffing requirements continue throughout patients’ episodes of
care and acr

4 Determining the scope of the healthcare organization

ss their care pathwav
r 4

4.1 Gene

The organiZ
review infof

a)

b)

4.2

Interna
age or
service

Externd

Inter

The interest

a)

b)
c)
d)
e)
f)
g)
h)
i)

j)

patients
require

staff;

commu

externall services providing-healthcare staff;

regulat
unions
those in

governtr

ral

mation about external and internal issues, including:

issues: positive and negative factors or conditions requiring consideration, such as p4

; organizational values, culture and performance.

psted parties
ed parties with regards to this document include:

, families and other support stiuetures (who need services to optimize their h
ments);

hities (seeking reassurance about healthcare provision);

ry, collegiateyand statutory organizations;

ind other professional bodies representing the interests of healthcare staff;

dividwals or groups funding healthcare services (taxpayers, government, insurance);

ation shall consider the services being provided to determine the scope, and monitor

and

tient

patient clinical needs and staffing requirements, level ofyeomplexity of the healthcare

1 issues: legal, technological, competitive, market, cultural, social and economic
environments, weather, national, regional or local environments.

palth

aerntal and non.ogavernmontal araanizatiagng:
e e HeR-governy < St1OH-S5

o
TeTTc o5

top management;

industry representatives (medical devices, pharma, insurance);

k) other third parties, including WHO.

The interested parties have similar expectations of outcome-based healthcare staffing, although
possibly view these from differing perspectives.

© ISO 2021 - All rights reserved
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Documented information throughout the organization

The healthcare service shall:

a) maintain documented information to support the operation of its processes, including electronic
and all other records linked to patient care;

b) retain documented information to ensure confidence that the processes are being adhered to as
planned;

c) facilitate staff access to appropriate clinical or other documentation according to their role

equirements.

5 Leadership

5.1 | General

Top [management shall determine the knowledge and skills necessary for the operption of its

processes and to achieve conformity of services. When addressing changing requirements for service

developments, new needs and trends, the organization should determine how to acquire o access any
necepsary additional knowledge and required updates.

Top nanagement shall demonstrate commitment to this document by:

a) taking accountability for the effectiveness of implementing this document;

b) ¢nsuring that policy and objectives are established*according to this document, and ar¢ compatible
yvith the context and strategic direction of the'erganization;

c) integrating this document's requirementsinto the organization’s core business and care processes;

d) I:"omoting the use of the processiapproach and risk-based thinking within the healthcare
¢nvironment;

e) providing those resources needed to achieve patient-centred staffing;

f) ¢ommunicating the importance of effective healthcare management and of conforming to this
document;

g) eénsuring this document achieves its intended results by requiring consistent measureI:ent;

h) ¢ngaging, directing and supporting people to contribute to the effectiveness of impleinenting this

ocument;

i) rometing improvement;

j)  supporting other relevant management roles to demonstrate their leadership within their areas of
responsibility;

k) ensuring the organization’s management has systems and metrics in place to identify and ensure
compliance with all relevant legislation, regulatory requirements, guidelines, standards and
collective agreements, if in place;

1) ensuring that regular staff meetings concerning the planning, implementation and evaluation of
the care and support and associated questions are agreed upon and documented;

m) ensuring the responsibilities and authorities for staff roles are assigned, communicated and
understood within the organization, according to the communication policies of the organization;

n) ensuring all staff have written job descriptions and a copy of the terms and conditions of their

staffing relationship (employment or otherwise);

© IS0 2021 - All rights reserved
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0)

ensure there is an up-to-date work schedule for all staff categories and that applicable schedules
are available to each staff category, as appropriate.

5.2 Patient-focus

Top management shall demonstrate leadership and commitment to having a patient focus by ensuring
that:

a)

b) patient
c) risksar
d)

the co
5.3 Trace

The healthd
and therap
medication;

Clinical rec
be followed
records), sig

statutory and regulatory requirements are determined, understood and consistently measured to
ensure they meet patient requirements;

a suffi;]ent number of suitably qualified healthcare staff are available according totle patien

intervemtion discussions;

medicat
informd

discuss

catisfactiom s enanced;

e managed;

plexity of the process.
ability

are organization shall ensure the traceability of patient cdre processes, diagng
putics, including: patients’ unique identifiers; samples; ¢omplementary examinat
surgical and medical devices; and prosthetics traceability;

and are evidence-based. Hand-written and electronic records shall be legible (if
ned, timed and dated, and include the followingimportant factors:

ion and treatment given;
d consent;

ons with families or carers.

opportunities, expectations and perceptions

pssing risks and opportunities
ent considersthe following as risks and opportunities:
staff training and development requirements;

e iricrease of healthcare personnel leaving the professions;

rds shall be maintained to a high standard to ensute that patients’ care pathways

t and

stics
ions;

can
aper

ng numbers oI ageing health proressions and the pipeline 1or stalft;

sation packages, working hours and requirements;

changing demographic patterns and an increase in those aged 65 and older as a percentage of the

changing epidemiological patterns that impact rates of morbidity or mortality;

emergency management during pandemics and catastrophes (e.g. passenger transport accidents
with multiple victims);

litigation trends and patterns;

technological advances and IT infrastructure;

6 Risks,
6.1 Addr
This docum
a) ongoing
b) anotab
c) increas
d) compen
e)
population;
f)
g)
h)
i)
4
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j) other documentation or information systems;

k) maintenance of environments and facilities;

) i
m) |

n) i

ssues relating to clinical challenges linked to the complexities of different patients;
ow discharge rates;

n extremis crises, such as terrorism or natural disaster;

0) risks to the safety of patients and staff.

6.2
Heal
to:

a) ¢
b) 3
c
d) ¢

e) 1otify staff and patients of risks affecting their safety.

6.3

Patie
resp

Patig
— 1
—
—

Risk assessment

thcare organizations shall have guidelines, standards, policies, procedures or all-ef th

bvaluate and/or analyse risks, opportunities and expectations on a contintious basis;
iddress risks and gaps in expectations and realize opportunities for improvement;
ontinuously monitor and, if needed, act to ensure risks and gaps\in expectations are a

ontinuously improve and implement measures to realize epportunities;

Gaps between expectations and perceptions — patients and staff

pctive health system.

nt expectations or perceptions of health services include:

imely access into services and séryice delivery;

retting what is needed in a reasonable time frame in non-emergency situations;
retting expedited treatment in emergency situations;

it-for-purpose premises and equipment;

uitably qualified healthcare staff;

afe carewithout avoidable harm;

bmpathy for patients and their families;

q

3 Safe and welcoming environment;

ese in place

Hdressed;

nts and staff have expectations of health seryices, some of which are the same depending on the

— anintegrated and continuous care pathway;

— minimal possibility of medical error;

— being treated with respect and having a say in decision making.

Staff

expectations or perceptions of health services include:

— opportunities for career progression and personal or professional development;

— opportunities to develop technical skills and receive training;

— sufficient compensation and adequate work-life balance;
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— recognition and unconditional positive regard;

— satisfaction and feeling appreciated;

— reasonable periods of time in the workplace;

— adequately maintained technical equipment;

— adequate resources to support effective role performance;

— asafe and welcoming environment, including occupational health and safety;

- L 11 1L - 11
— constructrveteeapacktronrsemnior Colcagues:

7 Resou
7.1 Envix
The healthd
considers:

a) epidem
b) psychol
c) physica
d) service

These factol

7.2 Comy
In areas linK
a) determ
b) provide
c) ensure

d) close an

'cEs

onment for the operation of processes

ological and societal impacts;

requirements (e.g. treatment and care);

environment (e.g. temperature, heat, humidity, light, airflow, hygiene, noise).

Jetence and key skills

ted to staff, the healthcare orgarization shall:

ne the competence and skillrequirements;

adequate focus on recruitment;

hppropriate education, training, development and on-the-job experience;

y ‘competencégaps’ and evaluate the effectiveness of the actions taken;

e) retain documented(information.

The healthc

Possible act

ons to ensure competence include:

are organization shall determine, provide and maintain a suitable)environment W

pbgical considerations (e.g. stress reduction, burnout prevention, emotional protection);

s can differ substantially depending on the.setting and services being provided.

hre ofiganization should also consider staff engagement and retention of talent.

rhich

b

— hiring the right skill set;

— the provision of training or implementation of education-based courses;

— mentoring and coaching;

— reassignment of currently employed people.
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