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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 preecedures—tsed—to—developth ment-and-these—ntendedfor-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 acéordapce with the
editdrial 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 sueh-patent rights. Details of
any patent rights identified during the development of the document willbe in the Introdu¢tion 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'éonvenience of users gnd does not
consfitute an endorsement.

For an explanation of the voluntary nature of standards; the meaning of ISO specifi¢ terms and
exprgssions related to conformity assessment, as wellvas information about ISO's aglherence to
the World Trade Organization (WTO) principles in‘the Technical Barriers to Trade| (TBT), see
www.iso.org/iso/foreword.html.

This|document was prepared by Technical Commtittee ISO/TC 215, Health informatics, in cpllaboration
with|the European Committee for Standardization (CEN) Technical Committee CEN/TC|251, Health
informatics, in accordance with the Agreement on technical cooperation between ISO and CEN (Vienna
Agreement).

This|second edition cancels and replaces the first edition (ISO 13119:2012), which has been technically
revided.

The main changes are as follows:
— 3 new Document Type has been added - Health Technology Assessment.

Any feedback or guestions 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

The internet is rapidly changing the way people access medical knowledge. Health professionals use
web-based knowledge sources and databases, and patients/ individuals turn to the web to search for
knowledge. There is a need for mechanisms to assess and clearly describe the quality and authenticity
of such knowledge sources. Rather than trying to ban bad quality information, it is preferable to assist
individuals, health professionals and software developers to find the type of information they request
by making quality criteria behind a knowledge resource easily accessible.

Instead of reviewing the content of the medical knowledge resources, it is pOSSIble to define structures

and process
professiona
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guidelines i
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are increasingly available on the internet and it is very impeftant to provide information to ass

judgment ah

This docum
search and 1

This documient for metadata is based on the.general purpose Dublin Core Metadata Initiative y
he first set of fifteen metadata @€lements, later published as ISO 15836:20091), which has

developed t
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education, etc. This area requires collaboration among many types of actors-su
associations, publishers and health authorities.

and important approach is to establish a set of metadata to describe thelcontent
behind its production.

ent types of documents are produced with the broad intent of providing,"clinical knowle
[o patients for certain clinical problems, reports of research in“the medical literq
sued by governmental authorities and researcher's protocols fox, ctinical trials.

of documents can have legal implications. Some guidelines{are based on extensive

ntific review/meta quality systems involving scientific réviews and can be influenced
b. financial) considerations. In many areas of clinical:care, the patients and professi
f lesser status produced by one or a group of qualified experts. Such clinical guidg

out the nature, status and scientific backgroundwf such documents.

ent will not only be useful for the assessmerit'of a knowledge resource but also to faci
etrieval of knowledge resources.

l as the ISO 15836 series.

overed by health specific metadata tags in the CEN/TS 15699 have been replacd
ng Dublin Core qualifiers now available. This area is in a rapid development.

Fucture (takenfrom Dublin Core) and the extensions provided in this document consti
possible use‘fora specific use case. An international set is certainly preferable when 1

esources.jh languages with users in many countries such as English, Spanish, Frenck

r“many use cases of metadata, it is important to provide a vocabulary that is 4
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ce for the Knowledge resource outside of the country of origin. This is common for clinical

1 and

asily

understood perhaps also by laypersons and corresponding to the language used in the resource itself.
This document can serve as an example for defining such national metadata vocabularies.

[t is also emphasized that the extensive set of possible metadata elements defined in this document can

be useful as

a subset for a specific set of resources.

1) Withdrawn.
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Health informatics — Clinical knowledge resources —
Metadata

1 Scope

This document specifies a number of metadata elements that describe resources containing medical

knowtedge, primmarity digitat documents provided a5 Web TESOUTTES, accessibie fronr datapases or via

file transfer, but can be applicable also to paper documents, e.g. articles in the medical literpture.
The metadata elements

— Jupportunambiguous and international understanding of important aspects.to describg aresource,
¢.g. purpose, issuer, intended audience, legal status and scientific background,

— 4re applicable to different kinds of digital resources, e.g. recémmendation fron} consensus
f a professional group, regulation by a governmental authority; clinical trial protocol from a
harmaceutical company, scientific manuscript from a research group, advice to patjents with a
gpecific disease, review article,

gre possible to present to human readers including health professionals as well as jndividuals/
atients, and

— 4re potentially usable for automatic processing, e.g.to support search engines to restridt matches to
ocuments of a certain type or quality level.

The netadata elements defined in this document are not intended to
— (lescribe documents about a single patient, such as medical records,

— (lescribe details of the medical content of the resource (but some idea of the content can be described
ia keywords or codes), or

— prescribe criteria for thequality of the resource content.

2 ormative references

Therg are no norinative references in this document.

3 erms-and definitions

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

ISO and [EC maintain terminology databases for use in standardization at the following addresses:

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

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

31

medical knowledge

field of knowledge pertaining to the structure, function or dysfunction of the human body and how
these can be influenced by external or internal factors and interventions

Note 1 to entry: Medical does not imply “physician” - all health professionals have medical knowledge according
to this definition.

©1S0 2022 - All rights reserved 1
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clinical knowledge
part of medical knowledge pertaining promoting good health and the management and prevention ofill

health

Note 1 to entry: Used to diagnose, treat and alleviate disease/dysfunction.

3.3
knowledge

resource

collection of knowledge about a subject area collected for a purpose and made available to a user as
some manifestation in a resource form

3.4
metadata
data that de

[SOURCE: I§

3.5
metadata e|
resource pr

[SOURCE: IS

3.6
term
designation

EXAMPLE
[SOURCE: I§

3.7
clinical gui
set of syste

fines and describes other data

0/1EC 11179-3:2013, 3.2.74]

lement
pperty name that can be used in metadata and that can be givenea value

0 24622-1:2015, 2.12, modified — Example and Note to entry deleted.]

that represents a general concept by linguistic means
“Patient”, “doctor”, “body temperature”, “pacemaker”, “Covid-19”.

0 1087:2019, 3.4.2, modified — Example modified and Note to entry deleted.]

leline
matically developed statements(to assist the decision of health care parties about h

care activities provided with regard to ashealth issue in specified clinical circumstances

Note 1 to ent

4 Introd

4.1 Purp
Metadata fo

— locating

Fy: See ISO 13940:2015.

uction to metadata

pse and format
I a knowledge resource conveys information that is important for such purposes as:

aknowledge resource depending on, e.g. subject, area of applicability, form of presentd

calth

tion;

— assessing quality of the knowledge, e.g. how old it is, how trustworthy the author is.

4.2 Sources of medical metadata

This document relies on several sets of metadata particularly relevant for clinical knowledge, including
Arden syntax, ISO 13606-3 and GEM (Guidelines Element Model).

4.3 Characteristics of the metadata element set

In the element descriptions in 5.2 to 5.6, each element has a descriptive label intended to convey a
common understanding of the element, as well as a unique, machine-understandable, single-word name

intended to

make the syntactic specification of elements simpler for encoding schemes.

© IS0 2022 - All rights reserved
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Although some environments, such as HTML, are not case-sensitive, it is recommended to always adhere
to the case conventions in the element names given to avoid conflicts in the event that the metadata is
subsequently extracted or converted to a case-sensitive environment, such as XML (Extensible Markup
Language).

Each element is optional and repeatable. Metadata elements can appear in any order. The ordering of
multiple occurrences of the same element (e.g. Creator) can have a significance intended by the provider,
but ordering is not guaranteed to be preserved in every system.

To promote global interoperability, a number of the element descriptions suggest a controlled
vocabulary for the respective element values. The Dublin Core set assumes that different domains

deve
metd

The
meta

L 4 Had i | H £ £ el i 4+ £ el
Ul_l VVIICT T ucu:oocu_y CUILILT UIITU vULdAdDUDUIdI'ITS do DPC\,IIICID Ul LU11C CUIILCIIU UL L1ICT 5!:11

data element set and adding other metadata elements as required.

Dublin Core metadata initiative is providing valuable informative material concernin
data and system implementation advice.

5 Metadata element structure for clinical knowledge resources

5.1

This
findi
repré

For 4
ofter
comeé
in IS
mety
for H
the fi

NOTH
using

exprq

For t|
unde

A list

5.2

5.2.1

Clinical metadata elements

clause establishes a categorization of clinical knowledge{resources that is intended
hg appropriate metadata elements. These metadata_element groups are not intg
bsented as actual metadata for the knowledge resources.

ach Metadata Element Name, there is a proposed-way of expressing the content of th
by using a controlled vocabulary presented ‘or referenced in this document. M
from the Dublin Core indicated by (DC),dn these cases, additional information c
0 15836-1. In a few cases, this structurelalso proposes a substructure of specialis
data elements. Where elements or subs¢léements are defined in this document specificg
ealth Care, it is indicated by (HC). The syntax for representing metadata can vary d
brmat of the metadata expression;'€:g. XML.

This document is based 6n the original expression of metadata elements with qualifie
ssion based on an abstra¢t' model and provisions in RDF of individual metadata properties.

he purpose of navigation among the many metadata elements of this document, they aj
r a set of Group Headings. These shall not be implemented as metadata tags in resourd

of all metadata’elements is provided in Annex A and a diagram of all classes in Annex

Resource form

ral purpose

g the use of

to facilitate
nded to be

ht metadata,
bst of these
hin be found
ation of the
lly intended
bpendent on

rs expressed

the dot-notation (e.g. Type-Fext). The Dublin Core Metadata Initiative has also provided an alternative

e presented
es.

B.

Group description

The resource form group of metadata describes the form of delivery of knowledge from the resource.

5.2.2 Type

5.2.2.1 General

Element name: Type (DC)

Definition: Nature or genre of the content of the resource (DC)

Healthcare specific specialisation: The following terms can be used to describe Type:

—  Text

©ISO
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— Database for human reading

— Interactive resource

— Moving

image

— Still image

— Sound

— Dataset

— Softwar
— Hardwd

These termd

5.2.2.2 Te
Element nar
Definition:

NOTE1 A
type Text.

EXAMPLE
images of tex

Specifiers o

a) Journal]

C
re device

should be complemented by a type specifier as given below.

xt
he: Type.Text (DC)
A resource consisting primarily of words for reading
resource (often called document) that contains still images imaddition to the words is desig
Books, letters, dissertations, poems, newspapers, articles, archives of mailing lists. Facsimi
ts are still of the genre Text.
Type.Text health care specific (HC):

article

b) Book_chapter

t
education_handout

Informationdirected towards a patient/subject of care about a particular health issue
medication inserts in medicinal products.

c) Book

d) Report

e) Abstrag

f) Patient]
NOTE 2
includes

g) FAQ
NOTE 3

Frequently Asked Questions.

hated

es or

This

h) Algorithm

NOTE 4

Formal description of a procedure, e.g. a calculation method.

i) Clinical_guideline

j) Policy_strategy

NOTE 5

A document that is a policy or a strategy for the operation of healthcare services.

k) Information_standard

NOTE 6

A standard regarding health information and health informatics.

© IS0 2022 - All rights reserved
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p)
q)

y)
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Teaching_material
NOTE 7  Thisincludes learning / self-learning materials.

Computable_clinical_information_model

NOTE 8 This includes, for example, the special form of constrained information model to describe a part
of an Electronic Health Record as described by ISO 13606-2 or OpenEHR. Also HL7 based Templates could be

tagged with this.

Terminological_resource

NOTE-S——CoHectiomroftermmmotogicatentries:

Metainformation

INOTE 10 Information about other resources (bibliography, catalogue, reviews, gatéway, sear
[ase_report

Proposal

INOTE 11 This term is used to label a plan for a project.

Event

INOTE 12 This term can be used to label properties of ah event such as invitations, des
gchedules of meetings and other events where people meet. It is not used to describe the o
g¢vent.

$ervice_description

INOTE 13 Service in this context can include health care services as well as other services, e.g
Product_information

[ritically_appraised_topic

INOTE 14 An answer to a cliically focused/structured question, which has been produced f
dnd appraisal of the evidenee,.within a short timeframe. The answer cannot be considered to bd
teview due to the rapid nature of production. Include all topics produced by question-answerir]

Known_uncertainty

INOTE 15 Thenapeutic uncertainties identified through systematic reviews, clinical guidelin
formal mechanisms.

Dbservational_study

INQTE'16 Studies in which patient or health professional preference determines whether a pa

th engine).

riptions and
ntcome of an

[T-related.

rom a search
a systematic
g services.

es, and other

[ient receives

traatmant ar caontral Tlca for cohart ctnidiae and caca cantrnllad ctnndiac
HredteRtoercohto+—oSe+e+-c010F tH €oRto H T

Qualitative_study
NOTE 17 Studies that research social, emotional, and experiental phenomena in health care.

Randomised_controlled-trial

NOTE 18 Experiment in which individuals are randomly allocated to receive or not to receive an
experimental preventative, therapeutic or diagnostic procedure and then followed to determine the effect of

the intervention.

Research_study

NOTE 19 Research studies not included in any of the other publication types, e.g. use for case study and

case series.

© IS0 2022 - All rights reserved
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aa) Review

NOTE 20 A non-systematic literature review, topic overview or descriptive article.

bb) Systematic_review

NOTE 21 A review of a clearly formulated question that uses systematic and explicit methods to identify,
select and critically appraise relevant research, and to collect and analyse data from the studies that are
included in the review. Statistical methods (meta-analysis) can be used to analyse and summarize the results
of the included studies. If the review does not state it is systematic, or no details of the searching methods
are given, use Review.

cc) Structu

NOTE 23
for repo
containg

dd) Care_p4
ee) Health_

NOTE 23
directar
mainly 4
groups t

cd—abstract
An abstract of a single journal article with headings that conforms to one of the agreed\prof
rting research results (e.g., sample, data collection, data analysis, results, discussion) tha
a commentary on or appraisal of the article.
thway

echnology_Assessment

The systematic evaluation of the properties and effects of a health technology, addressin
d intended effects of this technology, as well as its indirect and unifitended consequences, and 3

hat use explicit analytical frameworks drawing on a variety ofdnethods.[22]

5.2.2.3 Database for human reading

Element naif

Definition: 1

he: Type.DatabaseforHumans (HC)

[ype of knowledge resource with structured data and established retrieval function

human readiing

Specifiers o
a) Journal

b) Metainf

Type.DatabaseforHumans:

ormation

c) Termin;[logy

d) Guideli

e_collection

5.2.2.4 Interactiveresource

Element naif

Definition: 4

ne: Type.InteractiveResource (DC)

ocols
also

g the
imed

t informing decision making regarding health technologies. HFA)is conducted by interdisciplinary

s for

ced

\ FEsource requiring interaction from the user to be understood, executed, or experien|

EXAMPLE

Forms on Web pages, applets, multimedia learning objects, chat services, discussion lists or
virtual reality environments.

5.2.2.5 Moving image

Element name: Type.Movinglmage (DC)

Definition: A series of visual representations imparting an impression of motion when shown in

succession

EXAMPLE

Animations, movies, television programs, videos, zoetropes, or visual output from a simulation.
Instances of the type Moving Image can also be describable as instances of the broader type Image.

© IS0 2022 - All rights res
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5.2.2.6 Still image

Element name: Type.Stilllmage (DC)

Definition: A static visual representation

EXAMPLE

Paintings, drawings, graphic designs, plans and maps. A best practice is to assign the type Text to

images of textual materials. Instances of the type Still Image can also be describable as instances of the broader
type Image.

5.2.2.7 Sound

Elem

ent name: Type.Sound (DC)

Definition: A resource primarily intended to be heard

EXAN
instr

5.2.2

Elem

PLE A music playback file format, an audio compact disc, and recorded spéeech or sou
Iction for a procedure.

.8 Dataset

ent name: Type.Dataset (DC)

Definition: Data encoded in a defined structure

NOTH

A dataset can be useful for direct machine processing.This includes also settings of a har

which can be stored on, e.g. a ROM memory.

5.2.2

Elem

.9 Software

ent name: Type.Software (DC)

Definition: Type of knowledge resource with embedded knowledge information to be

extel

5.2.2

Elem

nal system

.10 Hardware device

ent name: Type.Device (HC)

Definition: Type of Knpwledge resource with embedded software and knowledge

NOTH

5.2.3

5.2.3

The contentyof this can use ISO/IEEE 11073-10101.
Format

1\General

hds, an audio

dware device

executed on

Element name: Format (DC)

Definition: Physical or digital manifestation of the resource (DC)

Specifiers for Format: For electronic resources, use the MIME media types (for more information, see
Reference [15]). Below is a list of commonly used media-types:

a) Text/ISO/IEC-8859-1

b) Text/plain

c) Text/html

d) Text/xml

©ISO

2022 - All rights reserved


https://standardsiso.com/api/?name=f4bffe2d629f872b113f1ca3753be4c6

ISO 13119:2022(E)

e) Application/pdf

f) Application/msword

g) Application/rdf

h) Application/postscript

5.2.3.2 Extent

Element name: Format.Extent (DC)

Definition: The size or duration of the resource.

Specificatio
consists of

h of content: Because the refinement Extent is used in a variety of situations,cit-gengrally
both a numeric value and a caption that is needed to interpret the numeric Value.|Best

practice is fo separate the numeric value and the caption with a space, whether thejcaption appears

before or affer the value, e.g. “899 Kb”, “97 pages”, “21 minutes”.

5233 M

Element name: Format.Medium (DC)

Definition: The material or physical carrier of the resource (DC)

Specificatio
a painting o

pdium

h of content: Medium is generally used when the resource is of a physical nature, for insfance
I model, where the physical carrier or material used is relevant to the user. For instar]ce, if

the resourcg is a movie on DVD, and is only available as a physical object, it should be described as fuch.

5.2.4 Language
Element name: Language (DC)

Definition: Language of the intellectual conténtof the resource (DC)

Specificatio

h of content: The recommended practice is to use either a non-literal value representiing a

language fr¢m a controlled vocabulary such as ISO 639-2 or ISO 639-3, or a literal value consisting|of an

[ETF Best Clirrent Practice 47 language tag.

NOTE A

5.3 Intended use

5.3.1 Gropup description

This group
setting whe

ink list to updated {ETF documents on language tags is given in Reference [25].

pf-metadata elements contains a description of the primary target group and the clf'lnical

5.3.2 Audience

Element name: Audience (HC)

Definition: Description of the primary target group for the knowledge resource considering the level of
complexity and coverage as well as prerequisites to be able to use the resource (HC)

Specification of content: The following terms can be used to indicate the content of this metadata

element:

a) Reduced_Understanding

© IS0 2022 - All rights reserved
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children or persons with reduced cognitive function.

NOTE 2  Adaptation for other functional impairments such as reduced hearing, eyesight is
Format, see 5.2.3.

b) General_Population

N

OTE3 This term can be used for the general adult population, patient or not.

c) Student

gudience with general medical background.

and role. The Health_Specialist term can be complemented with a deSeription of the specialif

f) K
N

g) Manager

d

5.3.3

Elemlent name: Situation (HC)

Defin
NOTH

Spec

a) (linical_guidance

b)

INOTE8  This term is used when the intended audience is a person with responsibility for m
3 health care organisation or a legislator or other politician steering health care.

INOTE 2_“\Guiding a clinician in the care of an individual patient.

ealth_Professional

OTE5  This term is used when the audience is a health professional with a géneralist

ealth_Specialist

OTE6  This term is used when the audience is a Health Professional'with a certain speciali

OTE7  The audience is a research person with specialistknowledge and only indirectly of

Situation
ition: Description of the situation where the knowledge is intended to be used (HC)

1  This can also be nderstood as the intended role of the knowledge resource.

fication of content>The following terms can be used:

elf*guidance

This term is applied where the knowledge is expressed to be easier to read/understand by

described as

knowledge -

st knowledge
y knowledge

linical use.

hnagement of

NOTE 5 Guidance for patients for self-treatment/assessment.

c) Supporting_software

NOTE 4

Software system used in clinical care. This includes what is traditionally referred to as Decision

Support Software but can also include the simple listing of, e.g. available imaging procedures that can be
ordered.

d) Research_protocol

e) Background_knowledge

NOTES5 This implies knowledge that is not directly intended for directing patient decisions, including
research.
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NOTE 6

This is a non-exhaustive list. Other situations can be added.

5.3.4 Clinical process stage

Element name: Clinical_Stage (HC)

Definition: Stage in the clinical process where knowledge is intended to be applied (HC)

NOTE1  Multiple values can be relevant.

Specification of content: The following terms can be used:

a) Risk_as

NOTE 2

diseases|based on current health state, lifestyle and previous events.

b) Excepti

NOTE 3
must be

c) Diagnogis

NOTE 4
particul

d) Treatmé¢nt_selection

NOTE 5
setting.

e) Treatment_delivery

NOTE 6

5.4 Subjgct and scope

5.4.1 Gro

Standardized way of characterizing the subject area and the scope of the knowledge content.

5.4.2 Sub

Element narphe: Subjeet/(DC)

Definition: topi¢.of the content of the resource (DC)

Specificatio

Kessment

The risk assessment or prognosis is used when knowledge is used in predicting future ey

D11

Recognizing clinical situations when to seek assistance, e.g. blood pressure criteria where p
referred to specialist.

Knowledge relevant for diagnostic process, e.g. reference yalues for a set of measurement
ir population.

Knowledge relevant for selecting the most appropriate treatment for a certain patient in a c¢g

Knowledge describing how a treatmént is performed.

up description

ject

ents/

htient

5 in a

rtain

n oI content: I'his shall be indicated with one or several Medical Subject Headings as de

by the US National Library of Medicine including the MeSH codes[29],

5.4.3 Description

Element name: Description (DC)

Definition: An account of the content of the resource (DC)

ined

Specification of content: Examples of Description include, but are not limited to, an abstract, table of
contents, reference to a graphical representation of content or free-text account of the content.

10
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5.4.4 Coverage

Element name: Coverage (HC)

Definition: Extent, scope of knowledge content of the resource
Specification of content: Examples of specification include:
Spatial, e.g. country

Temporal, e.g. dates

Age, prgronty elderty

Sex, ¢.g. only females

5.4.3 Inclusion criteria
Element name: Subject_Criteria_Inclusion (HC)

Definition: Criteria for including subjects in a clinical study

5.4.4 Exclusion criteria
Element name: Subject_Criteria_Exclusion (HC)

Definition: Criteria for excluding the subjects in a clinical study

5.4.7 Relation
Element name: Relation (DC)
Definition: A reference to related source

Specijfication of content: This shall (be a reference using, e.g. a URI or a bibliographic reference in
Vancpuver style. For medical knewledge resources, it can be combined with a relationship operator
from| the following list:

a) isVersionOf
b) lasVersion

c) isReplacedBy
d) feplaces

e) isRequiredBy

f) reetres

g) isPartOf
h) hasPart

i) isReferencedBy
5.5 Identification and source

5.5.1 Group description

This metadata element group is identifying the knowledge resource, its originator(s) and conditions for
accessing it.
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5.5.2 Identifier
Element name: Identifier (DC)
Definition: An unambiguous reference to the resource within a given context (DC)

Specification of content: Recommended best practice is to identify the resource by means of a string or
number conforming to a formal identification system. Formal identification systems include but are not
limited to the Uniform Resource Identifier (URI), including the Uniform Resource Locator (URL) or the

Digital Object Identifier (DOI), and the International Standard Book Number (ISBN).

5.5.3 Titl
Element naif
Definition: 4

Specificatio

he: Title (DC)
A name given to the resource (DC)

h of content: A text string with the name by which the resource is formallypknown.

5.5.4 Creator

Element nar
Definition: 4
Specificatio
the name of

is recomme
of Patient Se¢

If several cr

he: Creator (DC)
\n entity primarily responsible for making the content ofthe resource (DC)

n of content: Examples of Creator include a person, an’organization, or a service. Typi
a Creator should be used to indicate the entity. If several levels of specificity are requi
hded that they are ordered from most specific teleast specific, e.g. Dept of Health, Div|
curity, Head.

bators exist, it is recommended to repeat the metadata element.

5.5.5 Creator contact information

Element naif
Definition: (

Specificatio
specific con

a)
b)
‘)

Addresj
Mailto

Tel

he: Creator.Contact (DC)
ontact details for knowledge creator (DC)

h of content: One or(séveral of the following key words followed by colon and a stri
fent

d) Http

cally,
red it
ision

hg of

Fax

e)

5.5.6 Date created

Element name: Date.Created (DC)

Definition: Date when knowledge content was created (DC)

NOTE

The date when the current version of the resource was created.

Specification of content: YYYY-MM-DD [ISO 8601-1]

12
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5.5.7 Date available

Elem

ent name: Date.Available (DC)

Definition: Date when the resource was made available in its present form (DC)

Specification of content: YYYY-MM-DD [ISO 8601-1]

5.5.8 Dateissued

Elem

ent name: Date.Issued (DC)

Definition: Date of formal issuance (e.g., publication) of the resource (DC)

Spec

5.5.9

Elem

and

Spec
a)
b) 1

fication of content: YYYY-MM-DD [ISO 8601-1]

Status

ent name: Status (HC)

Defimition: Indication of the status of this version of the resource in relation to its intended

se (HC)
fication of content: One of the following terms can be useck
[entative

Draft

c¢) Recommended

d) 1
e) I

NOTH
that ¢

5.5.1

Elem

‘ormer
Deprecated

The Status indicated will be as’the publisher of the resource decides to convey it. Poss
an come from other sources on'status can influence this published status.

0 Rights management

ent name: Rights.(D€)

Definition: Information about rights held in and over the resource (DC)

Spec
or re
Prop

fication®©fjcontent: Typically, Rights will contain a rights management statement for t
ferencea service providing such information. Rights information often encompasses
erty, Rights (IPR), Copyright, and various Property Rights. If the Rights element i

distribution

ble decisions

he resource,
Intellectual
b absent, no

assu

Tiptions can be made about any rights held in or over the resource.

For health care use the following minimum terminology can be used to specify rights:

a) Free

NOTE1 Publicly available at no cost but IPR and copyright can apply.
b) Charge

NOTE 2  Publicly available but at a cost.

c) Private

NOTE 3  Only available to a selected group.

©ISO
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5.5.11 Publisher

Element name: Publisher (DC)

Definition: An entity responsible for making the resource available (DC)

Specification of content: Examples of Publisher include a person, an organization, or a service. Typically,

the name of

a Publisher should be used to indicate the entity.

5.5.12 Publisher type

Element narperRublisherType

Definition: (

Specificatio

a) Individan|1al

b) Nation
c¢) Local_g
d) Care_prj

e) Univers

f) Profess

g) Patient]

h) Other_n
NOTE
Organizi

i) Comme

j)  Pharmg
k) Other_c
5.5.13 Pub

Element naif
Definition: (

Specificatio

ategory of publisher

n of content: The following terms can be used.

|_government
bvernment

ovider

ity

onal_organisation
organisation
on-profit_organisation

Entities such as WHO or various other groups of states can be classified as Other Non-{
tion. The actual name such as WHO er'EU, etc. would appear as the Publisher (name).

Fcial_publisher
ceutical_company

pmpany

lisher contactinformation
he: Publisher:Contact (DC)

ontaet'details for publisher

h‘ef content: One or several of the following key words followed by colon and a stri

rofit-

hg of

specific con

tent

a) Address

b) Mailto

c) Tel

d) Http

e) Fax

5.5.14 Contributor

Element name: Contributor

14

© IS0 2022 - All rights res

erved


https://standardsiso.com/api/?name=f4bffe2d629f872b113f1ca3753be4c6

1SO 13119:2022(E)

Definition: Person(s) or organization(s) in addition to those specified in the Creator element who have
made significant intellectual contributions to the resource, but whose contribution is secondary to the
individuals or entities specified in the Creator element.

Specification of content: Typically a text string with the name(s) of the contributor(s)

5.5.15 Citation
Element name: Citation (HC)

Definition: Bibliographic reference for citation of the resource

Specification of content: Bibliographic reference in Vancouver style format

5.5.16 Source
Element name: Source (DC)
Definition: A reference to a resource from which the present resource is derived

Specification of content: The present resource can be derived from the-Source resource in whole or in
part{Recommended best practice is to identify the referenced resource by means of a string or number
confprming to a formal identification system.

5.6 | Quality control

5.6.1 Group description

This|group of metadata elements that are particularly important for clinical knowledge shall describe
the quality management system behind a knowledge resource to allow use based on some judgement of
reliability.

5.6.7 Evidence Grade
Element name: EvidenceGrade (HE)
Definition: An indication of the guideline developers' assessment of the quality of evidence [HC)

Specification of content:/Use the terminology developed by GRADE and recently recommmended by
WHQ for guideline detelopmentl2l], It is recommended that the source (organization or pgrson) of the
recommendationds.given within parenthesis after the EvidenceGrade category.

a) High
b) Moderate

C) oW

d) Verylow

5.6.3 Recommendation Strength
Element name: RecommendationStrength (HC)

Definition: An Indication of the guideline developers' overall assessment of the strength of a
recommendation (HC)
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Specification of content: Use the categories developed by GRADE and recently recommended by WHO
for guideline developmentl2ll, It is recommended that the source (organization or person) of the
recommendation is given within parenthesis after the RecommendationStrength category.

a) High
b) Low

5.6.4 Risk consequence class

Element name: Risk (HC)

Definition: Possible consequences of mistakes in applying knowledge, which affects the amoulnt of
automatic pfocessing that can be allowed / the amount of manual supervision necessary

Specificatioh of content: Use one of the following terms. The interpretation of these terms‘ifi this context
is described|in Table 1.

a) Catastrpphic
b) Major
c) Considdrable
d) Significhnt

e) Minor
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Table 1 — Interpretation of the Consequence categories

Consequence
Category Consequence Number of patients affected
Deaths. .
Multiple
_|Permanent life-changing incapacity and any condition for
Catastrophic |which the prognosis is death or permanent life-changing
incapacity; severe injury or severe incapacity from which Multiple
recovery is not expected in the short term.
Death. Single
Permanent life-changing incapacity and any condition for
which the prognosis is death or permanent life-changing
) incapacity; severe injury or severe incapacity from which Single
Major recovery is not expected in the short term.
Severe injury or severe incapacity from which recovery is .
i Multiple
expected in the short term.
Severe psychological trauma. Multiple
Severe injury or severe incapacity from which recovery is
expected in the short term. Single
. Severe psychological trauma. Single
[onsiderable
Minor injury or injuries from which recovery.istot expect- Multiple
ed in the short term. .
Multiple
Significant psychological trauma.
Minor injury or injuries from which reeovery is not expect- Single
ed in the short term.
N N : Single
Significant |Significant psychological traura. i
) o ) ] ] Multiple
Minor injury from which yecovery is expected in the short )
term. Minor psychological'upset; inconvenience. Multiple
Minor injury from which recovery is expected in the short
Minor term; minor psyehological upset; inconvenience; any negli- Single
gible consequence.

© IS0 2022 - All rights reserved
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Annex A
(informative)

List of metadata elements

Table A.1 is a summary of all element names and definitions. For further specification of content, see
Clause 5.
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Table A.1 — List of metadata elements

Specifiers (HC):
Journal_article
Book_chapter
Book

Report

Label Element name Definition
Type Type Nature or genre of the content of the resource (DC).
Type.Text (DC)

Abstract
Patient_education_handout
FAQ

Algorithm

Clinical_guideline
Policy_strategy
Information_standard
Teaching_material
Computable_clinical_information model
Terminological_resource
Metainformation
Case_report

Proposal

Event

Service_description
Product_information
Critically_appraised_tppie
Known_uncertainty
Observational ‘study
Qualitativesstudy
Randomised_controlled-trial
Resedrch_study

Review

Systematic_review
Structured_abstract
Care_pathway
Health_Technology_Assessment
Type.Movinglmage
Type.Stilllmage

Type.Sound
Type.DatabaseforHumans
Journal

Metainformation
Terminology
Guideline_collection
Type.Dataset
Type.InteractiveResource
Type.Software
Type.Device

© IS0 2022 - All rights reserved
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