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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 procgdures 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 {ypes of ISO documents should be noted. This document was drafted in accordance with the
editorial fules 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 maybeé the subjecf of
patent rights. ISO shall not be held responsible for identifying any or all such patent rights. Detailq of
any patenf rights identified during the development of the document will be in the.Introduction andjor
on the IS( list of patent declarations received (see www.iso.org/patents).

Any trade name used in this document is information given for the conveniénce of users and does pot
constitutqg an endorsement.

For an exyplanation of the voluntary nature of standards, the ¢ieaning of ISO specific terms gnd
expressiohs 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/forewprd.html.

This document was prepared by Technical Committee ISO/TC 249, Traditional Chinese medicine.

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

:2020(E)

HL7 CDA® Release 2.01, which has been adopted as ISO/HL7 27932, is a document mark-up standard
that specifies the structure and semantics of clinical documents for the purpose of exchange between
healthcare providers and patients. It is necessary to establish a clinical document specification for
prescription of traditional Chinese medicine decoction pieces to support the implementation of
ISO/HL7 27932 in the context of the traditional Chinese medicine community. For implementers of HL7
CDA® Release 2.0, the prescription of traditional Chinese medicine decoction pieces can be provided as
a use case to maximize the use of shared semantics.

A
do
au

megdication administration, cost and medication plan. Usually, the core data ofythe presg
trgditional Chinese medicine decoction pieces includes information about the1iames and a
the¢ decoction pieces, the form of processing, the dose, preparation and decoctipn’' methods, t}h

ad

Thiis document can be applied in medical institutions that need to share their prescriptions of]
pidces to ensure that both or multiple parties exchange docunients following the spg

wi

trgdnsmission, storage and exchange of decoction piece prescrigtions for electronic records.

In

flinical document consists of a clinical document header and a clinical document body,
rument header consists of many sections, including identification and classificationy p
hor and custodian. A clinical document body consists of many sections, including

ministration, frequency, the timing of consumption and the number of pdekages.

th consistent syntax and semantics. This document can be upsed to support the data

Lhis document, the following verbal forms are used:
“shall” indicates a requirement;
“should” indicates a recommendation;
“can” indicates a possibility or a capability;

“may” indicates a permission.

A clinical
articipant
diagnosis,
ription of
mounts of
le route of

decoction
bcification
rollection,

1) HL7 and CDA are registered trademarks of Health Level Seven International and their use does not constitute

an

©lI

endorsement by HL7.
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TECHNICAL SPECIFICATION

ISO/TS 23030:2020(E)

Traditional Chinese medicine — Clinical document
specification for prescription of traditional Chinese
medicine decoction pieces

1

Scope

Th
m¢q
trg
do

pre

is document provides a referenced entry-level implementation template for traditions
dicine decoction piece prescriptions based on HL7 CDA® Release 2.0 to support the data
nsmission, storage and exchange of decoction piece prescriptions for electronic rec
rument focuses on the description of core data of traditional Chinese medicine decoc
escriptions which constitute the 'medication administration' section of theyclinical docun

Thiis document does not specify the detailed content of the clinical document Header or othe

an

Th

Fo
IS(

3.1
ca
nu

No
nu
of

mi

[S(
3.7

1 entries of the clinical document body.

Normative references

ere are no normative references in this document.

Terms and definitions
" the purposes of this document, the following tétms and definitions apply.
and IEC maintain terminological databasesdor use in standardization at the following ad

[SO Online browsing platform: available at https://www.iso.org/obp

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

Fdinality

ber of times that a data element can repeat within an individual occurrence or object vie
fe 1 to entry: In the/ZXML documents specified by this document, the cardinality of an element

llowed values forydata attributes expressed by the name of the element. It is denoted by ‘m..n": ‘m
nimum numbér-ef occurrences and ‘n’ means the maximum allowed number of times.

URCE: 1SO/TR 12300:2014, 2.1.5, modified]

I Chinese
rollection,
rds. This
tion piece
hent body.
r sections

lresses:

W

lefines the

mber of times theelerment can repeatedly appear at a specified position, which is used to specify fhe number

means the

co

NF

conformance requirement
precise text definition of a characteristic required to be present in a conforming implementation

Note 1 to entry: In CONF-nnnn, nnnn is a four-digit integer. The document is based on the CDA POCD_HD000040
and XML schema document (XSD). For XML elements, cardinality, terminology and data type in CDA XSD, no
specific explanation is given in this document

[SOURCE: ISO 13584-25:2004, 3.6, modified]
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3.3

prescription
direction created by an authorized healthcare professional to instruct a dispensing agent regarding the
preparation and use of a medicinal product or medicinal appliance to be taken or used by a subject of care

[SOURCE:

3.4
dose inst

[SO 21549-7:2016, 3.22]

ructions

instructions pertaining to the medication, which describe the amount of administration, the frequency

orinterva

CrS

of r]ncn’ associatedinstructionsfor aning or cl(ippnﬂ dncpc’ andotherassociated paramnf

necessary| for appropriate administration of the medication

[SOURCE:

4 Entr

ISO/TS 17251:2016, 2.1]

jes related to core data of prescription for traditional Chinesé medicine

decoctign pieces

The entri
are descr

bs related to core data of prescription for traditional Chinese médjcine decoction pie
bed in Table 1, including entry of traditional Chinese medicine-Medication Administrat

and entry of Decoction Pieces Administration. The implementation éntry template is based

'substanc
of core da

pAdministration' of HL7 CDA® Release 2.0. Annex B is the xml example based on the templ
La of prescription for traditional Chinese medicine decoctin pieces.

Tablle 1 — Entries related to core data of prescription. for traditional Chinese medicine

decoction pieces

Name of entry Explanation and,description
Traditional Chinese medicine medi- |The entry inclitdes information about the route of admin-
catipn administration istration, frequency of drug taking and total number of
packages.
Decpction pieces administration Theéntry includes information about the name, dose in-
struction and special decoction method of decoction pieces.
5 Entry templates of prescription for traditional Chinese medicine decoction

pieces

5.1 Entry|template of traditional Chinese medicine medication administration

The entry|template ofdraditional Chinese medicine medication administration is described in Tabl¢ 2

Ces
on
on

hte

The entry conforms\to entry-level template 'substanceAdministration' in CDA schema of HL7 CDA®
Release 20.

Tabfe 2 — Elements of traditional Chinese medicine medication administration entry
Name of element Cardinality Verb Explanation and description
substanceAdministration 1.1 SHALL |@classCode="SBADM" @moodCode="RQ0O"
-templateld 1.1 SHALL @root="2.16.840.1.113883.2.23.11.5.1.1"

_text 0.1 MAY A detailed description of traditional Chinese

medicine administration

Execution time, number of days of drug - tak

-effectiveTime 1.1 SHALL ing @xsi:type="IVL_TS"
--low 1.1 SHALL |Starting time of drug taking
--high 0..1 MAY Ending time of drug taking

© IS0 2020 - All rights reserved
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Table 2 (continued)

Name of element Cardinality Verb Explanation and description
Frequency of drug takin
-effectiveTime 1.1 SHALL a Y 8 8
@xsi:type="PIVL_TS"
@value=""
-- period 1.1 SHALL
@unit="h"
-repeatNumber 1.1 SHALL |The total packages
@code=""
@codeSystem="2.16.840.1.113883.6,96"
-rguteCode 1.1 SHALL
@codeSystemName=" SNOMED-CT"
@displayName=""
@code
@codeSystem="2;16:840.1.113883.4.96"
-approachSiteCode 0..1 MAY
@codeSystemName=" SNOMED-CT"
@displayName=""
@valug=t"
-dpseQuantity 1.1 SHALL
@unit ="packages”
-consumable .1 SHALL
--thanufacturedProduct .1 SHALL | @classCode=" MANU "
@classCode="MMAT"
--{manufacturedMaterial 1.1 SHALL
@determinerCode="KIND"
- entryRelationship 1.1 SHALL |@typeCode="COMP"
SHALL |@classCode="0BS"
--(bservation 1.1
@moodCode="RQ0O"
SHALL |@code=""
--dode 151
@displayName=""
SHALL |@xsi:type="CD"
@code=""
—dalue 1.1 @displayName=
@codeSystem="2.16.840.1.113883.2.23.11.5.
21"
@codeSystemName=" Decoction method"
- entryRelationship 1.1 SHALL |@typeCode="COMP"
SHALL |@classCode="0BS"
-Opsegvation 1.1
@mnnd(‘nr‘ln—"DQﬂ"
SHALL |@code=""
--code 1.1
@displayName=""
@xsi:type="CD"
@COde=" n
--value 1.1 sHALL |@displayName=
@codeSystem="2.16.840.1.113883.2.23.11.5.
2.2"
@codeSystemName="Decoction service"
- entryRelationship 1.1 SHALL |@typeCode="COMP"

© IS0 2020 - All rights reserved
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Table 2 (continued)

Name of element Cardinality Verb Explanation and description
--organizer 1.1 SHALL |@classCode="BATTERY" @moodCode="DEF"
---component 1.* SHALL

@classCode="SBADM"
----substanceAdministration 1.1 SHALL

@moodCode="RQ0O"
----- templateld 1.1 SHALL @root="2.16.840.1.113883.2.23.11.5.1.2"

CONF-00Q1. substanceAdministration SHALL have [1..1] entry under it, indicating the medicatiop
entry, the attribute classCode = "SBADM", moodCode =" RQO ".

CONF-004Q2. substanceAdministration/templateld SHALL have [1..1] entry under itpand the valug
shall be @root ="2.16.840.1.113883.2.23.11.5.1.1".

CONF-00(3. substanceAdministration/text MAY have [0..1] entry under it, deéscribing the details of
medication.

CONF-00(Q4. substanceAdministration/effectiveTime SHALL have [1.{]'entry under it, and the
attribute xsi: type = "IVL_TS" indicates the drug execltion time and the interval of
drug-taking hours.

CONF-00(5. substanceAdministration/effectiveTime/low SHALL occur [1..1], indicating the star}-
ing time.

CONF-00(6. substanceAdministration/effectiveTime/high MAY occur [0..1], indicating the end}
ing time.

CONF-00q7. substanceAdministration/effectiveTime SHALL have [0..1] entry under it, the attrib;
ute xsi: type = "PIVL_TS" indicate the drug execution frequency.

CONF-00(Q8. substanceAdministration/effectiveTime/period SHALL occur [1..1],indicating the
drug taking intervals.

CONF-00qQo. substanceAdministration/repeatNumber SHALL have[1..1] entry under it,indicating
the number ofitotal packages of combination of decoction pieces.

CONF-0010. substancéAdministration/routeCode SHALL have [1..1] entry under it, and its value
may hetaken from the range SNOMED-CT or the extended range approved by the sge-
cificRHIN implementation organization, indicating route of administration of patient
in‘template examples (e.g. oral, injection, topical administration), in which the value|of
codeSystemName is "2.16.840.1.113883.6.96", and codeSystemName is "SNOMED-CT".

CONF-0011: substanceAdministration/approachSiteCode MAY have [0..1] entry under it, indicating
the data element of body surface parts (e.g. hands, feet, eyes) in drug use operation
by patients in the template examples (e.g. external application, drip-feeding, coat-
ing), and all coded values in the range shall be taken from the coding system HL7
"HumanSubstanceAdministrationSite", in which the value of codeSystemName is
"2.16.840.1.113883.6.96", and codeSystemName is "SNOMED-CT".

CONF-0012. substanceAdministration/doseQuantity SHALL have [1..1] entry under it, indicating
the single dose.

CONF-0013. substanceAdministration/consumable SHALL have [1..1] entry under it.

4 © IS0 2020 - All rights reserved
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CONF-0014.

CONF-0015.

CONF-0016.

CONF-0017.

CONF-0018.

COINF-00109.

CONF-0021.

CONF-0022.

CONF-0024.

CONF-0025.

CONF-0026.

CONFA0027.

ISO/TS 23030:2020(E)

substanceAdministration/consumable/manufacturedProduct SHALL have [1..1] entry
under it, the attribute classCode =" MANU "

substanceAdministration/consumable/manufacturedMaterial SHALL have [1..1]
entry under it, the attribute classCode=" MMAT", determinerCode ="KIND".

substanceAdministration/entryRelationship SHALL have [1..1] entry under it, indicat-
ing the decocted in water, the attribute is @typeCode = "COMP".

substanceAdministration/entryRelationship/observation SHALL have [1..1] entry

substanceAdministration/entryRelationship/code SHALL have [1..1] ety upder it,in
which the value of displayName shall be one kind of Decoction method,such ps boiling
in water, simmering in water, soaking in hot water or other decoctien’methods (see
Annex A).

substanceAdministration/entryRelationship/value SHALL%ave [1..1] entry ynder it,
in which the value of xsi:type shall be "CD", codeSystem.shall be "2.16.840.1.113883.2.
23.11.5.2.1" and codeSystemName shall be "Decoction method".

substanceAdministration/entryRelationship SHALL have [1..1] entry under if, in-
dicating the decocted by patient or decocted by/health care provider, the attifibute
typeCode="COMP".

substanceAdministration/entryRelationship/observation SHALL have [1..1] pntry
under it, the attribute classCode = "OBS",and moodCode = "RQO".

substanceAdministration/entryRelationship/code SHALL have [1..1] entry uhder it,
in which the value of displayNaime indicate the decoction service "included " for "not
included" (see Annex A).

substanceAdministratign/entryRelationship/value SHALL have [1..1] entry ynder it, in
which the value of xsi:type shall be "CD", codeSystem shall be "2.16.840.1.113883.2.23.
11.5.2.2" and codeSystemName shall be "Decoction service".

substanceAdministration/entryRelationship SHALL have [1..1] entry under i, indicat-
ing the combination of decoction pieces, the attribute typecode = "COMP".

substanceAdministration/entryRelationship/organizer SHALL have [1..1] entry under
it,the attribute classCode = "BATTERY",and moodCode = "DEF".

substanceAdministration/entryRelationship/organizer/component SHALL have [1..1]
entry under it.

substanceAdministration/entryRelationship/organizer/component/
substanceAdministration SHALL have [1..1] entry under it, the attribute classCode =

CONF-0028.

"SBADM",and moodCode ="RQO".

substanceAdministration/entryRelationship/organizer/component/
substanceAdministration /templateld SHALL have [1..1] entry under it.

5.2 The Entry template of decoction pieces administration

The elements of the entry template of decoction pieces administration are described in Table 3.

© IS0 2020 - All rights reserved 5
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Table 3 — elements of decoction pieces administration entry

Name of element Cardinality |Verb Explanation and description
@classCode="SBADM"

substanceAdministration 1.1 SHALL
@moodCode="RQ0O"

-templateld 1.1 SHALL @root="2.16.840.1.113883.2.23.11.5.1.2 "
@value=""

-doseQuantity 1.1 SHALL
@unit="g "

-consumable 1.1 SHALIL

-- manufag¢turedProduct 1.1 SHALL @classCode="MANU"

. @classCode="MMAT" @
--- manufgcturedMaterial 1.1 SHALL determinerCode="INSTANCE"
@code =""
@codeSystem = "2.16.840/1:113883.2.23.1
1.5.3.1"

----code 1.1 SHALL @codeSystemNanre,s "ISO 18668-2:2017
Traditional Chidese'medicine--Coding sys}
tem for Chinese\medicines -- Part 2: Codes
for decoction)pieces "

@displagName = ""

----name 0.1 MAY
@classCode="0ORG"

---manufafturedOrganization 0..1 MAY
@determinerCode="INSTANCE"
@root=""

----id 0..1 MAY
@extension=""

----name 0.1 MAY

-entryReldtionship 0..* MAY @typeCode="SPRT"

@classCode="0BS"

--observatiion 1.1 SHALL

@moodCode="RQ0O"
SHALL @code=""

---code 1.1

@displayName=""
@xsi:type="CD"
@Code=n "

@displayName=""

~value 1.1 SHALL @codeSystem="2.16.840.1.113883.2.23.]
1.5.2.3"

@codeSystemName="Special decoction
methad”

CONF-00269. substanceAdministration SHALL have [1..1] entry under it, indicating the decoction
pieces information in the prescription, the attribute moodCode = "RQO" and the at-
tributre classCode="SBADM".

CONF-0030. substanceAdministration/templateld SHALL have [1..*] entries under it.

CONF-0031. substanceAdministration/doseQuantity SHALL have [1..1] entries under it, indicating

the dose instruction of single decoction pieces, and the unit ="g".

6 © IS0 2020 - All rights reserved
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CONF-0032.

CONF-0033.

CONF-0034.

CONF-0036.

CONF-0037.

CONF-0038.

CONF-00309.

COINF-0040.

CONF-0041.

CONF-0042.

COINF-0043.

CONF-0044.

ISO/TS 23030

:2020(E)

substanceAdministration/consumable SHALL have [1..1] entries under it, indicating

the decoction pieces entry.

substanceAdministration/consumable/manufacturedProduct SHALL have [1..1]

entries under it, indicating the decoction pieces manufacturer. The attribute
classCode="MANU".

substanceAdministration/consumable/manufacturedMaterial SHALL have |

1..1] en-

tries under it, the attribute classCode="MMAT", and determinerCode="INSTANCE".

UD ATTCE AT ratio ONSUITIdDIE/ITdIIUld [ oT1a OUcC A
entries under it, codeSystem="2.16.840.1.113883.2.23.11.5.3.1",codeSystem]
ISO 18668-2:2017 Traditional Chinese medicine--Coding system for ChineSe
-- Part 2: Codes for decoction pieces ".

substanceAdministration/consumable/manufacturedMaterial/mame SHALL
[1..1] entry under it.

substanceAdministration/consumable/manufacturedQrganization SHALL h
entry under it, indicating the decoction pieces manufacturer entry.

substanceAdministration/consumable/manufacturedOrganization/code SH.
[1..1] entry under it, indicating the code of decoction pieces manufacturer, th
ute classCode="0ORG" and determinerCode=*INSTANCE".

substanceAdministration/consumable/thanufacturedOrganization/code SH/
[1..1] entry under it, indicating the code of decoction pieces manufacturer.

substanceAdministration/consummable/manufacturedOrganization/name SH
[1..1] entry under it, indicatingthe name of decoction pieces manufacturer.

substanceAdministration/entryRelationship MAY have [1..1] entry under it,
the Special decotion method entry, the attribute typeCode="SPRT".

substanceAdministration/entryRelationship/observation SHALL have [1..1]
under it, the attribute classCode="0BS" and moodCode="RQO".

substancéAdministration/entryRelationship/observation/code SHALL have
entry under it, indicating the code of Special decoction method, such as deco
decoction later, smashing (see Annex A).

substanceAdministration/entryRelationship/observation/name Shall have |
entry under it, indicating the name of Special decoction method, the attribut
="CD",codeSystem = "2.16.840.1.113883.2.23.11.5.2.3", codeSystem Name ="
decoction method".

have [1..1]
Name ="
medicines

have

ave [1..1]

ALL have
b attrib-

ALL have

ALL have

ndicating

entry

[1..1]
rtion first,

1..1]
b Xsi:type
Special

© IS0 2020 - All rights reserved
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Annex A
(informative)

Value sets

Name Object identifier (OID) URL/value option Code
Decoction|method 2.16.840.1.113883.2.23.11.5.2.1 Boiling in water 1
Simmering in water 2
Soaking in hot water 3
Other decoction methods 9
Decoction|service 2.16.840.1.113883.2.23.11.5.2.2 Included 1
Not included 2
Special defoction method|2.16.840.1.113883.2.23.11.5.2.3 Decocted first 1
Decocted later 2
Wrapped in_ gauze-decoction 3
Decocted separately 4
Melting 5
Infused with water 6
Smashing 7
Other decoction methods 9
[SO 18668-2 2.16.840.1.113883.2.23.11.5.3.1 https://www.iso.org/standard/ |Termi-
64958.html nologigs
that may
requirg a
license
SNOMED (T 2.16.840.1.113883.6.96 International Healthcare Ter- Termi-
minology Standards Developing |nologids
Organization (IHTSDO) that may
https://browser.ihtsdotools.org/|requirg a
license
8 © IS0 2020 - All rights reserved
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Annex B
(informative)

XML example

The XML example is based on the template of prescription for traditional Chinese medicine
defoction pieces.

© IS0 2020 - All rights reserved 9
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<substanceAdministration classCode="SBADM" moodCode="RQO">
<templateld root="2.16.846.1.113883.2.23.11.5.1.1" />
<effectiveTime xsi:type="IVL_TS">»
<low value="20170502" />
<high value="20170602" />
</effectiveTime>
<effectiveTime xsi:type="PIVL_TS" operator="A">
<period value="12" unit="h" />
</effectiveTime>
<doseQuantity value="1" unit="packages" />
<repeatNumber value="5" />
<routeCode code="26643006" displayName="oral route" codeSystem="2.16.840.1.113883.6.96" codeSystemName="SNOMED-CT" />

<consumable>
<ma FTOoductl CI1as5lode= TIANU
manufacturedMaterial classCode="MMAT" determinerCode="KIND"> (:)
/manufacturedMaterial> (l/
</manufacturedProduct> Q
</consunfable> 0(1/
<entryRdlationship typeCode="COMP"> <:>’
<Obgervation classCode="0BS" moodCode="RQO"> Qrb
code code="" displayName="Decocting method" /> (E)
value xsi:type="CD" code="1" displayName="boiling in water" codeSystem:"Z.16.849.1.113883.2.23.11‘5‘3t} codeSystemName=]
"Decocting method "> %
/value>
</0Ofservation> \
</entryRelationship> O
<entryRelationship typeCode="COMP" > \%
<Obgervation classCode="0BS" moodCode="RQ0O"> s\
code code="2" displayName="Not included"” />
value xsi:type="CD" code="2" displayName="Not included" codeSystem:"Z‘16.849.1‘435883.2‘23.11.5.2‘2" codeSystemName=
"decocting gervice"> Q
/value> Q
</OHservation> \\
</entryRelationship> s\o
<entryRglationship typeCode="COMP">
<organizer classCode="BATTERY" moodCode="DEF"> Q)
component> \Q
<substanceAdministration classCode="SBADM" moodCode:“RQO:sss
<templateld root="2.16.840.1.113883.2.23.11.5.1.2" @
<doseQuantity value="20" unit="g"> A\
</doseQuantity>
<consumable> O
<manufacturedProduct classCode:"MAN%
<manufacturedMaterial classC “MMAT" determinerCode="INSTANCE">
<code code="06193920960! " codeSystem="2.16.840.1.113883.2.23.11.5.3.1" codeSystemName=
"IS0O 18668-2:2017 Traditional Chinese medicine--Coding tem for Chinese medicines -- Part 2: Codes for decoction pieces" displayNamp=
“"Dendrobii daulis” /> .
<hame> @
Dendrobii @15
</name> C)
</manufactumater‘ial>
<manufact, ganization classCode="ORG" determinerCode="INSTANCE">
<i % " extension="91110000633646266%" />
>
Beijing TRT Group CO.,LTD
/name>
anufacturedOrganization>
@ nufacturedProduct>
umable>
ryRelationship typeCode="SPRT">
& <observation classCode="0BS" moodCode="RQ0">
CE) <code code="" displayName="Special decotion method" />
TrtTe XS Ty pT= et —Tote = Sy e =TT ter TS o Sy S tE e T T SR e T T TS A S T e T ST
codeSystemName="Special decotion method">
</value>
</observation>
</entryRelationship>
</substanceAdministration>
</component>
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