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String eventDatald

eventDatald

System.St
ring

EventEntryCompleted CRF Reporter

EventEntryCompleted CRF Reporter

NotifyEventDataCommitted

EventEntryCompleted CRF Reporter
CRF Reporter

false

true

forced

CRF



public void
NotifyEventDataCommitted( String
eventDatald

eventDatald

System.St
ring

EventEntryCompleted CRF Reporter

EventEntryCompleted CRF Reporter

NotifyEventDataDeleted

CRF Reporter

public void NotifyEventDataDeleted( String
eventDatald

)
eventDatald
: System.String
EventEntryCompleted CRF Reporter

CRF Reporter

CRF Reporter



ShowDialog

CRF Reporter

public void ShowDialog(

String pid

pid
: System.String

CRF Reporter

CRF Reporter
ShowDialog
pid

ShowModifyEventDataDialog

Reporter

public void ShowModifyEventDataDialog(

String eventDatald

eventDatald

: System.String

ID (

CRF



EventEntryCompleted

StartApp

CRF Reporter

CRF Reporter Windows
CRF Reporter
public void StartApp()
CrfReporterAuthFailedException Windows

CrfReporterRunningException

CRF Reporter

CRF Reporter

StartApp (IntPtr)

CRF Reporter
CRF Reporter

public void StartApp(

IntPtr hToken

hToken

: System.IntPtr




CrfReporterAuthFailedException

CrfReporterRunningException

hToken

CRF Reporter

CRF Reporter

StartApp (String, String)

CRF Reporter

public void StartApp(
String userName,

String password

)

useName
System.St
ring

password
System.St
ring

CRF Reporter

CrfReporterAuthFailedException

CrfReporterRunningException

userName
CRF

Reporter
CRF Reporter




3.2.2 ICrfReporterComm

AppEXiting

CRF Reporter

public event EventHandler AppExiting

CRF Reporter

EventEntryCompleted

CRF Reporter ( [ ]

) (
[ ] )

public event EventHandler<EventEntryCompletedEventArgs> EventEntryCompleted

CRF Reporter [ ]
CRF Reporter

CommitEventEntry CRF Reporter

CancelEventEntry CRF Reporter



3.3 EventEntryCompletedEventArgs

EventEntryCompleted

System.Object
System.EventArgs
OUH.Crit.Comm.EventEntryCompletedEventArgs

: OUH.Crit.Comm

public class EventEntryCompletedEventArgs : EventArgs

EventDatald
Text

3.3.1 EventEntryCompletedEventArgs

EventDatald

CRF Reporter
public String EventDatald { get; }
: System.String

Text

CRF Reporter



public String Text { get; }

. System.String



3.4 CrfReporterException

ICrfReporterComm

System.Object
System.Exception
OUH.Crit.Comm.CrfReporterException

: OUH.Crit.Comm

public class CrfReporterException : Exception



3.5 CrfReporterAuthFailedException

CRF Reporter

System.Object
System.Exception
OUH.Crit.Comm.CrfReporterException
OUH.Crit.Comm.CrfReporterAuthFailedException

: OUH.Crit.Comm

[SerializableAttribute] public class CrfReporterAuthFailedException :
CrfReporterException



3.6 CrfReporterRunningException

CRF Reporter CRF Reporter

System.Object
System.Exception
OUH.Crit.Comm.CrfReporterException
OUH.Crit.Comm.CrfReporterRunningException

: OUH.Crit.Comm

[SerializableAttribute] public class CrfReporterRunningException :
CrfReporterException



A

EmrComm

DLL

CRF Reporter App.

k.,:

Keyword Converter & |

IConyertKeyword

<E'<\el1nthityD>g gl <<control>> gl Response Parser 8 |
EEEE EmrComm DLL
IEmrComm
HL7 v2.x Parser
HL7 v3 Parser
IParseResponse
CDISC Parser
DLL

CRF Reporter




4.1 IEmrComm

sd EmrCommPluginSd )

EMRDB

CRF Reporter

<<Create>>

1: Createlnstance
& )

|
| f 2: Authenticate()

|3 4 Ry R ASBASA()

I
I
I
I
I
I
t 2.1: Authenticate()
I
I
I
I
I
I
|

f 3L TF—2REA VY EF(

: OUH.Crit.Comm

public interface IEmrComm

IEmrComm

: IEmrComm.dll

Authenticate

BodyMeasurement

Hospitalization

Laboratory




Operation
PatientProfile

Prescription

4.1.1 Authenticate

: OUH.Crit.Comm 2 IEmrComm.dll

public Object Authenticate(
String userName,

String password

)

userName
System.St
ring

password
System.St
ring

: System.Object

null

4.1.2 PatientProfile



public Byte[] PatientProfile(
Object token,

String pid

token
: System.Object
Authenticate (
pid
: System.String

ID

: System.Byte[]

- CRIT

- HL7 v2.x
- HL7 v3

- HL7 FHIR

CRIT PatientProfile



4.1.3 BodyMeasurement

public Byte[] BodyMeasurement(
Object token,
String pid
DateTime fromDate,
DateTime toDate,

Nullable<Int32> maxCount

)

token
System.Ob
ject
Authenticate

pid
System.St
ring

ID

fromDate
DateT
ime

toDate

DateT
ime



maxCount
Nullable<Int
32>

: System.Byte[]

fromDate toDate

- CRIT

- HL7 v2.x
- HL7 v3

- HL7 FHIR

CRIT BodyMeasurement

4.1.4 Hospitalization

public Byte[] Hospitalization(
Object token,
String pid,

Nullable<DateTime> fromDate,



Nullable<DateTime> toDate

)
token
System.Ob
ject
Authenticate
pid
System.St
ring
ID
fromDate
Nullable<DateTi
me>
null
toDate

: Nullable<DateTime>

null

: System.Byte[]



fromDate toDate DateTime
fromDate null

toDate null
fromDate toDate

- CRIT

- HL7 v2.x
- HL7 v3

- HL7 FHIR

CRIT Hospitalization

4.1.5 Operation

public Byte[] Operation(
Object token,
String pid,
Nullable<DateTime> fromDate,

Nullable<DateTime> toDate

)

token
System.Ob
ject

Authenticate (

null



pid
System.St
ring

ID

fromDate
Nullable<DateTi
me>

toDate
Nullable<DateTi
me>

: System.Byte[]

fromDate toDate DateTime
fromDate
null toDate null
fromDate
toDate null

- CRIT



- HL7 v2.x
- HL7 v3
- HL7 FHIR

CRIT Operation

4.1.6 Laboratory

public Byte[] Laboratory(
Object token,
String pid,

String[] keywords,
DateTime fromDate,

DateTime toDate,

Nullable<Int32> maxCount

token
: System.Object
Authenticate
pid
: System.String
ID
keywords

: System.String[]



fromDate

: DateTime

toDate

: DateTime

maxCount

: Nullable<Int32>

: System.Byte[]

fromDate toDate

maxCount
maxCount null

- CRIT



- HL7 v2.x

- HL7 v3

- HL7 FHIR

- CDISC Laboratory Data Model (LAB)

CRIT Laboratory

4.1.7 Prescription

public Byte[] Prescription(
Object token,
String pid,
DateTime fromDate,
DateTime toDate

)
token
System.Ob
ject
Authenticate
pid
System.St
ring
ID
fromDate
DateT
ime
toDate

DateT
ime



: System.Byte[]

fromData ( ) toDate

CRIT
HL7 v2.x
HL7 v3
HL7 FHIR

CRIT Prescription



4.2

(PatientProfile, BodyMeasurement, Hospitalization, Operation,
Laboratory, Prescription) CRIT

- HL7 Version 2.x Messaging Standard

- HL7 Version 3 Clinical Document Architecture (CDA)

- HL7 FHIR (Fast Healthcare Interoperability Resources) Specification
- CDISC Laboratory Data Model (LAB)

CRIT CRIT XML



5 CRIT

5.1

XML

5.1.1
XML
()
®
? (
) *( ) +(1
5.1.2
XML
string Xs:string
date xs:date
dateTime xs:date,
xs:dateTime
dacimal xs:decimal




5.2 PatientProfile

5.2.1 XML

['S’] Schema Root

Attribute Form Default Unqualified
Element Form Default  Qualified

(nc| crit-base.xsd

(A | patientld : string

0.1
[E] Fun : <None> (A value
0. 0

1 1
[—i—] PatientProfile | E] Name ..E | [E] Family :<None> (A value
0.1
[E] Given :<None> (A value

(A7 code : string

Enumerations F
L}

1
E] Gender : <None>

0.1
(€] BirthDate : <None> (A value :date
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

PatientProfile

(A l patientld : string
0.1

E | PatientProfile , [E Name

0.

.E ' 1 [1—] Gender : <None>

0.1
[E BirthDate : <None>

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

(Name?, Gender?, BirthDate?)

: string
: string

: string

patientld string ID

PatientProfile PatientProfile




patientld PatientProfile pid
Name

.7
{ E] Full : <None>

0.

_ 0.1
' [E]] Name - of8 | [E] Family : <None>

==

0.1
‘ E] Given : <None>

Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459

(FullR, Family?, Given?)

Name
Full
.7
[E] Fun : <None> 1 ((A] value : string
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459
value string
value
Family
0.7
[E] Family :<None> } ((A] value : string

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459



value string

value

Given

0.1
[E] Given :<None> (A value  : string
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

value string

value

Gender

(A | code : string

Enumerations F
"

0.1
@ Gender : <None>

Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459

code string ( DM

TR

code
(13 F!!

uMn




BirthDate

.7
! E | BirthDate : <None> (A | value : date

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

value date

value ISO 8601 date format

5.2.2 PatientProfile

<?xml version="1.0" encoding="UTF-8"?>
<PatientProfile patientld="12345" xmlns="http://med.osaka-u.ac.jp/crit">

<Name>
<Full value=" />
<Family value=" />
<Given value=" />
</Name>

<Gender code="M"/>
<BirthDate value="1974-12-25"/>
</PatientProfile>

5.2.3 PatientProfile

<?xml version="1.0" encoding="utf-8" 2>
<xs:schema xmlIns="http://med.osaka-u.ac.jp/crit"
attributeFormDefault="unqualified"
elementFormDefault="qualified"
targetNamespace="http://med.osaka-u.ac.jp/crit"
xmins:xs="http://www.w3.0rg/2001/XMLSchema'>
<xs:include schemalocation="crit-base.xsd" />
<xs:element name=""PatientProfile">
<xs:complexType>
<xs:sequence>
<xs:element name="Name" minOccurs="0">



<xs:complexType>
<xs:sequence>
<xs:element name="Full"" minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="xs:string"
use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Family"
minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Given"
minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="Gender"
minOccurs="0">
<xs:complexType>
<xs:attribute name="code"
use="required">
<xs:simpleType>
<xs:restriction base="xs:string">
<xs:enumeration value="F" />
<xs:enumeration value="M" />
</xs:restriction>
</xs:simpleType>
</xs:attribute>
</xs:complexType>
</xs:element>
<xs:element name="BirthDate"
minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="xs:date" use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="patientld" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:schema>



5.3 BodyMeasurement

5.3.1 XML

['S’] Schema Root

Attribute Form Default Unqualifisd
Element Form Default  Qualified

(Inc| crit-base.xsd

— T e

— -
A | pauenua : stiing

19 (A value
E | Value : <None>
{E BodyMeasurement 0.* D @ units
[[E] Height .E
0.1
[(E ] DateTime : <None> (A value
.E .9 (A value
[II Value :<None>
0. =
[[E] Weight .E @l units
0.1
[(E] DateTime : <None> (A7 value

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450
BodyMeasurement
(A | patientid : string
LE] 0.¢
E | BodyMeasurement - [E Height

.E‘ ’ ‘»@ Weight

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

(Height*, Weight*)

: decimal

: string

: dateTime

: decimal

: string

: dateTime

patientld string ID

BodyMeasurement BodyMeasurement

patientld BodyMeasurement pid




Height

T
” [[E] Height off| o

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

(Value, DateTime?)

" [E] value

1
@ DateTime : <None>

: <None>

Height
Height/Value
1.4 @ value : decimal
E] Value :<None>
@ units : string
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450
value decimal
units string (optional)
Value
value ( ) “cm”
units (S
Height/DateTime
.. T
: @ DateTime : <None> @ value : dateTime

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459




value dateTime

DateTime value
ISO 8601 date format

Weight

T
' [[E] Weight £ o

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

T
a >
. @ Value :<None

1
[E DateTime : <None>

(Value, DateTime?)

Weight

Weight/Value

1.1 (A [ value : decimal
E Value :<None>
(A [ units : string

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

value decimal

units string (optional)

Value



value ( ) “kg”

units (Sh
Weight/DateTime

0.1
["E | DateTime : <None> (A | value

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

: dateTime

value dateTime

DateTime
ISO 8601 date format

5.3.2 BodyMeasurement

<BodyMeasurement patientld="12345" xmlns="http://med.osaka-u.ac.jp/crit">

<Height>
<Value value="172" units="cm"/>
<DateTime value="2014-08-16"/>
</Height>
<Weight>
<Value value="65.3" units="kg"/>
<DateTime value="2014-08-16"/>
</Weight>
<Weight>
<Value value="65.8" units="kg"/>

<DateTime value="2014-08-30T11:57:00"/>

</Weight>
</BodyMeasurement>

5.3.3 BodyMeasurement

<?xml version="1.0" encoding="utf-8" 2>

<xs:schema xmlns="http://med.osaka-u.ac.jp/crit"

value




attributeFormDefault="unqualified"
elementFormDefault="qualified"
targetNamespace="http://med.osaka-u.ac.jp/crit"
xmlins:xs="http://www.w3.0rg/2001/XMLSchema'>
<xs:include schemalocation="crit-base.xsd" />
<xs:element name="BodyMeasurement">
<xs:complexType>
<xs:sequence>
<xs:element name="Height" minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element name="Value" minOccurs="1">
<xs:complexType>
<xs:attribute name="value" type="xs:decimal* use="required" />
<xs:attribute name="units" type="xs:string" use="optional" />
</xs:complexType>
</xs:element>
<xs:element name="DateTime" minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="dateTime" use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="Weight" minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element name="Value" minOccurs="1">
<xs:complexType>
<xs:attribute name="value" type="xs:decimal" use="required" />
<xs:attribute name="units" type="xs:string" use="optional" />
</xs:complexType>
</xs:element>
<xs:element name="DateTime" minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="dateTime" use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>



</xs:element>
</xs:sequence>
<xs:attribute name="patientld" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:schema>



5.4 Hospitalization

5.4.1 XML

['S'] Schema Root

Attribute Form Default  Unqualified
Element Form Default  Qualified

(Inc] crit-base.xsd

(A patientid : string

0.¢
:[[E] Admission
[[E ] Hospitalization
0.¢
:[[E] ChangeFrom

0.¢
:[[E]] ChangeTo

0.¢
+[[E]] Discharge

[(E ] DateTime : <None> (A value : dateTime
(A code  :string
E] Department : <None>
(A7 text : string

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

o

8

1o

o

[(E ] DateTime : <None>

1.1
JEEEEEN | DateTime ((A] value  :dateTime
[E ] Department : <None>
1-1 code : string
[E] <Ref> : Department LT @] ing
(A text : string
" [(E ] DateTime : <None>
“[E] <Re> :DateTime e Teno

@ value

[(E] Department : <None>

1.1 @ code : string

E’ <Ref> : Department
(A text : string
p [(E ] DateTime : <None>
lll[SReE>" : DateTimo (A value  : dateTime
[E ] Department : <None>
1.1 code : string
[E <Ref> : Department ! @] ing
(A text : string
p { & | DateTime : <None>
Ell[SRet> : DateTimo ((A] value  :dateTime
[E ] Department : <None>
1.1 code : string
[E <Ref> : Department ! @l ng
(A] text : string



Hospitalization

(A | patientld : string
. Admissi
f mission
| E | Hospitalization [E

~.[[E] ChangeFrom

i [[E’] ChangeTo

0.°
. [E Discharge

Liuid XML 2014 Designer Edition (Trial) 12.2.8.5459

(Admission?, ChangeFrom?, ChangeTo?, Discharge?)

patientld string ID
Hospitalization Hospitalization
patientld Hospitalization pid

Admission

7.7
0.* [
[E Admission ..E 1.9

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

[E <Ref> :DateTime

E]<Ref> : Department

(DateTime, Department)

Admission



ChangeFrom

7T

0. » [[E]] <Ref> : DateTime |

[[E] ChangeFrom |} .E 1.1

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

[[E] <Ref> : Department |

(DateTime, Department)

ChangeFrom

ChangeTo

[E] <Ref> : DateTime |

‘ 7.7

0.* ' ‘
[[E] ChangeTo ‘ ..E ‘ 1.4

| |

Liquid XML 2014 Designer Ediion (Trial) 122.8.5450

[E] <Ref> : Department |

(DateTime, Department)

ChangeTo

Discharge

7.7
0.* |
[[E]] Discharge s .E 1.9

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

[[E] <Ref> : DateTime |

[[E] <Ref> : Department |

(DateTime, Department)



Discharge

DateTime
0.1
! E | DateTime : <None> (A | value : dateTime
Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459
value dateTime /
DateTime / / / value
ISO 8601 date format
Department
11 (A | code : string
! E | Department : <None>
(A | text : string

Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459

code string (optional)
text string
Department / / /

code




5.4.2 Hospitalization

<?xml version="1.0" encoding="utf-8" 2>
<Hospitalization patientld="12345" xmlns="http://med.osaka-u.ac.jp/crit">

<Admission>
<DateTime value="2011-06-26"/>
<Department code="10" text=" />
</Admission>
<ChangeFrom>
<DateTime value="2011-07-11"/>
<Department code="10" text=" />
</ChangeFrom>
<ChangeTo>
<DateTime value="2011-07-11"/>
<Department code="11" text=" />
</ChangeTo>

<Discharge>
<DateTime value="2011-07-22"/>
<Department code="11" text=" />
</Discharge>
<Admission>
<DateTime value="2012-03-13"/>
<Department code="10" text=" />
</Admission>
<Discharge>
<DateTime value="2011-03-24"/>
<Department code="10" text=" />
</Discharge>
</Hospitalization>

5.4.3 Hospitalization

<?xml version="1.0" encoding="utf-8" 2>
<xs:schema xmlns="http://med.osaka-u.ac.jp/crit"
attributeFormDefault="unqualified" elementFormDefault="qualified"
targetNamespace="http://med.osaka-u.ac.jp/crit"
xmlins:xs="http://www.w3.0rg/2001/XMLSchema'>
<xs:include schemalocation="crit-base.xsd" />
<xs:element name="Hospitalization">
<xs:complexType>
<xs:sequence>
<xs:choice maxOccurs="unbounded">
<xs:element name="Admission" minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<Xs:sequence>



<xs:element xmins:q1="http://med.osaka-u.ac.jp/crit"
ref="DateTime" minOccurs="1" />
<xs:element xmiIns:g2="http://med.osaka-u.ac.jp/crit"
ref="Department" minOccurs="1" />
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="ChangeFrom" minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element xmins:q1="http://med.osaka-u.ac.jp/crit"
ref="DateTime" minOccurs="1" />
<xs:element xmins:q2="http://med.osaka-u.ac.jp/crit"
ref="Department™ minOccurs="1" />
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="ChangeTo"
minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element xmins:q1="http://med.osaka-u.ac.jp/crit"
ref="DateTime" minOccurs="1" />
<xs:element xmins:q2="http://med.osaka-u.ac.jp/crit"
ref="Department™ minOccurs="1" />
</xs:sequence>
</xs:complexType>
</xs:element>
<xs:element name="Discharge" minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element xmins:ql1="http://med.osaka-u.ac.jp/crit"
ref="DateTime" minOccurs="1" />
<xs:element xmins:q2="http://med.osaka-u.ac.jp/crit"
ref="Department" minOccurs="1" />
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:choice>
</xs:sequence>
<xs:attribute name="patientld" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
<xs:element name="DateTime">
<xs:complexType>
<xs:attribute name="value" type="dateTime" use="required" />
</xs:complexType>
</xs:element>



<xs:element name="Department">
<xs:complexType>
<xs:attribute name="code" type="xs:string" use="optional" />
<xs:attribute name="text" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:schema>



5.5 Operation

5.9.1 XML

['S’] Schema Root

Attribute Form Default Unqualified

Element Form Default  Qualified
lMnc| crit-base.xsd

(A | patientid : string

[E | Procedures

.E , - E Procedure

Procedures

(A | patientid : string

0 .
..E , @ Procedure

Liquid XML 2014 Designer Edition (Trial) 12.2.6.5450

! E | Procedures

1.1
E] DateTime : <None>

0.1
[(E] Department : <None>

1 .
@ Method : <None>

(Procedure*®)
patientld string ID
Procedures Operation

patientld Operation pid




Procedure

T

T
@ DateTime : <None>

0.* 0.1
E] Procedure | o2 | .['E | Department : <None>
[ - ———1]
' .
@ Method : <None>
(DateTime, Department?, Method+)
Procedure
DateTime
.7
E] DateTime : <None> @ value : dateTime
Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459
value dateTime
DateTime value ISO 8601 date
format
Department
. (A] code  : string
[I] Department : <None>
(A ] text : string

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459




code string (Optional)

text string

Department
code

Method

g (A [ code : string
E Method : <None>

(A ] text : string
code string (Optional)
text string
Method

code
5.5.2 Operation

<?xml version="1.0" encoding="utf-8" 2>
<Procedures patientld="12345" xmlns="http://med.osaka-u.ac.jp/crit">

<Procedure>

<DateTime value="2011-06-26"/>

<Department code="10" text=" />

<Method code="34068001" text=" />
</Procedure>
<Procedure>

<DateTime value="2012-08-03"/>

<Department code="10" text=" />

<Method code="48387007" text="" />



</Procedure>
</Procedures>

5.5.3 Operation

<?xml version="1.0" encoding="utf-8" 2>
<xs:schema xmlns="http://med.osaka-u.ac.jp/crit"
attributeFormDefault=""unqualified"
elementFormDefault="qualified"
targetNamespace="http://med.osaka-u.ac.jp/crit"
xmlns:xs="http://www.w3.0rg/2001/XMLSchema’>
<xs:include schemalocation="crit-base.xsd" />
<xs:element name="Procedures'>
<xs:complexType>
<xs:sequence>
<xs:element name="Procedure"
minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element name="DateTime" minOccurs="1">
<xs:complexType>
<xs:attribute name="value" type="dateTime" use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Department" minOccurs="0">
<xs:complexType>
<xs:attribute name="code" type="xs:string" use="optional" />
<xs:attribute name="text" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Method" minOccurs="1" maxOccurs="unbounded">
<xs:complexType>
<xs:attribute name="code" type="xs:string" use="optional" />
<xs:attribute name="text" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="patientld" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:schema>



5.6 Laboratory

5.6.1 XML

(5] Schema Root

Altibute Form Defaut Unqualified

(Element Form Default  Gualifiea
(Inc] crit-base.xsd

(A] patientid : string
" E - =
(€] Laboratory [E] CollectionDateTime : <None> (&] value ~ : dateTime
(A] code 1 string

3|2 specimen [ o

(A text : string

. [E] Test off " [[E]] Observation (A value  :string

1.1
£ ValueQuantity : <None>
(A] units  : string

)

1
of [E]Text  :<None>
[

0.1
1 Low  :<None>
[[E] ReferenceRange .E K3

et E High : <None>
Laboratory

['S'] Schema Root

Attribute Form Default  Unqualified
Element Form Defsult  Qualified

(A | patientld : string

0.*
o-E - [ [E]] Specimen

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

E] Laboratory

(Specimen™)

(&] value
(&] value
(A] units
(&] value
(&] units

: string

: string

: string

: string

: string

patientld string ID

Laboratory Laboratory patientld
Laboratory pid




Specimen

T..
- [[E]] Specimen - «E 1.1
. [[E]] Test

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

(CollectionDateTime, Test)

Specimen

CollectionDateTime

T..

T
[[E ] CollectionDateTime : <None> | (A ]| value
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

: dateTime

T
[[E] CollectionDateTime : <None> ||

value dateTime

CollectionDateTime
8601 date format

Test

"' [E] Test o-E - [(E'] Observation

Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459

(Observation+)

value

ISO




Test

Observation

(A ] code : string

: string

1.° text
| E |Observatlon @
1.1
[(E] valueQuantity : <None>

4 o

Liquid XML 2014 Designer Edition (Trial) 12,2.8,5459

1
[[E ] ReferenceRange

(ValueQuantity, ReferenceRange?)

code string (Optional)
text string
Observation
code
ValueQuantity

4 (A | value : string

1
[ E | ValueQuantity : <None>
(A | units : string

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

value string

units string (optional)




ValueQuantity

value
value
units
ReferenceRange
v.T
E] Text
o1 0.1 7
' [[E ] ReferenceRange .E (agH] Low
0.1
[I_I High
(Text?, Low?, High?)
ReferenceRange
Text
v.T
[1_] Text : <None> (A value  : string

: <None>

: <None>

: <None>

(A value
(A value
(A] units
(A value
(A] units

: string

: string

: string

: string

: string

value string

Text

vlaue




Low
Text

Text

Low

o (A | value : decimal

1
@ Low : <None>
(A | units : string
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450

High

value String
units String (optional)
Low
units
High
o @ value : float

1
[z] High : <None>
(A | units : string
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

value String

units String (optional)




High

units
5.6.2 Laboratory

<?xml version="1.0" encoding="utf-8" 72>
<Laboratory patientld="12345" xmIns="http://med.osaka-u.ac.jp/crit">
<Specimen>
<CollectionDateTime value="2014-03-04T08:30:00+09:00"/>
<Test>
<Observation code="718-7" text="Haemoglobin">
<ValueQuantity value="176" units="g/L"/>
<ReferenceRange>
<Low value="135" units="g/L"/>
<High value="180" units="g/L"/>
</ReferenceRange>
</Observation>
<Observation code="718-7" text="Haemoglobin">
<ValueQuantity value="176" units="g/L"/>
<ReferenceRange>
<Low value="135" units="g/L"/>
<High value="180" units="g/L"/>
</ReferenceRange>
</Observation>
</Test>
</Specimen>
<Specimen>
<CollectionDateTime value="2014-03-04T08:30:00+09:00"/>
<Test>
<Observation code="718-7" text="Haemoglobin">
<ValueQuantity value="176" units="g/L"/>
<ReferenceRange>
<Low value="135" units="g/L"/>
<High value="180" units="g/L"/>
</ReferenceRange>
</Observation>
<Observation code="718-7" text="Haemoglobin">
<ValueQuantity value="176" units="g/L"/>
<ReferenceRange>
<Low value="135" units="g/L"/>
<High value="180" units="g/L"/>
</ReferenceRange>
</Observation>
</Test>
</Specimen>
</Laboratory>



5.6.3 Laboratory

<?xml version="1.0" encoding="utf-8" 2>
<xs:schema xmlns="http://med.osaka-u.ac.jp/crit"
attributeFormDefault="unqualified"
elementFormDefault="qualified"
targetNamespace="http://med.osaka-u.ac.jp/crit"
xmlins:xs="http://www.w3.0rg/2001/XMLSchema'>
<xs:include schemalocation="crit-base.xsd" />
<xs:element name="Laboratory">
<xs:complexType>
<xs:sequence>
<xs:element name="Specimen"
minOccurs="0"
maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element name="CollectionDateTime"
minOccurs=
s
<xs:complexType>
<xs:attribute name="value"
type="dateTime"
use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Test"
minOccurs="1">
<xs:complexType>
<xs:sequence>
<xs:element name="0Observation" minOccurs="1"
maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element name="ValueQuantity" minOccurs="1">
<xs:complexType>
<xs:attribute name="value"
type="xs:string"
use="required" />
<xs:attribute name="units"
type="xs:string" use="optional" />
</xs:complexType>
</xs:element>
<xs:element name="ReferenceRange"
minOccurs="0">
<xs:complexType>
<xs:sequence>



<xs:element name="Text"
minOccurs="0">
<xs:complexType>
<xs:attribute name="value"
type="xs:string"
use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Low" minOccurs="0">
<xs:complexType>
<xs:attribute name="value"
type="xs:string"
use="required" />
<xs:attribute name="units"
type="xs:string"
use="optional" />
</xs:complexType>
</xs:element>
<xs:element name="High" minOccurs="0">
<xs:complexType>
<xs:attribute name="value"
type="xs:string"
use="required" />
<xs:attribute name="units"
type="xs:string"
use="optional" />
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="code" type="xs:string" use="optional" />
<xs:attribute name="text" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="patientld" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:schema>



5.7 Prescription

5.7.1 XML

['s'] Schema Root
Attribute Form Default  Unqualified
Element Form Default  Qualified
Inc| crit-base.xsd
@ patientld : string
(A code  : string

(A] text : string

1 : decimal

1
[E] Medication @& vawe

(A units  : string

0.

off | ! [E]Form  :<None>

@ code : string

(A text : string

0

E Prescription

1

o8

! 1.

1
[E]] Dosagelnstruction
-i§

o
.E | o E‘ Ingredient -E

1.

1
[E] Period

0

1
[E] site
o.

1
[E] Route

0.

! [E]] Method

0.1
[[E] Period : <None>

1.1
[E] Dispense .L:
0.1
[[E] Quantity : <None>

Prescription

((A] patientld : string

0.‘1
off :[[E]] Ingredient |

Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459

[[E ] Prescription

(Ingredient*)

(A code  :string

@ text : string

1
[[E]] AsNeeded : <None>

(A value

1
E FrequencyPerDay : <None>

1
E] QuantityPerDay : <None>

1
[[E] QuantityPerDose : <None>

(A] start

@ stop
: <None>

(A value

(A] units
: <None> (] text

(A code
: <None>

(A] text

(A code
: <None>

(A text

@ value :integer

(A units  : string

(A value

(_T_] units : string

: integer

: boolean

(A value
(A value

(A] units

(A value
(A units

: date

: date

: decimal
: string

1 string

1 string

: string

1 string

: string

: float

1 string

:integer

: float

string



patientld string ID

Prescription Prescription
patientld Prescription pid
Ingredient

1.7
[ E ] Medication : <None>

0. 1.1
[[E] Ingredient ..E - [[E | Dosagelnstruction

1.1
! E |Dispense

Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459

(Medication, Dosagelnstruction, Dispense)

Ingredient
Medication
(A | code : string
(A | text : string
1.1
! E | Medication (A | value : decimal

(A | units : string
0.1

..E ‘ [E] Form  :<None>

(Form <PrescriptionMedicationFormElement>?)

code string (Optional)




text string

value decimal (optional)
units string (optional)
Medication
code
text
value
units

Form

/ . stri
0. A | code : string

1
E | Form : <None>
(A text : string

code string (Optional)

text string

Form

code

text



Dosagelnstruction

(A code  : string

(A text : string

0.1
. [z] AsNeeded : <None>

1

-y

1.

1
. 1
El Dosageinstruction -[[E ] FrequencyPerDay : <None>

X
-[[E] QuantityPerDay : <None>

©
els
0.1
[(E ] QuantityPerDose : <None>
‘E 1.1
| E] Period :<None>
0.1
E Site : <None>
0.1

. E] Route :<None>

. E] Method : <None>

(AsNeeded?, FrequencyPerDay?, QuantityPerDay?, QuantityPerDose?, Period, Site?, Route?,

Method?)
code string (Optional)
text string

Dosagelnstruction

code
text

AsNeeded

v.T
@ AsNeeded : <None> @ value : boolean



value boolean true

false
AsNeeded
FrequencyPerDay
1.7
[E | FrequencyPerDay : <None> (A | value : integer
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459
value integer 1

QuantityPerDay

(A| value : float

(A | units  : string

1.1
! E | QuantityPerDay : <None>

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

value integer 1

units string (optional) 1




QuantityPerDose

(A | value : float

(A| units : string

0.1
! E | QuantityPerDose : <None>

Liquid XML 2014 Designer Ecition (Trial) 12.2.8.5459

value integer 1

units string (optional) 1

Dosagelnstruction/Period

(A | start : date

1.9 (A| stop : date
!E Period : <None>

(A| value :decimal

(A | units : string

start date
stop date (optional)
value decimal (optional)

units string (optional)




start )
stop ( )
value
value
units
Site
v.T
[E] site : <None> (A text : string
Liquid XML 2014 Designer Edition (Trial) 12.2.8.5450
text string (optional)
Route
0.1 (A ] code : string
E] Route :<None>
(A ] text : string
code string (Optional)
text string




Route
code
text

Method

(A] code : string

(A text : string

0.1
E Method : <None>

code string (Optional)
text string
Method
code
text C
Dispense

0.1
E] Period : <None>

1 [
[[E] Dispense o{i 0.1

1.

[(E] Quantity : <None>

Liquid XML 2014 Designer Edition (Trial) 12.2.8.5459

(Period?, Quantity?)



Dispense
Dispense/Period

@ value
@ units

Liquid XML 2014 Designer Ecition (Trial) 12.2.8.5459

0.1
[z] Period : <None>

: integer

: string

value integer
units string (optional)
( )
Dosagelnstruction/Period value
Dosagelnstruction/Period value 1/2
Dispense/Quantity
o1 (A value  :integer
[[E] Quantity : <None> P

Liquid XML 2014 Designer Edition (Trial) 12.2.8,5459

value integer

units string (optional)




5.7.2 Prescription

<?xml version="1.0" encoding="utf-8" 72>
<Prescription patientld="12345" xmlIns="http://med.osaka-u.ac.jp/crit">
<Ingredient>

<I-- -—>
<Medication code="DB00501" text=" 200mg™
value="200" units="mg">
<Form code="1" text=" />
</Medication>
<Dosagelnstruction code="12A14" text=" 21 2
<FrequencyPerDay value="2"/> <l--
<QuantityPerDay value="2" units="T"/> <l--1
<Period start="2012-05-23" stop="2013-06-
06"/>
<Route text=" />
<Method text=" />
</Dosagelnstruction>
<Dispense>
<Period value="14" units="days"/> <I-- 14

</Dispense>
</Ingredient>
<Ingredient>
</-- -—>
<Medication code="00028-0264" text=" 25mg"
value="25" units="mg">
<Form code="1" text=" />
</Medication>
<Dosagelnstruction code="470113" text=" ">
<AsNeeded value="true" /> <I--
<QuantityPerDose value="2" units="T" /> <I--1
<Period start="2012-05-23" /> </--
<Route text=" /> -->
<Method text=" />
</Dosagelnstruction>
<Dispense>

ll>
2-->

2 -->



<Quantity value="5" units="times" />
</Dispense>
</Ingredient>
<Ingredient>
<l-- -=>
<Medication code="25140" text="
value="20" units="mg">
<Form code="29" text="
</Medication>
<Dosagelnstruction code="81E000" text="1
<FrequencyPerDay value="1" />

<QuantityPerDay value="1" units="sheet" />

<Period start="2014-11-25"
stop="2014-12-29" />

<Site text="" />
<Route text=" />
<Method text=" " />

</Dosagelnstruction>
<Dispense>
<Period value="35" units="days" />
</Dispense>
</Ingredient>
<Ingredient>
</-- -=>
<Medication code="DB00502" text="
value="12.5" units="mg">
<Form code="17" text=" />
</Medication>
<Dosagelnstruction code="9 J053" text="
<AsNeeded value="true"/>
<QuantityPerDose value="1" units="
<Period start="2012-05-23"/>
<Route text=" />
<Method text=" />
</Dosagelnstruction>
<Dispense>
<Quantity value="3" units="times"/>
</Dispense>
</Ingredient>
</Prescription>

5.7.3 Prescription

<?xml version="1.0" encoding="utf-8" ?>

n/>

/>

<xs:schema xmlns="http://med.osaka-u.ac.jp/crit"

attributeFormDefault="unqualified"
elementFormDefault="qualified"

20mg"

12.5mg"

<l--

<l--5
<l--1
<l--1
<l-- 35
<l--
<l--1
<I-- 3

-—>
1 -->
1 -->
-—>
( )-->
1 -->
-—=>
-—>



targetNamespace="http://med.osaka-u.ac.jp/crit"
xmlns:xs="http://www.w3.0rg/2001/XMLSchema’>
<xs:include schemalLocation="crit-base.xsd" />
<xs:element name="Prescription">
<xs:complexType>
<xs:sequence>
<xs:element name="Ingredient"
minOccurs="0" maxOccurs="unbounded">
<xs:complexType>
<xs:sequence>
<xs:element name="Medication” minOccurs="1">
<xs:complexType>
<xs:sequence>
<xs:element name="Form" minOccurs="0" maxOccurs="1">
<xs:complexType>
<xs:attribute name="code" type="xs:string" />
<xs:attribute name="text" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="code" type="xs:string" use="optional" />
<xs:attribute name="text" type="xs:string" use="required" />
<xs:attribute name="value" type="xs:decimal" use="optional" />
<xs:attribute name="units" type="xs:string" use="optional" />
</xs:complexType>
</xs:element>
<xs:element name="Dosagelnstruction" minOccurs="1">
<xs:complexType>
<xs:sequence>
<xs:element name="AsNeeded" minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="xs:boolean"
use="required" />
</xs:complexType>
</xs:element>
<xs:choice>
<xs:sequence>
<xs:element name="FrequencyPerDay" minOccurs="1">
<xs:complexType>
<xs:attribute name="value" type="xs:integer"
use="required" />
</xs:complexType>
</xs:element>
<xs:element name="QuantityPerDay" minOccurs="1">
<xs:complexType>
<xs:attribute name="value" type="xs:float"
use="required" />



<xs:attribute name="units" type="xs:string"
use="optional" />
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:element name="QuantityPerDose" minOccurs="0">
<xs:complexType>
<xs:attribute name="value" type="xs:float" use="required"
/>
<xs:attribute name="units" type="xs:string"
use="optional" />
</xs:complexType>
</xs:element>
</xs:choice>
<xs:element name="Period" minOccurs="1">
<xs:complexType>
<xs:attribute name="start™ type="xs:date" use="required" />
<xs:attribute name="stop" type="xs:date" use="optional" />
<xs:attribute name="value" type="xs:decimal" use="optional"
/>
<xs:attribute name="units" type="xs:string" use="optional"
/>
</xs:complexType>
</xs:element>
<xs:element name="Site" minOccurs="0">
<xs:complexType>
<xs:attribute name="text" type="xs:string"
use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Route" minOccurs="0">
<xs:complexType>
<xs:attribute name="code" type="xs:string"
use="optional" />
<xs:attribute name="text" type="xs:string"
use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Method" minOccurs="0">
<xs:complexType>
<xs:attribute name="code" type="xs:string"
use="optional" />
<xs:attribute name="text" type="xs:string"
use="required" />
</xs:complexType>
</xs:element>
</xs:sequence>



<xs:attribute name="code" type="xs:string"
use="optional" />
<xs:attribute name="text" type="xs:string" use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Dispense" minOccurs="1">
<xs:complexType>
<xs:choice>
<xs:element name="Period" minOccurs="0">
<xs:complexType>
<xs:attribute name="value"
type="xs:integer" use="required" />
<xs:attribute name="units"
type="xs:string" use="required" />
</xs:complexType>
</xs:element>
<xs:element name="Quantity" minOccurs="0">
<xs:complexType>
<xs:attribute name="value"
type="xs:integer" use="required" />
<xs:attribute name="units"
type="xs:string" use="optional" />
</xs:complexType>
</xs:element>
</xs:choice>
</xs:complexType>
</xs:element>
</xs:sequence>
</xs:complexType>
</xs:element>
</xs:sequence>
<xs:attribute name="patientld"
type="xs:string" use="required" />
</xs:complexType>
</xs:element>
</xs:schema>
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4

<?xml version="1.0" encodlng—'SHlFr JIS"?>
- <ODM "HOPE" ion="1.3.1" Cr "2012-03-01T11:57: :00" FileOID="FISK-PO1_PROTO-
P01_0.2" FileType="Snapshot" xsi:: schemaLor.anon—"oDMl 3-Lxsd" xmins:xsi hnp.//www.w:.org/zool/xmschema instance”

xanlis="http:/ /www.cdisc.org/ns/odm/y1.3">
- D="0.2" StudyOID=" >
g ! T
<SiteRef LocationOID="ET-INS037"/>
B o VIST )_00000">

- <FormData FormRepeatKey="1" FormOID="

- CMYN'>
i Y _01" ItemOID="CM_YN">2</ItemDataString>
</ItemGroupData>

R . I~y

<ItemDatastring AuditRecordID="AROA48BC3B1B5F532012022720531406_01" ltngID-'CHDOSE >25mg-</ItemDataString>
<ItemDataString AuditRecordID="AR0OA48BC3B1B5F532012022720531406_01" ItemOID="CMSCONT">1</ItemDataString>
<ItemDataString AuditRecordID="AROA48BC3B1B5F532012022720531406_01" lmmOID-'CI")ﬁisﬂIl </ItemDatastring>
<ItemDatastring AuditRecordID="AROA48BC3B1B5F532012022720531406_01" ItemOID="CMS_D">2011/11/01</ItemDataString>
01" ItemOID="CMECONT">1</ItemDataString>

Y 01" ItemOID="CME_D"/>
</l(emeupo>
- 2 o™
B 01" LtemOID="CMDOSE"> 100mg </ ltemDataString>
01" ItemOID="CMSCONT">1</ItemDataStrin

) 01" lnemon)-'al">mnn</lcemoausmng>
<1zemnmsm»g AuditRecordID="AROA48BC3B1B5F532012022720531406_01" ItemOID="CMS_D"/>.
<ItemDataString AuditRecordID="AROA48BC3B1BSF532012022720531406_01" ItemOID="CMECONT"/>
<ItemDatasString AuditRecordID="AROA48BCIB1B5F532012022720531406_01" ItemOID="CME_D'/>
</ItemGroupData>
</FormData>

- <AuditRecords>
- i 1D="AROA48BC3B1B5F: _01">
<UserRef UserOID="EGMAINOO"/>
<LocationRef LocationOID="ET-INS037"/>
2-02-27T2

</AuditRecord>
</AuditRecords>
</ClinicalData>
</ODM>

5 ClinicalData ODM
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