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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. 

The procedures used to develop this document and those intended for its further maintenance are 
described in the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed for the 
different types of ISO documents should be noted. This document was drafted in accordance with the 
editorial rules of the ISO/IEC Directives, Part 2 (see www​.iso​.org/​directives).

Attention is drawn to the possibility that some of the elements of this document may be the subject of 
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Details of 
any patent rights identified during the development of the document will be in the Introduction and/or 
on the ISO list of patent declarations received (see www​.iso​.org/​patents).

Any trade name used in this document is information given for the convenience of users and does not 
constitute an endorsement. 

For an explanation of the voluntary nature of standards, the meaning of ISO specific terms and 
expressions related to conformity assessment, as well as information about ISO's adherence to the 
World Trade Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www​.iso​.org/​
iso/​foreword​.html.

International Workshop Agreement IWA 35 was approved at a series of workshops hosted by the British 
Standards Institution (BSI), in association with Nottingham University and the Knowledge Innovation 
Center (Malta), held via video conferencing meetings in June to August 2020. 

Any feedback or questions on this document should be directed to the user’s national standards body. A 
complete listing of these bodies can be found at www​.iso​.org/​members​.html.
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Introduction

In healthcare studies which include professional regulation, student learning in care settings is an 
essential part of the curriculum. This education occurs when an organization provides structured 
arrangements, such as student teacher relationships and/or interactions, in care settings. Curricula are 
designed with close input from national health services and, when they graduate, students are expected 
to have sufficient experience to practice independently within their profession. Simultaneously, a 
shortage of healthcare professionals in certain countries is stimulating mobility. However, healthcare 
professionals who are educated or trained in the systems in which they intend to work are more likely 
to be capable of immediate integration into that system, unlike professionals from other systems who 
can require extra time and resources for a similar integration.

The intent of this document is, therefore, to provide a set of requirements that support educational and 
healthcare institutions in offering and directing high-quality international learning opportunities and 
in simplifying the processes involved in organizing these for students.

In this document, the following verbal forms are used:

—	 “shall” indicates a requirement;

—	 “should” indicates a recommendation;

—	 “may” indicates a permission;

—	 “can” indicates a possibility or a capability.

This document is based on the HEALINT Protocol[4].

﻿
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Quality of learning environments for students in 
healthcare professions — Requirements for healthcare 
education providers in care settings

1	 Scope

This document specifies requirements for operational practices in care settings when a provider wishes 
to demonstrate its ability to consistently provide and improve healthcare education or training that 
meets the learning requirements of educational organizations.

All the requirements in this document are intended to be applicable to any provider, regardless of its 
type, size or the healthcare services it offers.

2	 Normative references

There are no normative references in this document.

3	 Terms and definitions

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

ISO and IEC maintain terminological databases for use in standardization at the following addresses:

—	 ISO Online browsing platform: available at https://​www​.iso​.org/​obp

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

3.1
legal requirements and other requirements
legal requirements that an organization (3.8) has to comply with and other requirements that an 
organization has to, or chooses to, comply with

Note 1 to entry: Legal requirements and other requirements can arise from mandatory requirements, such as 
applicable laws and regulations, or voluntary commitments, such as organizational and industry standards, 
contractual relationships, codes of practice and agreements with community groups or non-governmental 
organizations.

[SOURCE: ISO 45001:2018, 3.9, modified — The original notes to entry have been removed and a new 
note to entry has been added.]

3.2
documented information
information required to be controlled and maintained by an organization (3.8) and the medium on 
which it is contained

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

Note 2 to entry: Documented information can refer to:

—	 management systems and related processes;

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

—	 evidence of results achieved (records).

International Workshop Agreement� IWA 35:2020(E)
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Note 3 to entry: This constitutes one of the common terms and core definitions of the high level structure for ISO 
management system standards. The original definition has been modified by replacing “the management system, 
including related processes” with “management systems and related processes” in Note 2 to entry.

3.3
infrastructure
<organization> system of facilities, equipment and services needed for the operation of an 
organization (3.8)

[SOURCE: ISO 9000:2015, 3.5.2]

3.4
interested party
person or organization (3.8) that can affect, be affected by, or perceive itself to be affected by a decision 
or activity

Note  1  to entry:  Customers, owners, people in an organization, providers (3.11), bankers, regulators, unions, 
partners or society that can include competitors or opposing pressure groups.

Note 2 to entry: This constitutes one of the common terms and core definitions of the high level structure for 
ISO management system standards. The original definition has been modified by deleting the admitted term 
"stakeholder" and by adding the Example.

3.5
nonconformity
non-fulfilment of a requirement

Note 1 to entry: This constitutes one of the common terms and core definitions of the high level structure for ISO 
management system standards.

3.6
incident
occurrence arising out of, or in the course of, work that could or does result in injury and ill health

Note 1 to entry: An incident where injury and ill health occurs is sometimes referred to as an “accident”.

Note 2 to entry: An incident where no injury and ill health occurs, but has the potential to do so, may be referred 
to as a “near-miss”, “near-hit” or “close call” and can also include omission of care.

Note 3 to entry: Although there can be one or more nonconformities (3.5) related to an incident, an incident can 
also occur where there is conformity to requirements.

[SOURCE: ISO 45001:2018, 3.35, modified — Notes 2 and 3 to entry have been modified.]

3.7
healthcare educator
person responsible for providing learning experiences in a care setting

Note 1 to entry: Depending on the context, there can be one or more healthcare educators.

Note 2 to entry: Depending on the context, other terms can be used in place of “healthcare educator”, e.g. practice 
supervisor, clinical instructor, preceptor, monitor, mentor, tutor.

Note 3 to entry: Depending on the context, healthcare educators can originate from a care setting, an education 
organization (3.8), or both.

3.8
organization
person or group of people that has its own functions with responsibilities, authorities and relationships 
to achieve its objectives

Note 1 to entry: This constitutes one of the common terms and core definitions of the high level structure for ISO 
management system standards. The original definition has been modified by deleting the original Note to entry.
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3.9
service user
person to which the care service is delivered

Note 1 to entry: Depending on the nature and culture of the organization (3.8), other terms can be used in place 
of “service user”, e.g. patient, customer, client, among others.

3.10
healthcare education
learning facilitated by a provider (3.11) that is part of a recognized qualification 

Note 1 to entry: Healthcare education is sometimes referred to as healthcare training.

3.11
provider
organization (3.8) offering healthcare education (3.10) or training in a care setting

Note  1  to  entry:  The provider can differ substantially according to the services offered (hospital, clinic, care 
home, hospice, etc.); their financial nature (public, private, etc.) and their size (micro, small or large), among 
other characteristics.

4	 Governance

4.1	 Organizational culture

The provider shall determine its purpose, scope and aspirations for healthcare education and maintain 
this as documented information. This documented information shall be communicated to relevant 
interested parties.

The provider shall determine, implement and promote a positive culture that demonstrates knowledge 
of the service users’ needs and expectations and reflects cultural sensitivity, effective practice and 
continual improvement.

When identifying this culture, the provider should consider elements including, but not limited to:

a)	 person-centred approach and care;

b)	 anti-discrimination;

c)	 cultural integration;

d)	 data protection;

e)	 ethical practice;

f)	 occupational health and safety;

g)	 dedication to healthcare professional development;

h)	 digital literacy;

i)	 innovation;

j)	 sustainability;

k)	 commitment to continuous improvement supported by evidence-based practice and reflection on 
lessons learned.

NOTE 1	 Cultural integration can include the recognition, respect and fulfilment of cultural and language 
needs of service users as appropriate.

﻿
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NOTE 2	 A positive culture can include sensitivity towards all cultures; mutual respect; empathy; compassion; 
motivation; confidence; patient safety.

4.2	 Healthcare policy

The provider shall establish, implement and periodically review a healthcare policy that reflects its 
purpose, scope, aspirations and culture through a set of organizational commitments for the delivery 
of care.

The healthcare policy shall be maintained as documented information and available to interested 
parties.

4.3	 Legal requirements and other requirements

The provider shall identify the applicable legal requirements and other requirements for delivery of 
safe and effective care, and for safe and effective education within that care setting, considering, as a 
minimum:

a)	 clinical practice;

b)	 data protection;

c)	 occupational health and safety;

d)	 appropriate insurance arrangements to protect patients and their care providers, employees, 
visitors and students in the workplace (this can include group or individual insurance for students).

The provider shall maintain documented information on the above requirements and retain 
documented information that compliance has been verified.

NOTE 1	 Legal requirements and other requirements can be stated in proprietary or formal standards, policies, 
procedures and other similar technical documents.

NOTE 2	 Verification of legal requirements and other requirements can be performed through self-assessment 
practices such as internal audits, an inspection from a regulatory body or an audit from an accredited 
certification body.

4.4	 Risk management

The provider shall establish and implement one or more processes for risk management related to the 
healthcare education programme within the care setting, which enables:

a)	 identification of risks;

b)	 evaluation of risks;

c)	 determination of actions to address relevant risks;

d)	 evaluation of the effectiveness of the actions implemented.

The provider shall ensure that people working on its behalf are adequately trained in the adopted risk 
management process(es).

Documented information regarding risk management shall be maintained and communicated to 
relevant interested parties in a timely manner.

﻿
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4.5	 Management of nonconformities and incidents

The provider shall determine and implement one or more processes to manage nonconformities and 
incidents related to healthcare education or training, which enable:

a)	 description of the nonconformity or incident;

b)	 root cause investigation;

c)	 determination of appropriate actions to address the nonconformity or incident by those responsible;

d)	 timely implementation of agreed actions to address the nonconformity or incident;

d)	 evaluation of the effectiveness of the actions implemented.

Documented information regarding management of nonconformities and incidents shall be maintained 
and retained and communicated to the educational organization without undue delay.

NOTE	 Appropriate actions to address nonconformities and incidents can include corrective actions and 
support measures needed, as well as preventive actions to avoid recurrence.

5	 Resources

5.1	 Human resources

The provider shall determine, provide and maintain human resources for the effective provision of 
healthcare education. The organization shall:

a)	 ensure the availability of adequate numbers of competent people to provide effective healthcare 
education within the care setting;

b)	 provide clear job descriptions of those involved in the provision of healthcare education within the 
care setting;

c)	 support and enable ongoing learning and career development for people working on behalf of the 
organization.

5.2	 Infrastructure

The provider shall determine, provide and maintain an adequate infrastructure to support students 
during their healthcare education.

The provider should ensure that students are provided with access to relevant learning experiences, 
care settings and infrastructure.

NOTE	 Infrastructure can include physical and technological equipment and simulation areas as appropriate.

5.3	 Financial resources

The provider shall determine, provide and maintain financial resources to enable conformity with the 
requirements in 5.1 and 5.2.

The provider should also consider investment in:

a)	 the continuous development of the healthcare services provided;

b)	 the development of core teaching and training skills (education or training can be electronic or 
face-to-face, as appropriate).

﻿
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5.4	 Documented information

The organization shall determine the extent of the scope to which the requirements of this document 
are implemented and provide justification for any non-applicable requirements. The extent of the scope 
and justifications shall be maintained as documented information.

To the extent necessary, the provider shall also:

a)	 maintain documented information to support the operation of the healthcare education offered;

b)	 retain documented information to demonstrate that healthcare education is being carried out as 
planned.

The documented information shall be made available to relevant interested parties, including people 
working on behalf of the provider, students and representatives of the educational organization, as 
appropriate.

NOTE 1	 Examples of documented information maintained can include, but are not limited to: desired learning 
outcomes, job descriptions, roles, responsibilities and authorities of health educators, and health and safety 
procedures.

NOTE 2	 Examples of documented information retained can include, but are not limited to: insurance 
information, audit reports, completed learning activities.

6	 Planning and control

6.1	 Partnerships between educational organizations and care settings

To establish education and experience provided in the care setting as a specific element of the student’s 
healthcare education, the provider shall:

a)	 ensure that a formal partnership is established between the provider and the educational 
organization;

b)	 determine the content and extent of healthcare education to be provided in the care setting and 
ensure it is aligned with the overall educational curriculum;

c)	 ensure continued collaboration with the educational organization;

d)	 identify one or more healthcare educator responsible for the student’s education in the care setting 
and provide contact details to relevant interested parties.

The provider shall collaborate with the educational organization to agree the general and educational 
requirements that shall be met by a student before entering a care setting.

Documented information shall be maintained and retained, as evidence of:

—	 the formal partnership;

—	 relevant communication regarding healthcare education provided in a care setting;

—	 general and educational requirements necessary for students to meet before beginning healthcare 
education in a care setting.

6.2	 Determination of student requirements

The provider shall define:

a)	 general requirements that are necessary for students to meet before entering the care setting (e.g. 
vaccinations, references, criminal record checks);

﻿

6� © ISO 2020 – All rights reserved

STANDARDSISO.C
OM : C

lick
 to

 vi
ew

 th
e f

ull
 PDF of

 IW
A 35

:20
20

https://standardsiso.com/api/?name=73153b15714f12bb01d7f878271a6dc9


﻿

IWA 35:2020(E)

b)	 educational requirements that are necessary for students to meet before entering the care setting 
(e.g. completion of prerequisite courses);

c)	 additional requirements that can be met during the introductory phase of the healthcare education 
in the care setting (e.g. emergency evacuation procedures, infection control, health and safety 
procedures, use of personal protective equipment).

The requirements shall be communicated to the educational organization and the student before the 
healthcare education in the care setting begins.

The provider shall ensure these requirements are met.

Documented information on entry requirements for students shall be maintained by the provider or 
educational organization, as appropriate.

Documented information to demonstrate that students meet these requirements shall be retained by 
the provider or educational organization, as appropriate.

NOTE	 The educational organization is generally responsible for ensuring that general and educational 
requirements are met. The provider is generally responsible for ensuring that this has been done.

6.3	 Assignment of healthcare educators

The provider shall liaise with the educational organization, if these are separate, to ensure appropriate 
support for the student. The provider should consider including personal, professional, clinical and 
academic support for the student.

The provider shall ensure the healthcare educator:

a)	 is competent to provide healthcare education and exhibits appropriate professional behaviours 
and attitudes;

b)	 has the recognized, relevant professional qualifications, knowledge and experience to support 
healthcare education in the care setting and the individual student.

The minimum contact time between healthcare educator and student shall be defined in number of 
hours and the distribution of those hours across the duration of the student’s healthcare education 
programme.

The name and professional contact details of the assigned healthcare educator shall be made available 
to the student and the educational organization.

6.4	 Learning environment

The provider shall determine, implement and maintain a supportive environment for healthcare 
education, including promotion of desired behaviours which reflect the commitments expressed in the 
healthcare policy (see 4.2).

The provider shall ensure the learning environment:

a)	 provides learning opportunities that match the learning objectives and level of the student within 
the healthcare education programme, and justify exceptions;

b)	 enables the student to experience delivery of care based on contemporary evidence-based practice, 
including the related and expected behavioural and ethical considerations;

c)	 has a positive learning culture which embraces and supports diversity;

d)	 does not rely on the students to perform core work activities, as if the student is part of the usual 
workforce;

e)	 holds the healthcare educator accountable for healthcare education activities;

﻿
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f)	 provides a process for students and healthcare educators to raise concerns;

g)	 identifies the role and responsibilities of the student;

h)	 supports the well-being of the student;

i)	 provides the student with access to relevant documented information;

j)	 uses student and healthcare educator feedback for continuous improvement of the healthcare 
education activities.

NOTE 1	 Examples of embracing and supporting diversity can include:

—	 support for the acclimatization to new cultures;

—	 the implementation of plans to address language barriers such as translation of common medical and 
healthcare terms;

—	 the use of transcultural nonverbal communication to establish professional relationships with patients 
and others.

NOTE 2	 Concerns raised can include, but are not limited to, those related to student experience or care 
provided to service users.

NOTE 3	 Examples of relevant documented information can include, but are not limited to, policies, procedures 
and guidance.

6.5	 Assessment of learning

The provider shall ensure effective coordination with the educational organization related to 
assessment of learning of the students and retain documented information of the results of the 
assessments, as appropriate.

The results of assessments shall be communicated to all relevant interested parties, as appropriate.

Documented information shall be provided to demonstrate a student’s completion of this element of the 
education programme.

NOTE	 Coordination regarding assessment of learning can include:

—	 processes, methods and/or instruments and any grading systems used;

—	 situations in which the assessment occurs;

—	 systems to support and assist students by giving continuous feedback on a student´s performance;

—	 systems to provide additional support to students if remedial action is necessary.

﻿
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Annex A 
(informative) 

 
Workshop contributors

Country Representation Name
Belgium Department Health Care, Knowledge Centre Brussels 

Integrated Care, Erasmus Brussels University of Applied 
Sciences and Arts, Brussels, Belgium

Vermeulen, Joeri

Belgium European Association of Hospital Pharmacists (EAHP) Lopez, Gonzalo Marzal
Canada Midwestern University MacNeil, Lex
Canada Canadian Society for Medical Laboratory Science Nielsen, Christine
Canada Providence Healthcare Khotar, Rupinder
China School of Nursing Peking Union Medical College Huan, Zhang
Czech Republic Charles University Hermanova, Jana
Finland Satakunta University of Applied Sciences / HEALINT 

Consortium
Markkanen, Minna

France AFNOR Fortin, Chloe
Germany University of Hamburg Zervakis, Peter
Indonesia Faculty of Nursing Universitas Padjadjaran Mambu, Ian Ruddy
Indonesia Faculty of Nursing Universitas Padjadjaran Agustina, Hana Riz-

madewi
Indonesia Faculty of Nursing Universitas Padjadjaran Pahria, Tuti
Jordan Philadelphia University, Jordan Atout, Maha
Jordan Philadelphia University, Jordan Alhalaiqa, Fadwa Naji
Jordan Princess Salma Faculty of Nursing, AL al-Bayt University Hamadneh, Shereen
Jordan Faculty of Nursing, Al- Zytoonah University of Jordan Yehia, Dalal Bashir
Jordan Jordanian Nursing Council Dammra, Aisha Ahmmad 
Jordan Al Bayt University  Assmairan, Kholoud 
Jordan King Saud University Al Sheikh, Hind
Jordan Al Albayt University Abu Musameh, Hanan 

Mohamad Salman 
Jordan Al Albayt University Cyadat, Manar Ali 

Mahmoud 
Jordan Al Albayt University Hamdan, Amani Moham-

mad Mreaweh 
Jordan Al Albayt University Abdalrahman, Aree-

jMousa Ahmad 
Jordan Faculty of Nursing, Al-Zytoonah University of Jordan Yehia, Dalal Bashir 
Jordan Philadelphia University, Jordan Abushaikah, Hayat
Jordan Al Albayt University Al-Halabi, Marwa 
Jordan Mutah University Alnawafleh, Ahmad 

Haroun Ali
Jordan Al Albayt University Hani, Salam Hasan Ab-

dallah Bani
Jordan School of Nursing, University of Jordan Nabolsi, Manar
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Country Representation Name
Jordan Princess Salma Faculty of Nursing, Al-Bayt University Hamadneh, Shereen
Malaysia Ministry of Health Aziz, Siti Hajar Brinti 

Abdul
Malaysia Ministry of Health Rauf, Lailatul Akmal 

Abdul 
Malaysia Open University, Malaysia Bakar, Muhammad Fa-

dhil Abu 
Malaysia NIOSH Pang, Aisa Haris
Malaysia BEMS Azrin Bin Roselan, Mohd
Malaysia Ministry of Health Krishnasamy, Mariam-

mah
Malaysia Cyberjaya University College of Medical Sciences Hashim, Haslayati
Malaysia University Kebangsaan Shahimin, Mizhanim 

Mohamad 
Malaysia Case Western Reserve University Ismail, Haslin
Malta Knowledge Innovation Centre / HEALINT Consortium Feliciano, Sandra
Malta Knowledge Innovation Centre / HEALINT Consortium Camilleri, Anthony
Malta University of Malta Cassar, Maria
Malta University of Malta Farrugi, Calire
Norway Western Norway University of Applied Sciences Heiberg, Ingrid Gilje
Poland University of Applied Sciences, Tarnow / HEALINT Con-

sortium
Stefanowicz-Kocol, Anna

Portugal Escola Superior de Saúde do Porto Vieira da Silva, Manuela 
Portugal Polytechnic Institute of Viana do Castelo Rocha, Mara Do Carmo 

De Jesus
Portugal Fluxinteligente Saramago, Katia
Singapore Nanyang Technological University Khim, Chua Chui
Singapore Institute of Molecular & Cell Biology Zhihong, Zhou
South Africa University of Pretoria Heyns, Tanya
Spain European Foundation of TCM Llopis, Carols
Spain Hospital Universitario La Paz, Universidad Autónoma de 

Madrid
Sáenz de Pipaón, Miguel

Spain Consejo General de Enfermería Elorriaga, María 
Fernández

Spain Consejo General de Enfermería Serrano, José Luis Cobos
Spain HLA Vistahermosa Hospital / HEALINT Consortium Riquelme, Jorge
Spain HLA Vistahermosa Hospital / HEALINT Consortium Catalá, Pilar
Spain Universidad de Alicante / HEALINT Consortium Lillo-Crespo, Manuel
Sweden Healthcare Professionals Union Jermehag, Sarah
Sweden Swedish Society of Nursing Moegelin, Ing-Marie
Sweden Swedish Society of Nursing Wedahl, Birgitta
Sweden Swedish Society of Nursing Bäckström, Josefin
Sweden Swedish Red Cross University Colleges Lachmann, Hanna
Switzerland Careum Foundation Wirth, Alexandra
Switzerland Geneva University Hospitals Fankhauser-Rodriguez 

Carolina
Turkey Koc University, School of Nursing Seven, Memnun
Turkey Koc University, School of Nursing Bagcivan, Gulcan
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