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Foreword

This document (EN 16224:2012+A1:2014) has been prepared by Technical Committee CEN/TC 394 “Project
Committee - Services of chiropractors”, the secretariat of which is held by ASI.

This European Standard shall be given the status of a national standard, either by publication of an identical
text or by endorsement, at the latest by July 2014, and conflicting national standards shall be withdrawn at the
latest by July 2014.

Attention is drawn to the possibility that some of the elements of this document may be the subject of patent
rights. CEN [and/or CENELEC] shall not be held responsible for identifying any or all such patent rights.

This document supersedes EN 16224:2012.

This document includes Amendment 1 approved by CEN on 12 December 2013.

The start and finish of text introduced or altered by amendment is indicated in the text by tags Al
According to the CEN/CENELEC Internal Regulations, the national standards organisations of the following
countries are bound to implement this European Standard: Austria, Belgium, Bulgaria, Croatia, Cyprus, Czech
Republic, Denmark, Estonia, Finland, Former Yugoslav Republic of Macedonia, France, Germany, Greece,

Hungary, Iceland, Ireland, Italy, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal,
Romania, Slovakia, Slovenia, Spain;Sweden; Switzerland,jTurkey and the United Kingdom.
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Introduction

The World Health Organization (WHO) defines chiropractic as a primary contact healthcare profession
concerned with disorders of the neuromusculoskeletal system, particularly the spine, and the effect of these
disorders on the function of the nervous system and on general health. Treatment encompasses a wide range
of interventions, but emphasis is placed on manual methods of care.

The chiropractic profession has evolved in Europe and occupies an important position in both primary and
secondary healthcare provision. It is therefore imperative that chiropractic services are delivered at the highest
attainable level.

The principal objective of any standard for healthcare services ought to be that users of any given service can
be confident of a level of care that assures reproducible quality throughout the profession. Clinical
governance, the determination of monitoring healthcare provision and ensuring maintenance of standards
therefore form one of the cornerstones of care.

This standard is concerned with the provision of chiropractic services. It aspires to set a standard that
provides optimum levels of patient management, patient safety, clinical and cost effectiveness and ethical
practice. It also defines a level of education consistent with producing chiropractors who are competent to
comply with the standard. It is not intended to be a guideline, although information contained might inform the
development of guidelines for individual nations and national organisations.

Finally, this standard encourages' that services fpravidedy by chiropractors/ be subjected to regular review
through an evidence-based approach anda commitment to supporting and acting upon clinical research.

This European Standard does not supersede national legislation.
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1 Scope

This European Standard specifies requirements and recommendations for healthcare services provided by
chiropractors.

2 Terms and definitions

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

21

assessment

health professional’s evaluation of a disease or condition based on the patient’'s subjective report of the
symptoms and course of the illness or condition, along with the objective findings including examination,
laboratory tests, diagnostic imaging, medical history and information reported by family members and other
health professionals

2.2

audit

review and assessment of healthcare procedures and documentation for the purposes of comparing the
quality of care provided with accepted standards

23
biopsychosocial model
model that refers to the interactions between biological, psychological and sociological factors

24
capacity
ability of a patient to understand, remember, and consider information, provided, to them

2.5
care
interventions that are designed to improve health

2.6

case history

detailed account of a person’s history which results from the acquisition of information through interview,
questionnaires and assessment of appropriate medical records

2.7
chaperone
person who is present during a professional encounter between an health professional and a patient

EXAMPLE Family members or another member of the healthcare team.

2.8

chiropractic

health profession concerned with the diagnosis, treatment and prevention of mechanical disorders of the
musculoskeletal system, and the effects of these disorders on the function of the nervous system and general
health

Note 1 to entry: There is an emphasis on manual treatments including spinal adjustment and other joint and soft-tissue
manipulation.

Note 2 to entry: Taken from WFC Dictionary definition [11].
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29
chiropractic institution
educational establishment dedicated to the provision of chiropractic education and training

210

clinical guidelines

systematically developed statements designed to assist both practitioner and patient decisions about the
appropriate healthcare for specific clinical circumstances

211
clinical record
document which relates to the diagnosis, assessment and care of a patient

212

consent

acceptance by a patient of a proposed clinical intervention after having been informed of all relevant factors
relating to that intervention

213

continuing professional development

CPD

means by which members of a profession maintain, improve and broaden their knowledge and skills and
develop the personal qualities required in their professional lives

214
delegation
asking someone who is not a regulated health professionalito provide care on a chiropractor’s behalf

215
diagnosis
identification of a disease or liliness:resulting/fromclinicahassessment

2.16

diagnostic procedure

structured procedure that exists to enable a chiropractor to arrive at a diagnosis which may include physical
examination, diagnostic imaging and laboratory tests

217
discharge
release of a patient from a course or programme of care

2.18

evidence-based care

clinical practice that incorporates the best available evidence from research, the expertise of the practitioner,
and the preference of the patient

219
formal education
educational activity at established recognised formal systems of elementary, secondary or higher education

Note 1 to entry: Compare with the ISO 29990:2010, definition 2.15 "non-formal education" [4].

2.20

further investigation

additional clinical study which contributes to the assessment of a patient and which may include diagnostic
imaging and laboratory tests
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2.21

graduate education programme

GEP

dedicated framework for the continuing education of new graduates of chiropractic institutions during their
initial period in practice

2.22
health
state of complete physical, mental, and social well-being and not merely the absence of disease or infirmity

Note 1 to entry: Specified in the preamble to the "Constitution of the World Health Organization" [6].

2.23

health promotion

provision of information on healthier lifestyles for patients, and how to make the best use of health services,
with the intention of enabling people to make rational health choices and of ensuring awareness of the factors
determining the health of the community

2.24

medical device

instrument, apparatus, appliance, material or other article, either used alone or in combination, including the
software necessary for its proper application and intended by the manufacturer to be used for human beings

Note 1 to entry: This definition is in accordance with Council Directive 93/42/EEC [7] and with EN ISO 13485:2003 [1].

2.25
neuromusculoskeletal
interaction between the nervous system; musculature’and ‘skeletal framework of the body

2.26
patient confidentiality :
right of an individual to have information about.them keptiprivate

2.27
patient examination
assessment of a patient with the intention of reaching or reviewing a diagnosis or plan of care

2.28
plan of care
plan designed to deliver therapeutic benefit to patients following diagnosis

2.29

primary contact practitioner

healthcare professional qualified to undertake a process of assessment, diagnosis and care in the absence of
a formal referral from another registered healthcare provider

2.30
professional development
continuum of education, embracing undergraduate and postgraduate studies and regular refresher training

2.31

referral

transferring of responsibility for care to a third party for a particular purpose, such as additional investigation,
care or treatment that is outside the chiropractor’'s competence

2.32

undergraduate chiropractic education

acquisition of knowledge and skills by students at chiropractic institutions leading to an accredited qualification
in chiropractic
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3 Service requirements
3.1 Clinical practice

3.1.1 Clinical records

Clinical records shall be maintained in accordance with good professional conduct and shall contain relevant
and necessary information about the patient and the patient's healthcare (see also Annex A).

3.1.2 Case history
The chiropractor shall acquire and document current and past information on a patient related to their health
(i.e. physical, psychological and social wellbeing) by asking specific questions, either of the patient,

responsible adult or legal guardian with the aim of obtaining suitable clinical information useful in formulating a
diagnosis and leading to a plan of care for the patient.

3.1.3 Patient examination

a) Following the taking of the case history, the patient shall be investigated for signs of disease, abnormality
or dysfunction.

b) The chiropractor shall use examination methods that include, but are not limited to, physical examination
procedures; orthopaedic, neurological, and chiropractic tests, as clinically indicated.

3.1.4 Further investigation / diagnostic imaging
The chiropractor shall:
a) identify when further investigations are needed and act on this need in-the patient’s best interests;

b) use further investigations when the information gained from such investigations will benefit the
management of the patient;

¢) undertake and/or interpret the results or, if this is not possible, refer the patient for appropriate further
investigations;

d) record the outcomes of the investigations in the patient record.

3.1.5 Clinical decision making and diagnosis
The chiropractor shall:

a) evaluate the patient’s health status and health needs from the information gained during the case history,
physical examination and further investigations;

b) formulate and document a working diagnosis and/or differential diagnosis and a rationale for care, based
on the evaluation of this information. The diagnosis, or rationale for care, shall be kept under review while
caring for the patient;

c) interpret all of the information available about a patient and then make and record decisions about the
patient’s health and health needs and how these change over time;

d) consider the natural history and prognosis of any presenting complaint, or emergency situation that might

need immediate action, and the likelihood of preventing recurrences or managing any long-term
healthcare needs.
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