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Introduction

As of define.xml 2.0, it is mandatory to define under which circumstances value level metadata is
used, using so-called ,,WhereClauses*®.

For example, for VSORRES, the properties of the value itself will differ depending on what the
value of VSTESTCD is. For example, when VSTESTCD=DIABP (diastolic blood pressure), we
expect the value to be an integer between 80 and 120 (mm[Hg]") or so. In case
VSTESTCD=WEIGHT, we probably expect a floating point number, and the unit either being kg or
pounds. For some other tests, we might however expect a string, like "S*, "M", "L" or "XL" in the
case that the test is "FRMSIZE" (frame size).

In this short tutorial, we will describe a somewhat more complicated example which is also
described in the define.xml 2.0/2.1 specifications: we will describe that the weight of a subject is
described in pounds in case the country of the subject is the USA, and in kilograms in case the
country of the subject is France or Germany?. Such a condition is described in define.xml 2.0 using
a so-called "WhereClause".

"WhereClause" did not exist in define.xml 1.0. Instead, some people used nested "ValueLists"
instead. In define.xml 2.0 and higher, nested Valuelists are not necessary anymore and should not be
used.

Assigning WhereClauses to the correct variable

Now, important is that we assign the "WhereClauses" to the correct SDTM variable. Because in the
mentioned example the information is about units used, the "WhereClauses" needs to be assigned to
VSORRESU.

In case that we state that mm[Hg] is an integer for VSTESTCD=SYSBP and DIABP, and that the
value is of type "text" enumerated to "S", "M", "L" and "XL" for VSTESTCD="FRMSIZE" the
"WhereClauses" needs to be assigned to VSORRES.

' We use UCUM notation here, which is superior to CDISC-CT for units
%In the define.xml 2.0/2.1 specification, Mexico and Canada are mentioned for the use of kilograms, but using France
and Germany is more clear especially for non-US users.



http://cdisc.org/define-xml
https://ucum.org/
https://ucum.org/

So what we need to express is:

e the value of VSORRES is an integer in case VSTESTCD=DIABP or SYSBP

e the value of VSORRES is of type text and enumerated to "S", "M", "L" and "XL" when
VSTESTCD="FRMSIZE"

e the unit in VSORRESU is "pounds" when VSTESTCD=WEIGHT and DM.COUNTRY=USA

e the unit in VSORRESU is "kilogram" when VSTESTC=WEIGHT and DM.COUNTRY=GER
or DM.COUNTRY=FRA

Creating a ValueL.ist for VSORRES

Let us first create a valuelist for VSORRES. The easiest is to start from an existing codelist, and use
the menu "Insert — Create New ValueList from existing CodeList":

Insert | Transform Validate CDISC Library Options About
Global Variables from ODM into define.xmil [:
MeasurementUnit definitions from ODM into define.xmil

All CodeList definitions from ODM into define.xml|
.| Selected CodeList definitions from ODM into define.cml —

CodeList definitions from File into define.xml
| ValuelLists for CDISC CodeTables from File into define.xml

—

Create new SDTM CodeList from existing CodeList H
Create Enumerated CodeList from CodeListitemn CodeList
Create new SDTM Sponsor-defined or External CodelList

Create new SDTM CodeList from MeasurementUnits -
Create new ValueList from existing CodeList —

Create mapping formula Cirl-h

Sponsor defined SDTM Domain -
Domain-specific SUPPQUAL Cirl-0
Associated Persons Domain

=5 M = M —m —m —m —m

-
T

and look for "VSTESTCD",



pod

Select Codelist to convert to a Valuelist

2 [ | CLCBAT42.NY.YESONLY - Yes Only Response
[ | CL.C6ET28.STENRF.FORTPT - STENRF codelist for -STRTPT and —-ENRTPT
[ | CLC14165T. TENMWAITC - 10-Meter Walk/Run Functional Test Test Code

[in] »

[ ] CLC141656. TENMWATN - 10-Meter WalkiRun Functional Test Test Name
[ | CLC141663.A45TRATC - 4-Stair Ascend Functional Test Test Code

[ | CLC141662.A45TR1TN - 4-5tair Ascend Functional Test Test Name

[ ] CL.C141661.045TRATC - 4-5tair Descend Functional Test Test Code

[ ] CLC141660.045TR1TN - 4-5tair Descend Functional Test Test Name

[ ] CLC115388.51XMWA1TC - 6 Minute Walk Functional Test Test Code

[ ] CLC115387.SIXMWA1TN - 6 Minute Walk Functional Test Test Name

[] CL.C182464.AIM50101TOTOR - Abnormal Involuntary Movement Scale Cli

[ CL.C182465.AIM50108T090R - Abnormal Involuntary Movement Scale {:Ii:]
[ ] CL.C182466.AIM501100R - Abnormal Involuntary Movement Scale Clinical
[ | CL.C182467.AIMS0111T120R - Abnormal Involuntary Movement Scale Cli
[ | CL.C182502.AIMS0101TO7STR - Abnormal Involuntary Movement Scale Cl

[[] CL.C182503.AIMS0108T09STR - Abnormal Involuntary Movement Scale Cli v |
4| Il | [»]
Search

VSTESTCD| |

Search Find Next Find Previous

[ | Create simple 'WhereClause' automatically

OK Cancel

If you had selected the SDTM variable "VSTESTCD" in the SDTM table already, the codelist for
VSTESTCD will be proposed automatically.



[]CL.C141652 VALGO1TN - Veterans Administration Lung Study Group Clinic
[ ] CL.C130241.VLERS1TC - Vignos Lower Extremity Rating Scale Clinical Cla
[ ] CL.C130240.VLERS1TN - Vignos Lower Extremity Rating Scale Clinical Cla
CL.CE6T41.VSTESTCD - Vital Signs Test Code

[ | CL.C6T153.VSTEST - Vital Signs Test Name

[ ] CL.C190042 VHIO1TC - Voice Handicap Index Questionnaire Test Code

[« [Tn]

«| T | [
Search
CL.CBET41VSTESTCD |
Search Find Next Find Previous
Show Details

[| Create simple "WhereClause' automatically

OK Cancel

In this case, we will not check "Create simple "WhereClause' automatically", as we want to develop
a more complicated "where".

This is leading to a dialog for creating a ValueList, where we start from CL.VSTESTCD as our
metadata will depend on the value of VSTESTCD:
Clicking "OK" leads to a warning:

Codelist subsetting >

e ] Your Codelist contains more than 25 items (74 found)
= You might want to subset your Codelist first.
Do you want to just proceed or do you first want to subset the CodeList?

| want to proceed | want to subset my Codelist first Cancel

Essentially saying that it can take some time to set up the table, but we choose "I want to proceed"
anyway?, leading to:

3 This is not recommended for very large codelists, such as the one for LBTESTCD. In that case,
one will want to generate a subset codelist anyway, only containing the lab tests that were planned

for the study.



[£] Create new SDTM ValueList from existing CodeList

x
|E| |CL.CBB741.VSTESTCDVVMI Signs Test Code |"
New OID: VL.CL.C66741.VSTESTCD |
I oID Name Data Type Length Sign Digits Origin Comment Description defDisplay. Method Codelist | WhereClause
IT.ABI ABI ‘Ankle-Brachial Index WC.IT.ABI =
ABSKNF ABSKNF \Abdominal Skinfold Thickness C.IT.ABSKNF
ARMSPAN RMSPAN Arm Span C.ITARMSPAN
C BC ody Cell Mass C.IT.BCI
IT.BLAPCTL BLAPCTL ody Length-for-Age Percentile C.IT.BLAPCTL L
IT.BMI BMI ody Mass Index C.IT.BMI
MIAPCTL BMIAPCTL MI-for-Age Percentile C MIAPCTL
ITBVMR BMR Basal Metabolic Rate WC.IT.BMR
ITBODLNGTH BODLNGTH Body Length WC.IT.BODLNGTH
IT BODYFATM BODYFATM Body Fat Measurement WC.IT.BODYFATM
ITBRTHWT BRTHWT Birth Weight WC.IT.BRTHWT
ITBSA BSA Body Surface Area \WC.IT.BSA
IT.CALFCIR. CALFCIR Calf Circumference WC.IT.CALFCIR
IT.CHESTCIR CHESTCIR Chest Circumference WC.IT.CHESTCIR
ITCPLRFLT CPLRFLT Capillary Refill Time WC.IT.CPLRFLT
ITCRWNHEEL CRWNHEEL Crown-to-Heel Length WC.IT.CRWNHEEL
BPAPCTL DBPAPCTL Diastolic BP-for-Age Percentile C.IT.DBPAPCTL
BPHPCTL DBPHPCTL Diastolic BP-for-Height Percentile C.IT.DBPHPCTL
IT.DIABP DIABP Diastolic Blood Pressure C.IT.DIABP
cwW EC Extracellular Water C.IT.ECW
CWTI ECWTI Extracellular WaterTotal Body Water C.IT.ECWTI
IT.ENRGEXP @G P Energy Expenditure C.IT.ENRGEXP
IT.EWEIGHT EWEIGHT Estimated Weight C.IT.EWEIGHT
FARMCIR [FARMCIR Forearm Circumference C.T.FARMCIR
FIO2 [FIoz |Fraction of Inspired Oxygen C.T.FI02 -
4] 1] | 1»]
| Insert row | | Remove row ‘
| Retrieve Metadata from ODM source using SDTM Annotations ‘ ‘ Retrieve Metadata from ODM source using (CRF) ltem Name | | WhereClause |

Validate

allowing us to assign metadata for each type of test. In this tutorial, we will limit ourselves to a few
tests only, i.e. DIABP", "SYSBP", "HEIGHT", "WEIGHT" and "FRMSIZE", so we can remove all
other rows. We will however only show the "WhereClause" for each of them, as they are all very

similar, but with different values for the "check value" (see further).

After having removed the unnecessary rows (using the "Remove row" button, where one can select
several rows at the same time), we can start adding the data types:

CL.C66T41.VSTESTCD - Vital Signs Test Code

New OID:
QD Mame Data Type Length
IT.DIABP DIABP integer
IT FRMSIZE FRMSIZE |-
ITHEIGHT HEIGHT text -
IT.SYSBP SYSBP integer
ITWEIGHT WEIGHT float
datetime |
date
time |
partialDat
partialTin|

and appropriate maximal lengths and number of digits after the decimal point ("Significant Digits"):

(o]

Mame

Data Type

Lenath

Sign.Digits

Qrigin Comment

IT.CIABP

DIABP

integer

IT.FRMSIZ

E |FRMSIZE

ITHEIGHT

HEIGHT

float

IT.5YSBF

SYSEBP

integer

ITWEIGHT

WEIGHT

float

£ |l | 70| O | ad




One can always click the "Validate" button to check whether the combinations of filled fields makes
sense.

| £ Create new SOTM ValueList from existing CodeList

E‘ |CL.C66741 VSTESTCD - Vital Signs Test Code

New OID: VLVSORRES

0ID MName Data Type Length Sign.Digits Origin Comment Description
IT.DIABP DIABP integer 3 Diastolic Blood Pressure is integer of length 3
IT.FRMSIZE FRMSIZE text [3 Frame size is enumerated to SMALL, MEDIUM, ...
ITHEIGHT HEIGHT float 5 |SigniﬁcantDigits may not be populated when DataType is NOT"ﬁoaHoal 52
ITSYSBP SYSBP integer 3 \ | Systolic Blood Pressure is integer of length 3
[TWEIGHT WEIGHT _[float 5 [ | —:

Remark that one can always clear the contents of a cell using the right mouse button.

Also notice that we changed the OID into "VL.VSORRES" to reflect that this is a valuelist for the
variable VSORRES. We also see that the last "Description"* cell is colored red, meaning we do
need provide a value there:

| £/ Create new SOTM Valuelist from existing Codelist -

2]

|CL.‘-"STESTCD - Vital Signs Test Code

New OID: VLVSORRES

QID MName Data Type Length Sign.Digits Origin Comment Description |
IT.DIABP DIABP integer 3 Diastolic blood pressure is integer of length 3
ITFRMSIZE |FRMSIZE text i Frame size is enumerated to SMALL, MEDIUM...
ITHEIGHT |HEIGHT float 5 1 Heightis afloat5.2
IT.SYSBP 3YSBP integer 3 Systolic blood pressure is integer of length 3
ITWEIGHT |WEIGHT float 5 1 Weightis afloat 5.2

Now, we do also want to provide the reviewer the information what the origin of the data is. This
can of course depend of the test code. In our case, we had a CRF with all vital signs on one page.

So when clicking the cell "Origin" for "DIABP" the following dialog is displayed in the case of
Define-xml v.2.1:

#"Description" replaces "def:Label" in define.xml v.2.0



Designing/Updating Crigin for ltern: IT.DIABP X

2 Origin type:

) Mot Available Source type:
@ Assigned

! Protocol

' Derived ! Vendor
) Predecessor ) Sponsor
! Collected

Origin description

[ »

1]

Ok Cancel

where can select between?:

Not available: the origin of the data is not available - this should be avoided ...

Assigned: judgement from evaluator not being the investigator

Protocol: prescribed by the protocol

Derived: calculated using some algorithm

Predecessor: the data is copied from another variable

Collected: the data comes from a CRF, Electronic Data Transfer (eDT): e.g. ECG data, lab data
or similar

and for "Source Type", between "Subject", "Investigator", "Vendor" and "Sponsor"

In our case, we of course select "Collected", and "Investigator". Some other fields become
available:

3 In the case of Define-XML 2.0, the dialog will look a bit different.



Designing/Updating Crigin for ltern: IT.DIABP X

? Origin type:

) Not Available Source type:
) Assigned {_) Subject

) Protocol ® Investigator
' Derived ! Vendor

) Predecessor ) Sponsor

@ Collected

Origin description

[ b

1]

Document (leaf) ID:
Location. Vs -

' No page details
i Page list (physical reference)

' Named destinations
Page list / List of named destinations

) Page range: first page - last page

First page:
Last page:
Title:

OK Cancel

In case the data comes from a CRF, we can either choose between a single page or page list (e.g.: 21
24 27) or a PDF named destination or a page range where we then need to provide the first and last
page. In our case, the field that goes into VSORRES for VSTESTCD=DIABP can be found on page
25 of the annotated CRF.

Clicking OK leads to:
New OID:
oD Mame Diata Type Length Sign.Digits Crigin
IT.OIABP DIABF integer 3 Collected
IT FRMSIZE FRMSIZE text ]
ITHEIGHT HEIGHT float 5 1
IT.SYSBP SYSBP integer 3
ITWEIGHT WEIGHT float 5 1

and we can now to the same for the other rows, leading e.g. to:



a]1n] Mame Data Type Length Sign.Digits Crigin Comment Description
IT.DIABP DIABP integer 3 CRF Diastolic blood pressure is integer of length 3
ITFRMSIZE |FRMSIZE text B CRF Frame size is enumerated to SMALL, MEDIUM. ..
ITHEIGHT |HEIGHT float 5 1 CRF Heightis a float 5.2
IT.3¥YSBFP SYSBFP integer 3 CRF Systolic blood pressure is integer of length 3
ITWEIGHT |WEIGHT float 5 1 RF Weightis afloat 5.2

For "FRMSIZE" we need to indicate that the value is enumerated. This is usually done by a
CodeList, so we click the cell "CodeList" for row "FRMSIZE",

QID Mame Data Type Length Sign.Digits Origin Comment Description defDisplay..., MWethod CodeList
IT.DIABP DIABP integer 3 Collected Diastolic Blood Pressure o
IT.FRMSIZE FRMSIZE text 5] Collected Body Frame Size {
ITHEIGHT HEIGHT float 5 1 Caollected Height ™~
IT SYSBP SYSBP integer 3 Collected Systolic Blood Pressure
ITWEIGHT WEIGHT float 5 1 Caollected Weight
leading to the dialog:
Select a Codelist 4

? [ CLCBRT42.NY.YESONLY - Yes Only Response
[]CL.CBAT28.STENRF.FORTPT - STENRF codelist for --STRTPT and --ENRTPT

ME

[]cLC141657.TENMWAITC - 10-Meter Walk/Run Functional Test Test Code
[]CcLC141656.TENMWAITN - 10-Meter Walk/Run Functional Test Test Name
[ CcLC141663.A45TR1TC - 4-5tair Ascend Functional Test Test Code
[]CcLC141662.A45TR1TN - 4-Stair Ascend Functional Test Test Name
[]CcLC141661.045TR1TC - 4-5tair Descend Functional Test Test Code

[] CL.C141660.045TR1TN - 4-5tair Descend Functional Test Test Name
[]cLC115388.51XMWA1TC - 6 Minute Walk Functional Test Test Code

[ CcLC115387.5IXMWA1TN - 6 Minute Walk Functional Test Test Name

[]cLC182464.AIMS0101TOTOR - Abnormal Involuntary Movement Scale Cli
[ ]CL.C182465.AIMS0108T090R - Abnormal Involuntary Movement Scale {ZIiJE

4| I | [ ]
Search
Search Find Next Find Previous
Show Details
OK Cancel

where we can search for e.g. "size", finding:



Select a Codelist o

? []cLCc176050.5ESO1TN - Simple Endoscopic Score for Crohn's Disease Ver
CL.CB6733.51ZE - Size Response

[ | CL.C112024.SRTESTCD - Skin Response Test Code

[ | cLC112023.SRTEST - Skin Response Test Name

[ | cLCT4561.5KINTYP - Skin Type Response

[ | CL.C102587.RISKSOC - Social Risk Factor

[ | CL.C132314.CLMETH - Specimen Collection Method

[ | CL.C78733.SPECCOND - Specimen Condition

[ | CL.CT8734.SPECTYPE - Specimen Type

[ ] cLC106671.5GRACATC - 5t. George's Respiratory Questionnaire for COPI
[ ] CcLC106670.5GRACATN - 5t. George's Respiratory Questionnaire for COPI

[»]

< I | ] |
Search
size |
Search Find Next Find Previous
Show Details
OK Cancel

where we can then use "Show Details" to be sure that this is the codelist we need:

[ ] CL.C1T6050.SESO1TN - Simple Endoscopic Score for Cro
CL.C66733.5IZE - Size Response

[lcLc Codelist: Size Response (0ID: CL.CBET33... X
[]cLc1126
ClcLcTast @ LARGE [C49508]
. MEDIUM [C49507]
[ ]cLc1o2! SMALL [C25376]
[]CLC132]
[] CL.CT8T]
[] CL.CT8T]
[] CL.C106#
[] CL.C106#
1| i
Search OK L
size

Clicking "OK" several times leads to that the cell "CodeList" for "Frame size" is filled.

All we still need to do (mandatory) is to provide the "WhereClause" for each row, indicating under



which conditions the metadata (data type, length, enumeration) need to be used:

In the "WhereClause-s", we will need to define that the metadata for "DIABP" need to be used
when VSTESTCD=DIABP (simple isn't it?). So clicking the cell WC.IT.DIABP (the system

.| Method CodeList WhereClause

CBE733.51ZE  |WC.IT.FRMSIZE

already provides a proposal for the identifier), the following dialog is displayed:

| £ Designing/Updating WhereClause for ltem: IT.DIABP

IE‘ OID:

Comment:

WC.IT.DIABP

| External document for comment

Show 'Where' clause

Number of RangeChecks: 15

Comparator: Item OID;

STUDYID
DOMAIN
USUBJID
AG.AGSEQ
AG.AGGRPID
AG.AGSPID CheckValue:

AG.AGLNKID
AG.AGLNKGRP
AGAGTRT
AG.AGMODIFY

[l »

[4]

4 Il [ ]

[ »

1]

The only thing we need to state as condition is that: VSTESTCD=DIABP, which easily
accomplished by typing the first few characters of what one is searching for (e.g. "VS"):



|£:| Designing/Updating WhereClause for [tem: IT.DIABP b4

EI 0ID: WC.IT.DIABP

Comment: | External document for comment |

| Show 'Where' clause |

Number of RangeChecks: 15

[ »

UR.URRFTDTC
VS.VSSEQ
VS.VSGRPID
VS.VSSPID
VS.VSTESTCD
Comparator: ltem QID: |VS.VSTEST CheckValue: |DIABP)

VS.VSCAT

VS.VSSCAT

VS.VSPOS

VS.VSORRES

] I [ T»

[ »

[4]

using the comparator "EQ" which means "equals to", which is exactly what we want.

If in doubt, one can use the button "Show 'Where' clause", providing the "human-readable
representation":

T ——— |l

Where-Clause Expression )4

@ where VSTESTCD EQ "DIABP

Comparator: |EQ - OK CheckValue: DIABP

VS.VSSCAT
VS.VSPOS

VS.VSORRES
4| I I 1»] |

We can also add a comment, and for the comment, even a link to an external document.

Adding a comment is especially important when the condition is complex (see further) so that one
can a textual declaration of the condition. If the condition is very complex, one may also provide a
link to a specific page or named destination of an external document by clicking the "External
document for comment" button, leading to:



External document u

@ [] Mo external document

ILEAF.SUPPDOC1
LEAF.SUPPDOC2

i) Page list (physical reference)

i@ Named destinations

Page list / List of named destinations
[#DIABP

i) Page range: first page - last page

First page:
Last page:

in this case to a named destination within a PDF document.

Of course we also need to create the "WhereClause" for each other row, and adapt the condition
accordingly (for example for "WEIGHT", we must state VSTESTCD=WEIGHT).

One thing we should NOT forget, is to assign the new ValueList with all its "WhereClauses" to the
SDTM variable "VSORRES". If one had selected "VS.VSORRES" already, this will automatically
be proposed. Otherwise this is done by selecting VSORRES in the main table and then using the
menu "Edit — SDTM Variable Properties":

Edit Properties for SDTM Variable V5.VSORRES x
lz‘ oID: VS.VSORRES
[] New OID ‘ Edit |
Name: VSORRES
SASFieldName: VSORRES
Data type: ‘lexl |V|
Current Length: 80

[] New Length:

Current Significant Digits:

[] New Significant Digits:

Current Role: Result Qualifier

[_] New Role

Current Role CodelList:

[] New Role CodeList | |
‘Current Origin/Source: NONE DEFINED YET

["] Edit Origin/Source: Edit |

Comment: ‘

External document for comment |
Current CodeList NO CODELIST ASSIGNED
[[] New CodeList: ‘ Select CodelList |

Description: ‘Rssull or Finding in Original Units \
current def:DisplayFormat:

[_] New def:DisplayFormat:
current ValueList OID: NO VALUELIST ASSIGNED
[] New ValueList OID ‘ | |

and then use the checkbox "New ValueList OID", and selecting the newly created ValueList
"VL.VSORRES"



Description: Result or Finding in Criginal Units
current def.DisplayFormat:

[ ] New def:DisplayFormat:

current ValueList OID: NO VALUELIST ASSIGNED
New ValueList OID VL.FASTRESC.CPFATSCD
VL.FASTRESC.CPFATSCD
VLVSORRES
e — NO VALUELIST

In the define.xml, this will later look like:

<ItemDef CID="IT.VS.VSORRES" Name="VSORRES" DataType="text" Length="30" S5ASFieldName="WSOBRES":>
<Description>

<TranslatedText xml:lanc="en">Result or Finding in Original Units</Translatedlext>
</Description>
<def:0rigin Type="Collected" Source="Investigator">

<def:DocumentRef leafID="LF.acrf":>

<def:PDFPageRef PageRefs="11" Type="PhysicalBRef"/>

</def:DocumentRef>
<fdef:0Origin>
<def:ValueListRef ValueListOID="VL.VSORRES"/>

</ItemDef:

and:

<def:ValueListDef COID="VL.VS5.VSOREES":>
<ItemRef ItemOID="IT.VS5.VSORRES.DIABP" COrderMNumber="1" Mandatory="¥Yes">:
<def:WhereClauseRef WhereClauseOID="WC.VS.VSTESTCD.DIABE" />
</ItemBef>
<ItemBef ItemOID="IT.VS.VSORRES.FEMSIZE" CrderHumber="2" Mandatory="No">
<def:WhereClauseRef WhereClauseOID="WC.VS.VSTESTCD.FEMSIZE" />
</ItemRef>
<ItemRef ItemOID="IT.VS5.VSORRES.HEIGHT" OrderNumber="3" Mandatory="Yes">
<def:WhereClauseRef WhereClauselID="WC.VS.VSTESTCD.HEIGHT" />
</ ItemRef>
<ITtemRef TtemOID="IT.VS.WSORRES.SYSBP" OrderMHumber="5" Mandatory="Yes">
<def:WhereClauseRef WhereClauselID="WC.VS.VSTESTCD.SYSEBP" />
</ItemRef>
<ItemBef ItemOID="IT.VS.VSORRES.WEIGHT" COrderNumber="6" Mandatoryv="Yes">
<def:WhereClauseRef WhereClauselID="WC.VS.VSTESTCD . WEIGHT" />
</ ItemRef>
<fdef:ValuelistDef>



<def:WhereClauseDef OID="WC.VS5.VSTESTCD.DIABP">
<RangeCheck Comparator="EQ" SoftHard="Soft" def:ItemlIl="IT.VS.VSTESTCD">
<CheckValuse>DIABP</CheckValus>
< /RangeCheck>
<fdef:WhereClauseDef>
<def:WhereClauseDef CID=“HC.?E.HETESTCD.FRMSIZE“A
<RangeCheck Comparator="EQ" SoftHard="Soft" def:ItemlID="IT.VS5.VSTESTCD":
<CheckValue>FRMSIZE< /CheckValus>
< /RangeCheck>
</def:WhereClauseDef>
<def:WhereClauseDef OID="WC.VS.VSTESTCD.HEIGHT">
<RangeCheck Comparator="EQ" SoftHard="Soft" def:ItemlIl="IT.VS5.VSTESTCD">
<CheckValuse>HEIGHT </ CheckValus>
< /RangeCheck>
<fdef:WhereClauseDef>

The first picture showing how the ValueList VL.VSORRES is referenced by VSORRES, the second
and third showing the details and some (the first 3 of five) "WhereClause" definitions. The details
are then found in the corresponding "ItemDefs":

<ItemDef DataTvpe="integer"
Length="3"
Hame="DIABP"
CID="IT.DIABP"
ShSFieldName="DIABP" >
<Description>
“TranslatedText xml:lang="en">Diastolic Blood Pressure</Translatedlext>
</Description>
<def:0rigin Source="Investigator" Type="Collected">
<def:DocumentRef leafIl="Location.Ws5">
<def: PDFFageRef PageRefs="25" Type="PhysicalRef"/>
</def:DocumentRef>
<fdef:0rigine
</ ItemDef>
<ItemDef DataTvpe="text"
Length="a"
Hame="FRMSIZE"
OID="IT.FRMSIZE"
ShSFieldName="FEMSIZE" >
<Description>
“TranzlatedText xml:lang="en">Body Frame Size</TranslatedText>
</Description>
«CodeListRef CodelistOID="CL.C&6733.SIZE"/>
<def:0rigin Source="Investigator" Type="Collected">
<def:DocumentRef leafIl="Location.AG"/>
<fdef:0rigin>



One nicely sees that it is stated that for DIABP, an integer is expected, whereas for FRMSIZE, a
reference is made to the codelist CL.SIZE, listing the enumerations "S" (small), "M" (medium), and
"L" (large) and "XL" (extra large):

<Codelist QID="CL.CE66T733.51ZE" Hame="S5Size Besponse" Datalyvpe="text">
<Enumerateditem CodedValue="LARGE">
<hlias Context="nci:ExtCodelID" Hame="C49508"/>
</Enumeratedltems>
<EmumeratedItem CodedValue="MEDITM":>
<hlia=z Context="neoi:ExtCodelID" Hame="C49507"/>
</Enumeratedltem>
<EmumeratedItem CodedValus="SMALL">
<Rhlias Context="nci:ExtCodelD" Hame="C25376"/>
</Enumeratedltem>
<hlias Context="neoi:ExtCodelD" Hame="C&ETII"/>
</Codelist>

Creating a ValueL.ist for VSORRESU

Where creating a valuelist for VSORRES (vital signs original result) was pretty simple, we will
make us ourselves a lot more difficult for VSORRESU (vital signs original results units). We will
define that in case the weight of the subject was captured at a site in the USA, then the unit in
VSORRESU is "pounds" whereas when the weight was captured at a site in Germany or France, the
unit used is "kilograms"S. We will also state that the unit used is "mmHg" when the test code is
either DIABP or SYSBP.

Also here, we can start from an existing codelist and then transform that to a valuelist using the
menu "Insert — Create new ValueList from existing CodeList":

Select Codelist to conwvert to a ValueList ot

[ b

? CL.CGGTT0.NVSRESU - Units for Vital Signs Results

[ ] CLC103489.UPSOMTC - Urgency Perception Scale Questionnaire Test Cod
[ ] CLC103488.UPSO1TN - Urgency Perception Scale Questionnaire Test Nar
[ ] CLC129942, URNSTSCD - Urinary System Test Code
[ ] CLC129941.URNSTS - Urinary System Test Name
[ ] CL.C102590.VCNEVD - Vaccination Evidence Source
[ ] CLC142187.VNFATSCD - Vaccines Findings About Test Code

Remark that the choice of the codelist may depend on which version of controlled terminology you
use: CDISC has not been very consequent here.

This time we select the "Unit for Vital Signs Results" codelist, which is then transformed to a
ValueList:

¢ For a real submission, this is probably "overkill" ...



|£| Create new SDTM Valuelist from existing CodeList

2]

|CL.CEB77|).VSRESIJ - Units for Vital Signs Results

New OID: VLVSORRESL|
QID MName Data Type Length Sign Digits Origin Comment | Description | defDisplay.. Method CodeList WhereClause
IT.% % % WC.IT %
IT.beats/min beats/min beats/min WC.IT.beats/min
IT.breaths/min preaths/min breaths/min WC.IT.breaths/min
IT.c C C WC.IT.C
IT.cm cm cm WC.IT.cm
IT.cmHg cmHg cmHg \WC.IT.cmHg
ITF F F WC.ITF
IT.g a [ WC.IT.g
IT.Hz Hz Hz WC.ITHz
IT.in in in WCIT.in
ITK K K WCITK
IT.kcaliday kcallday kcaliday WC.IT kcallday
IT.kg kg kg WC.IT kg
IT.kg/im2 kg/m2 ka/im2 WC.IT kgim2
ITLB LB LB WC.IT.LB
IT.m m m WC.IT.m
IT.m2 m2 m2 WCIT.m2
ITMET WET MET WC.IT.MET
IT.mm mm mm WC.IT.mm
IT.mmHg mmHg mmHg \WC.IT.mmHg
IT.Pa Pa Pa WC.ITPa
ITRATIO RATIO RATIO WC IT RATIO
IT.Watt Watt Wwatt WC.IT.Watt
Renaming it to "VL.VSORRESU" and removing all unnecessary rows:
New OID: [vLvsoRRESU|
QD Mame Data Type Length Sign.Digits Origin Comment | Description |defDisplay...| Method CodelList |WhereClau...
IT.kg kg 'WC.IT kg
ITLB LB 'WC.IT.LB
IT.mmHg mmHg WC.IT.mm...
Of course we can also alter the OID and Name of the items, e.g.:
CL.C66TT0.VSRESU - Units for Vital Signs Results
New OID:
oD Mame Diata Type
ITWEIGHT.EUROPE [Weight Units Europe
ITWEIGHT.USA eight Units USA
IT.mmHg mmHg

as the unit itself is given, the data type is "text" in all cases, and again, we can state that the origin is
a specific page of the CRF. In this case, it could however also "protocol defined", as the source
might simply have been the protocol stating "weight must be measured in pounds in the US, and in
kilograms in France and Germany". We will assume the latter:

New OID: VLVSORRESU
oD Mame Data Type Length Sign.Digits Origin Comment Description def.Diz
ITWEIGHT.EUROPE |Weight Units Europe text 2 Protocol 'Weight units used in Europe: kilograms
ITWEIGHT USA Weight Units USA text 2 Protocol ‘Weight units used in USA: pounds
IT.mmHg mmHg text 4 Protocol mmHg

also having assigned a short description. Now we still need to define under which conditions each
of these should be used ("Where Clause"). For "blood pressure" we need to state that mmHg needs
to be used when VSTESTCD=SYSBP or VSTESTCD=DIABP. This is pretty easy to define by

clicking on the "WC.IT.mmHg" cell on the right, leading to:



|£| Designing/Updating WhereClause for ltern: IT.mmHg

|z| olD:

Comment:

WC.IT.mmHg

mmHg for diastolic and systolic blood pressure||

External document for comment

Show 'Where' clause

Number of RangeChecks: ‘15

STUDYID
DOMAIN
USUBJID
SUBJID
DM.RFSTDTC

Comparator: Item OID: |DM.RFENDTC

DM.RFXSTDTC

CheckValue:

| »

We cannnot simply state VSTESTCD=DIABP as we also need to state "or VSTESTCD=SYSBP".

The simplest way we can do this is to select the comparator "IN", meaning "in the set of ..":

leading to a somewhat different screen:

DOMAIN -l
STUDYID =
SUBJID
UsUBJID
CE.CESEQ
Comparator: |[EQ [tem OID: (CE.CEGRPID CheckValue:
EQ CE.CEREFID
NE CE.CESPID
LT CE.CETERM
LE CE.CEDECOD
GT CE.CECAT |
GE
IN
HOTIN



DOMAIN
STUDYID
SUBJID
USUBJID
CE.CESEQ

Comparator. EIEI [tem OID: |CE.CEGRPID

CE.CEREFID
CE.CESPID
CE.CETERM
CE.CEDECOD
CE.CECAT

ME

-

CheckValues:

Add to or remove from list

Add to list Remove 1

On the right, we can now use items, like "DIABP" and "SYSBP" and selecting VS.VSTESTCD in
the middle ("ItemOID"). Using the "Add to list" button, this leads to:

TS.TSSEQ
TS.TSGRPID
TS.TSPARMCD
TS.TSPARM
TS.TSVAL

Comparator: EEI Item OID: (VS.VSSEQ

VS.VSGRPID
VSVSSPID
VS.VSTESTCD
VSVSTEST
VS.VSCAT

F

1]

CheckValues:

Add to or remove from list

Add to list Remove 1

SYSBP
DIABP

where we have stated that "the condition for using mmHg is that the value of VSTESTCD is in the
set {"SYSBP",DIABP"}", which is exactly what we want.

Now there is one important thing that we forgot: "what is the value that is expected" in
VSORRESU itself? The only allowed one is "mmHg", so we need to generate a CodeList with only

one value which is

"mmHg".

We will leave the ValueList definitions for a moment, click OK until we are back in the main
screen, and generate a new CodeList only containing "mmHg". To do this use the menu "Insert —

Create new CodeList from existing CodeList":

1

Ilsert| Transform WValidate CDISC Library Options About

Global Variables from ODM into define.xml

MeasurementUnit definitions from QDM into define.xml

All CodeList definitions from ODM into define.xml

| Selected CodelList definitions from ODM into define.xmil
CodelList definitions from File into define.xml

ValueLists for CDISC CodeTables from File into define.xml

Create new SDTM CodeList from existing CodeList

] Create Enumerated CodeList from CodeListitern CodelList

and select CL.VSRESU for which we will make a sub-codelist:




| Find CodeList | |CL.CEE??U.\«"SRESU |

‘CL.C&BTTD.VSRESU - Units for Vital Signs Results | - ‘
New OID: |CL.CG 6770 VSRESU.SUBSET |
New Name: |Units for Vital Signs Results subset |
New DataType: |text | - |

New SASFormatName: | |
CDISCINCI Codelist version: 2024-09-27
[] No CDISCINCI Codelist version

Remove rows until only those remain that you want to appear in the CodeList.
Several rows can be removed simultaneously.

You can also add new rows.

Insert row | | Remove row
CodedValue Rank MCI Code ExtendedValue
beats/min C49673 O =l
breaths/min C49674 []
C C42550 []
cm C40668 []
cmHg C147129 []
dL CB4697 L] 3
F C44277 []
ft C71253 [
g C48155 []
Hz C42545 [] | |
in C48500 []
K C42537 []
kcaliday 139135 []
kg 28252 []
kg/m2 C49671 []
L C48505 []
LB C48531 [] -

Search in CodelList [] Sort CodelList ltems on exit

which then displays the full list of units available for vital signs.

We now need to remove all unecessary rows until we only keep "mmHg"’, and give the new
codelist the OID "CL.BLOODPRESSUREUNITS", as it keeps all the units (well, only one in this
case) for measurements of blood pressure:

| Find CodeList | |CL.CEET?D.VSRESU |

‘CL.C&B?TD.VSRESU - Units for Vital Signs Results ‘v‘
New OID: |CL. BLOODPRESSUREUNITS |
New Name: |El|00d pressure units |
New DataType: |tex.t | - |

New SASFormatName: | |
CDISCINCI Codelist version: 2024-09-27
[] No CDISCINCI Codelist version

Remove rows until only those remain that you want to appear in the CodelList.
Several rows can be removed simultaneously.

You can also add new rows.

Insert row | | Remove row

CodedValue Rank MCI Code ExtendedValue
mmHg C49670 [ -

There will be other cases where the sub-codelist can contain more than one entry. Suppose for
example that the US-based investigators always report "HEIGHT" in "inches", whereas some of
their colleagues report in centimeters and others in meters. In Europe, these investigators have
tickboxes for "m" and "cm" on the CRF, from which they can choose.

As such, there is no way that we can define a "WhereClause" for distinguishing between "cm" and
"m" as it depends on the investigators habit (and may of the mood of the day...).

"The corresponding international UCUM unit is however "mm[Hg]"



We can now go back to the ValueList VL.VSORRESU that we were editing and now assign the
CodeList CL. BLOODPRESSUREUNITS to the item "Blood pressure units"

(IT.BLOODPRESSURE):
0lD Name Data Type Length Sign. Digits Origin Comment | Description | def.Display. Method Codelist Wh
ITWEIGHT.EURCPE _ [Weight Units Europe text 2 Protocol (Weight unit... WC.IT.WEIGH™
ITWEIGHT.USA Weight Units USA text 2 Protocol (Weight unit... WC.IT.WEIGH™
IT. mmHg mmHg text 4 Protocol mmHg | WC.IT.mmHg

/

2]

Select a Codelist / X

| »

CL.BLOODPRESSUREUNITS - Blood pressure units

[] CL.CB6770.VSRESU - Units for Vital Signs Results

[[] CL.C103489.UPS01TC - Urgency Perception Scale Questionnaire Test Cod
[] CL.C103488.UPS01TN - Urgency Perception Scale Questionnaire Test Nan
[[] CL.C129942,URNSTSCD - Urinary System Test Code

[[] CL.C129941.URNSTS - Urinary System Test Name

[] CL.C102590.VCNEVD - Vaccination Evidence Source

[] CL.C142187 VNFATSCD - Vaccines Findings About Test Code
[] CL.C142189.VNFATS - Vaccines Findings About Test Name
[] CLC141653.VALGOTC - Veterans Administration Lung Study Group Clinic
[] CL.C141652.VALGO1TN - Veterans Administration Lung Study Group Clinid

1]

L« TTu]

[ ] CL.C130241.VLERS1TC - Vignos Lower Extremity Rating Scale Clinical Cla
4] i | »

Retrieve Metadata from ODM source using SDTM Annotations

Insert row

Search
bloodpressure
Search | Find Next | Find Previous

Show Details

i

T

The "Where Clause" was already added stating that the condition is VSTESTC in "IN" the set of
{"DIABP", "SYSBP"}. We can see that something there as it has a blue color.

We now still need to repeat this for the use of weight units in the USA (IT'WEIGHTUSA) and in
Europe (ITWEIGHTEUROPE"). The exact values for the OIDs do not care®, as long as we choose

the correct attributes such as data type, origin, codelist, and then add a well-defined "WhereClause".

For the item "IT WEIGHTEUROPE" we once again need to create a codelist which only contains a
single entry "kg" (kilograms), e.g.:

| Find CodeList | |units

‘CL.CSS??{J.VSRESU - Units for Vital Signs Results

New OID: |CL.WEIGHTEUROF’E
New Name: |WeightUnits for Europe
New DataType: |text

New SASFormatName: |

CDISCINCI Codelist version:
[_] No CDISCINCI Codelist version

2024-09-27

Remove rows until only those remain that you want to appear in the CodeList.
Several rows can be removed simultaneously.

You can also add new rows.

Insert row

Remove row

CodedValue

Rank

MNCI Code ExtendedValue

kg

C28252

d

8 But choosing something meaningful may help in doing selections later, especially when there are many of
them. OIDs are fully arbitrary ...



and a similar one but with different contents for "Weight units in the USA":

| Find CodeList | [untts |

‘CL.C&S?TD.VSRESU - Units for Vital Signs Results ‘ - |
New OID: |CL.WEIGHTUSA |
New Mame: |Wei ght Units for USA |
New DataType: |text | A d |

New SASFormatName: | |
CDISCINCI Codelist version: 2024-09-27
[] No CDISCINCI Codelist version

Remove rows until only those remain that you want to appear in the CodeList.
Several rows can be removed simultaneously.
You can also add new rows.

Insert row | | Remove row

CodedValue Rank MCI Code ExtendedValue
LB C48531 Ll -

and then assign them to their corresponding items in the valuelist:

t Description def.Display... Method Codelist Wit
Weight units used in Europe: kKilograms CLWEIGHTEUROPE WC.IT.WEI
Weight units used in USA: pounds 2 WC.IT.WEI
mmHg CL.EILDD,EJF'RESSUREUNITS WC.IT.mm

[
Select a CodelList V X

? CLWEIGHTUSA - Weight Units for USA il
[ ] CLCBETTO.VSRESU - Units for Vital Signs Results
[ 1 CLC103489.UPSO1TC - Urgency Perception Scale Questionnaire Test Cod
[ 1 CLC103488.UPS01TN - Urgency Perception Scale Questionnaire Test Nar
[ CLC129042 URNSTSCD - Urinary System Test Code

[ ]cLCA29941.URNSTS - Urinary System Test Name

[ ] CLC102590.VCNEVD - Vaccination Evidence Source

[ ] CLC142187.VNFATSCD - Vaccines Findings About Test Code

[ CLC142189.VNFATS - Vaccines Findings About Test Name

[ 1 CLCA141653.VALGO1TC - Veterans Administration Lung Study Group Clinic
[ 1 CLC141652.VALGO1TN - Veterans Administration Lung Study Group Clinic
[ |CL.C130241.VLERSATC - Vignos Lower Extremity Rating Scale Clinical Clal

[4]

q] Il ] [ ¥
Search -—
WEIGHTUSA | B
Retrie) Search Find Next Find Previous | Gt
Show Details

T

:‘ o] [[cance

All we now still need to do is to assign a "WhereClause" for both. Let's start with "Weight units in
Europe". The first condition is of course that VSTESTCD=WEIGHT, the second being that the



country is either Germany or France, leading to 2 checks (this can be set by "Number of
RangeChecks). The "WhereClause" editor then than looks like:

|£| Designing/Updating WhereClause for ltem: ITWEIGHT.EUROPE

EI 0OlD: WC.IT.WEIGHT.EUROPE

External document for comment

| Show 'Where' clause

Number of RangeChecks: QE

UR.URTPTREF
UR.URRFTDTC
VS.VSSEQ
VS.VSGRPID
VS.VSSPID
Comparator: Item OID: ;:.:::E::CD
VS.VSCAT
VS.VSSCAT
VS.VSPOS

-

[4]

4] Il

-

CheckValue: WEIGHT

DM.ACTARMCD
DM.ACTARM
DM.ARMNR S
DM.ACTARMUD
DM.COUNTRY
Comparator: IEE [tem QID: |DM.DMDTC
DM.DMDY
SE.SESEQ
SE.ETCD
SE.ELEMENT
4] i [ T»

[ »

[« T

CheckValues:

Add to or remove from list

Add to list Remove from list

FRA
GER

IE

4]

having two checks:
VSTESTCD=WEIGHT
and:

DM.COUNTRY has either the value "GER" (Germany) or "FRA" (France).

One can again use the button "Show 'Where' clause":

Where-Clause Expression

x

@ where VSTESTCD EQ "WEIGHT" and COUNTRY IN ['GER', 'FRA']

OK

The "WhereClause" for weight units in the USA is somewhat simpler:



|£)| Designing/Updating WhereClause for ltem: IT.LB

E' OID-:

WC.IT.WEIGHT.USA

Comment:

External document for comment

Show 'Where' clause

Number of Ran

geChecks: | 2}

Comparator: tem OID:

Comparator: tem OID:

VS.VSSEQ
VS.VSGRPID
VS.VSSPID
VS.VSTESTCD
VS.VSTEST
VS.VSCAT
VS.VSSCAT
VS.VSPOS
VS.VSORRES
VS.VSORRESU
VS.VSSTRESC

-

1

DM.ARMCD
DM.ARM
DM.ACTARMCD
DM.ACTARM
DM.COUNTRY
DM.DMDTC
DM.DMDY
RODOMAIN
CO.COSEQ
CO.IDVAR
CO.IDVARVAL

M

CheckValue: |WEIGHT

CheckValue: |USA

[»

Where-Clause Expression

defining two conditions:
VSTESTCD=WEIGHT
and:
DM.COUNTRY=USA

In the underlying define.xml, this is reflected by:

Ldef:Valuelisthef O0ID="VL.V30REEST" >
<ItemBef ITtenlID="IT.WEIGHT.EUROPE"™ Mandatory="No" OrderMumher="1"=
Ldef:WhereClauzseRef WhereClause0ID="TC.IT.WEIGHT.EUROPE" /=

</ltemBef>

X

— @ where VSTESTCD EQ "WEIGHT' and COUNTRY EQ "USA’

<ItemBef ITtenlID="IT.WEIGHT.U34A" Mandatory="No" Orderlumber="2">-
<def:hereClauzeRef WhereClauze0ID="TC,.IT.WEIGHT.U34" /=

L/TtenBefs

<ItemBef TtemlID="IT.BLOQDPRESSTURE™ Mandatory="No" OrderNumher="3">-

<def:WhereClauseRef ThereClause0ID="TC.IT.nuHg" =

</TtenRefs=
= /defiValuelizthef-

ZdefihereClauselef OID="WC.IT.EBMI"™
<RangeCheck Comparator="EQ" ZoftHard="30ft"” def:Item0ID="V3.¥VITESTCD">
< CheckValue>BMI< /CheckValue>

< RangeCheck>-
</def:WhereClauselef>

def: CommentlID="COM.WC. IT. BMI">

and e.g. the "WhereClause" for units for weight in Germany and France:




<def:WhereClauzelbef O0ID="WC.IT.WEIGHT.EUROPE"™ def:CoumentiID="COM.WC.IT.WEIGHT.EUROFE "
<RangeCheck Comparator="EQ" SoftHard="5o0ft" def:Item0ID="V3.VSTESTCD >
<CheckValue>WEIGHT= /CheckValues
< /RangeCheck:-
“<RangeCheck Comparator="IN" SoftHard="30ft" def:ItenlID="DM.COUNTRY" >
<LCheckWaluex>GER /CheckValuex
<CheckWalue>FRA /CheckValue:
< RangeCheck>
<jfdef:WhereClausebef-

and the corresponding comment:

<def: ComnentDef 0ID="COM.WC,IT.WEIGHT.EUROPE™:
<Description>
<TranslatedText xml:lang=""en">weight iz expressed in kg for VSTESTCD=WEIGHT ahd country=CGER,FRA</TranslatedTexts
</Descriptiorns
</def: Conmenthef-

Not a bad idea to check whether we really assigned our newly developed valuelist to VSORRESU:

Edit Properties for SDTM Variable V5.VSORRESU

Iz‘ OlD: VS.VSORRESU
[] New OID | Edit
Name: VSORRESU
SASFieldName: VSORRESU
Data type: |text
Current Length: 80
[] New Length:
Current Significant Digits:
[] New Significant Digits:
Current Role: Variable Qualifier
[] New Role
Current Role CodeList:
[] New Role CodeList |
Current Origin/Source: NONE DEFINED YET
[] Edit Origin/Source: | Edit

Comment:

External document for comment

Current CodeList CL.C6677T0.VSRESU
[] New CodeList: Select CodelList
Description: Original Units

current def:DisplayFormat:
[C] New def:DisplayFormat:
current ValueList OID:
[] New ValueList QID

NO VALUELIST ASSIGNED

e

It looks as we didn't, so we do it now using the checkbox "New ValueList OID":



current det:Lisplaytormat:
[ ] New def:DisplayFormat:

current ValueList OID: NO VALUELIST ASSIGNED
New ValueList QID VLVSORRESU
VL.FASTRESC.CPFATSCD
VLVSORRES
VLVSORRESU
- NO VALUELIST

which appears in the define.xml as:

“Itenlef DataType="text” Length="6" Nane="VI0RRE3U™ 0ID="V3.WV3I0RREST"-

Lhescriptiorn:-
<TranslatedText xml:lang="en"=0riginal Units</TranslatedText:>
</Descriptions-
<def:ValuelListRef ValuelListOID="¥L.V30ERESU" />
«/ItenDef>

and in the HTML view (use "View — View define.xml in browser), something like:

Value Level Metadata

Value Level Metadata - Vital Signs [VSORRES]

Variable Where Type Length / Controlled Terms or Format Derivation/Comment
Display
Format

DIABP VSTESTCD EQ DIABP integer 3 CRF Page 25

FRMSIZE VSTESTCD EQ FRMSIZE text 6(["s", "M", "L", "XL"] CRF Page 25

<Frame size>

HEIGHT VSTESTCD EQ HEIGHT float 5 CRF Page 25
SYSBP VSTESTCD EQ 5YSBP integer 3 CRF Page 25
WEIGHT VSTESTCD EQ WEIGHT float 5 CRF Page 25

which is a "view" for Define-XML 2.0,

VSORRESU VLM Original Units text Variable 80 | Units for Vital Signs
Qualifier Results
[29 Terms]
VSTESTCD = "WEIGHT" Weight units used in text 2 | Weight Units for Europe | protacel (Source: Sponser)
(Weight) and Europe: kilograms . "kg"
COUNTRY IN
"FRA”,
"GER"
)
VSTESTCD = "WEIGHT" Weight units used in USA: | text 2 | Weight Units for USA Protocol (Source: Sponsor)
(Weight) and pounds

. LE"
COUNTRY = "USA"

VSTESTCD IN ( mmHg text
"SYSBP" (Systolic Blood
Pressure),
"DIABP” (Diastolic Blood
Pressure)

)

S

Blood pressure units Protocol (Source: Sponsor)

= "mmHg" mmHg for diastolic and systolic blood pressure

which is a "view" for Define-XML 2.1

P.S. When referencing another dataset in a "WhereClause", like in this case DM.COUNTRY, take
care that a study-specific instance has been created for it, otherwise you will find some
"unresolved" annotations in the browser view, as the stylesheet cannot find the "name" of the



variable that is referenced.

Conclusions

This finalizes our tutorial about the use of "ValueList" and the "Where Clause". Once again, when
using "WhereClause" in define.xml 2.0/2.1, you are not allowed to use nested value levels anymore.

We also showed how easy it is using SDTM-ETL to define the "WhereClause-s" in a user-friendly
way using a graphical, easy-to-use dialog, and without any necessity to do any XML editing or to
"fight" with "black box" worksheets and software.



