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Working with the WhereClause in define.xml 2.0

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 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. 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 specification: 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 nestes ,,ValueLists*
instead. In define.xml 2.0, nested Valuelists are not necessary anymore and should not be used.

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.

So what we need to express is:
* the value of VSORRES is an integer in case VSTESTCD=DIABP or SYSBP
* the value of VSORRES is of type text and enumerated to ,,S*, ,,M*, ,L* and ,,XL* when
VSTESTCD="FRMSIZE*

e the unit is ,,pounds* when VSTESTCD=WEIGHT and DM.COUNTRY=USA

e the unit is ,,kilogram* when VSTESTC=WEIGHT and DM.COUNTRY=GER or
DM.COUNTRY=FRA

1 In the define.xml 2.0 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

Creating a ValueList for VSORRES

Let us first create a valuelist for VSORRES. We can either start from an existing codelist (Insert —
Create New ValueList from existing CodeList“, leading to:

Selected Codelists to convert to Valuelists | S

b

CLVSTESTCD - Vital Signs Test Code el
[ ] CLWSTEST - Vital Signs Test Name

[ ] CL.DSCAT - Category for Disposition Event

[ ] CLAACN - Action Taken with Study Treatment
[ | CL.POSITION - Position

1/ BONITE  RDeta nF Adminictratinn

where we start from CL.VSTESTCD as our metadata will depend on the value of TESTCD. This
leads to a new dialog with:

| i isti i
| £| Create new SDTM-\faIueLls't from existing Codt_?IJst

|CL.\."STESTCD - Vital Signs Test Code
New OID: VL.CLVSTESTCD

o]|n] Mame Data Type Length Sign Digits Crigin Comment | Description |defDisplay...| Method CodeList WhereClause
IT.BMI B WC.IT.BMI
ITBODYFAT |BODYFAT 'WC.IT.BODYFAT
T.BSA BSA WC.IT.BSA
IT.DIABP DIABP WC.IT.DIABP
ITFRMSIZE |FRMSIZE WC.IT.FRMSIZE
ITHEIGHT _|[HEIGHT WC.IT.HEIGHT
ITHR HR WC.IT.HR
IT.MAP MAP WC.IT.MAP
ITPULSE FULSE WC.IT.PULSE
ITRESP RESP WC.IT.RESP
ITSYSBP _ |SYSBP WC.IT.SYSBP
ITTEMP TEMP 'WC.IT.TEMP
ITWEIGHT |WEIGHT WCIT.WEIGHT
4]
| Insert row | | Remove row
| 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 unnessary” rows(using the ,,Remove row* button), we can start adding the
data types:

2 This depends of course on your own study.



| | £ Create new SDTM Valuelist from existing Codeﬁsl- -

?
CLVSTESTCD - Vital Signs Test Code
Hew OlD:
olD Mame Data Type Length Sign.Digits Origin Comment

IT.DIABP DIABP integer

IT FRMSIZE [FRMSIZE | -

ITHEIGHT [HEIGHT integer |~

IT.SYSBP SYSBP float

i 1

ITWEIGHT [WEIGHT text |
date §
partialdat
time i
partialtim
datetime | =|

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

oD Mame Diata Type Lenagth Sign.Digits Origin Comment
IT.DIABP DIABP integer 3
ITFRMSIZE |FRMSIZE i
ITHEIGHT |HEIGHT float 5
IT.3YSBP SYSBFP integer 3
ITWEIGHT |WEIGHT float &

One can always click the ,,Validate* button to check whether the combinations of filled fields makes

seénse.

| Create new SDTM ValueList from existing Codelist -

|CL.U'STESTCD - Vital Signs Test Code

New OID: VLVSORRES]
0ID MName Data Type Length Sign.Digits Crigin Comment | Description |defDisplay..| Method Codelist
IT.DIABP DIABP integer 3
IT.FRMSIZE |[FRMSIZE text 3]
ITHEIGHT |HEIGHT float 5 1
IT.5YSBP SYSBP integer 3
ITWEIGHT |WEIGHT float 5 1

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 cells ,,Description* are colored red, meaning we do need

provide values there:

3 ,Description” replaces ,,def:Label* in define.xml v.2.0



| £/ Create new SDTM Valuelist from existing Codelist -

2]

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

New OID: YVLWSORRES

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

Now, we do also want to provide the reviewer the information what the source 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:

Designing/Updating Crngin for Item: IT.DIAEP

X

’

Origin type:
i@ Assigned

i_! Protocol

Data that is determined by individual judgment
1 Derived | (by an evaluator other than the subject or investigator)

i1 Electronic Data Transfer

i) CRF
Document (leaf) ID:

i1 Page list {physical reference)

i) Named destinations
Page list / List of named destinations

i) Page range: first page - last page

First page:
Last page:

OK

Cancel

where can select between:
* Assigned: judgement from evaluator not being the investigator
* Protocol: prescribed by the protocol
* Derived: calculated using some algorithm
* Electronic Data Transfer (eDT): e.g. ECG data, lab data
* CREF: case report form

In our case, we of course select ,,CRF*“. Some other fields become available:




Designing/Updating Crigin for Item: IT.DIABP

Origin type:
) Assigned

i) Protocol
i) Derived

i) Electronic Data Transfer

i@ CRF

Document (leaf) 1D:

|LEAF A-CRF

® Page list {physical reference)

i_) Named destinations
Page list | List of named destinations

|25

) Page range: first page - last page

First page:
Last page:

| oK || Cancel|

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:
QD Mame Data Type Lenath Sign.Digits rigin
IT.DIABP DIABP integer 3 RF
ITFRMSIZE [FRMSIZE text 6
ITHEIGHT [HEIGHT float 5
IT.SYSBP SYSBP integer 3
ITWEIGHT [WEIGHT float 5
and we can now to the same for the other rows, leading to:
QD Mame Data Type Length Sign.Digits Qrigin Comment Description
IT.DIABFP DIABP integer 3 CRF Diastolic blood pressure is integer of length 3
ITFRMSIZE |[FRMSIZE text 6 CRF Frame size is enumerated to SMALL, MEDIUM. ..
ITHEIGHT |[HEIGHT float 5 1 CRF Heightis afloat 5.2
IT.S¥YSBFP SYSBFP integer 3 CRF Systolic blood pressure is integer of length 3
ITWEIGHT |WEIGHT float 5 1 RF Weightis afloat5.2

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*, leading to:




Method

CodeList

WhereC

WCIT.D

and scroll down until we find the appropriate codelist. Notice that the allowed values are displayed

CL.ITTYPE

T TOADTMN - GO Ter
CL.TSPARM - Trial Summa
CL.TSPARMCD - Trial Sumn
- Trial Type
CLVSRESU - Units for Vital
CL.ETHHIC - Patient Ethnic (
CL.FRAMESIZE - Frame si
CL.SMKCLAS - Smoking cl

0 N T RIS W

C1 FRAMFSIFF - Frame s__| v [WC T F

a|WCIT.H

WC.IT.S
WCIT. W

S
M
L
XL

CLFRAMESIZE
Possible values:

in a tooltip, making it easier to find the correct one.

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:

Method

Codelist

WhereClause

WC.IT.DIABP

CLFRAMESIZE. ..

WCIT.FEMSIZE

WCIT.HEIGHT

WC.IT.SYSBP

WCIT.WEIGHT

In the ,,WhereClauses®, 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 already

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



rb&igningﬂ.lp&aﬁng

Ol WC.IT.DIABP

Comment:

| External document for comment |

Humber of RangeChecks: 15

| »

DOMAIN
STUDYID
SUBJID
UsuUBJID
CE.CESEQ
Comparator: Item OID: |[CE.CEGRPID CheckValue:

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

MD

1]

The only thing we need to state as condition is that: VSTESTCD=DIABP, which easily
accomplished by:

Designing/Updating

OlD: WC.IT.DIABP

Comment: ||

External document for comment ‘

Number of RangeChecks: 15

[ b

TS.TSVAL

VS VSSEQ
VS VSGRPID
VSVSSPID
VSNVSTESTCD
Comparator: Item OID: (VS VSTEST CheckValue: DIABP
VSVSCAT

VS VSSCAT
VEVSPOS
VS VSORRES
VS VSORRESU

[ b

4]

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



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 futher) 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 ﬁ

)
'\D [_| 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

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*. This is done by selecting VSORRES in the main table and then using
the menu ,,Edit — SDTM Variable Properties*:



Edit Properties for SDTM Vanable V5.VSORRES

EI oID:

Hame:

Data type:

Current Length:

[] Hew Lenagth:

Current Significant Digits:
[] Hew Significant Digits:
Current Role:

[ ] Hew Role

Current Role CodeList:
[] New Role CodeList
Current Origin:

[] New Origin:

Comment:

VS.VSORRES
VSORRES

text | - ‘
80

Result Qualifier

| Edit ‘

External document for comment

Current CodeList

[ ] New CodelList:
Description;

current def:DisplayFormat:
[ ] New def:DisplayFormat:

[] Hew MethodOID

def:ComputationMethod description:

current ValueList OID:
[ ] New ValueList OID

NO CODELIST ASSIGNED |

|Result or Finding in Original Units | |

NO VALUELIST ASSIGHED
| -] |

| OK H Canoel‘

and then use the checkbox ,,New ValueList OID*, and selecting the newly created ValueList

,»VL.VSORRES*

def:ComputationMethod description:

current ValueList OID:

NO VALUELIST ASSIGHED

New ValueList OID

VL.CLVSTESTCD -

VL.CLVSTESTCD
VLVSORRES

NO VALUELIST

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

<Itenlef DataType="text” Length="80" HName="V¥30RRE3" 0ID="V53.V30RRESZ">

<Description-

“TranslatedText xml: lang="en">Fesult or Finding in Original Tnits</TranslatedText>

</Dezcriptions=

<def:ValueliztEef ValuelistOID="VL.V30RRES™ />

L/ Ttenbefs

and:




<def:Valuelisthef 0ID="VL.,V30RRE:"-
ZItemBef ItemlID="IT.DIABP" Mandatory="No" Orderlumher="1">-
<def:hereClausefef ThereClause0ID="WC.IT.DIAEP" /=
</Itenbef>
ZItemBef ItemlID="IT.FEMAIZE"™ HMandatory="HNo" OrderMumber="2">-
<def:WhereClauseRef ThereClause0ID="WC.IT.FRMSIZE™ />
</ Itenbefs
<ItemPef TtemOID="IT.HEIGHT"™ Mandatory="No" OrderMumher="3">
Ldef:WhereClausefef ThereClause0ID="WC.IT.HEIGHT" />
</Itenbetf>
ZItemBef Item0ID="IT.3¥3EP" Mandatory="No" Orderlumher="4">-
<def:WhereClauseRef WhereClause0ID="WC.IT.3¥3EP" >
< fItenbef>
LItemBef ItemlID="IT.WEIGHT™ Mandatory="No'" Orderfumber=""5">-
<def:WhereClauseRef ThereClause0ID="TC.IT.WEIGHT" /=
</Itenfefs
LfdefiVWalueListhef
<def:hereClausebef O0ID="WC.IT.DIABP™=
ZFRangeCheck Comparator="EQ" ZoftHard="3o0ft" def:Itenl0ID="V3.V3ITESTCD">
<CheckValue>DIARP< /CheckValue>
< /RangeCheck:-
</def:ThereClauselbef>
<def:WhereClausebef O0ID="WC.IT.FRM3IZE™:-
ZRangeCheck Comparator="EQ" ZoftHard="30ft" def:ItenlID="V¥3.V3ITEZTCD">
<CheckValuerFRM3IZE< /CheckValues-
= /RangeCheck>

The first picture showing how the ValueList VL.VSORRES is referenced by VSORRES, the second
one showing the details and some (the first two from five) ,,WhereClause* definitions. The details
are then found in the corresponding ,,ItemDefs*:



<ItenDef DataType="integer”™ Length="3" Nane="DIARP"™ OID="IT.DIAEP':

<Descriptions

<TranslatedText xml:lang="en">Diastolic blood pressure iz integer of length 3</TranslatedTexts>
</Descriptione=
<def:0rigin Type=""CEF":=

<def:DocunentRef 1eafID="LEAF.A-CRF"=

<def:PDFPageRef PageRefs="25" Type="PhyzicalBef™ />

< fdef:DocunentRef-

<fdef:0rigine

</Itenbef>
<Itenlef DataType="text” Letgth="2" Name="FRMIIZE"™ 0ID="IT.FRM3IZE":-
<Descriptions
<TranslatedText xml:lang="en"=Frame si=ze iz emumerated to ZMALL, MEDIUM, LARGE- /TranslatedTextl:>
</Descriptione=

<CodelistRef CodelistOID="CL.FRAMESIZE™ />
<def:0cigin Type="CREF"':=
<def:DocumentRef leafID="LEAF.A-CRF">
<def:PDFPageRef PageRefz="25" Type="PhysicalRef" /=
</defiDocunentRe -
<fdefilrigine
</Ttenbef>

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 DataType="text"” Name="Frame size”™ OID="CL.FRAMEIIZE"™:
<EnumeratedIten CodedValue="35"/=
LEmumeratedIten CodedValue="M"/>
LErmumeratedIten CodedValue="L"/>
LErmmeratedIten CodedWValue="XL" />
<fCodelist>



Creating a ValueList for VSORRESU

Where creating a valuelist for VSORRES (vital signs original result) was 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 is ,,pounds*
whereas when the weight was captured at a site in Germany or France, the unit used is ,,kilograms*.
We will also state that the unit used in ,,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*:

This time we select the ,,units* codelist, which is then transformed to a ValueList:

| £/ Create new SDTM ValueList from existing CodelList

| | CLLBIESICL - Laboratory |est Code
[ | CLLBTEST - Laboratory Test Name
CL.UNITS - Units

[ | CLFRQ - Frequency

] CLEGTEST - ECG Test Name

[ ] CLEGTESTCD - ECG Test Codes

[ ] CLEGPOS - ECG Position of Subject
] CLEGSTRESC - ECG Result

[ ] CLEGMETHOD - Method of ECG Test

[ ] MyStudy:CL.DRUGTRTF - Assigned Study Drug

OK Cancel

e —

|CL.UNITS - Units
New OID:

(o] [n] Data Type Length Sign.Digits Qrigin Comment WhereClau...
IT.mal WC.IT.maol
IT.dmal WC.IT.dmaol
IT.cmaol WC.IT.cmol
IT.mmaol WC.IT.mmaol
IT.umal WC.IT.umaol
IT.nmal WC.IT.nmaol
IT.pmol WCIT. pmaol
IT.fmol WC.IT.fmol
IT.amol_ 'WCIT.amol_
IT.eq 'WC.IT.eq
IT.meq 'WC.IT.meq
IT.m3 WC.IT.m3
IT.AR3 WC.IT.ft3
IT.deg 'WC.IT.deg
IT.cm2 WC.IT.cm2
IT.mm2 'WC.IT.mm2
IT ft2 WCIT fi2
IT.in2 WC.IT.in2
ITCLHISA AT e

Renaming it to ,,VL.VSORRESU* and removing all unnecessary rows:




Hew OID: VL.VSDRRESU|

[a]1n] Mame Ciata Type Length Sign.Digits Crigin Comment | Description [def:Display... Method CodelList |WhereClau...
IT.kg kg WC.IT.kg
ITLB LB WC.IT.LB
IT.mmHg mmHg WCIT.mm...

Of course we can also alter the OID and Name of the items, e.g.:

QD Mame Diata Type
IT WEIGHT EUROPE Weight Units
ITWEIGHT USA Weight Units
ITBLOODPRESSURE Blood pressure Units

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:

|cLunrTs - units

New OID: VLVSORRESU
(a][n] Mame | Data Type Length Sign.Digits Qrigin Comment Description defDisplay...
IT WEIGHT.EUROPE Weight Units |tex‘t 2 Protocol Weight: original units
ITWEIGHT.USA Weight Units |tex‘t 2 Protocol Weight: original units
ITBLOODPRESSURE Blood pressure Units |tex1 4 Protocol Blood pressure: original units

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=DIABP or VSTESTCD=DIABP. This is pretty easy to define:

DesigningUpdating WhereClause for kem: Tnmig (NI e
|E| (8]l WCIT. mmHg

Comment: mmHg for diastolic and blood pressure|

| External document for comment |

NHumber of RangeChecks: 15

[ »

DOMAIN
STUDYID
SUBJID
USUBJID
CE.CESEQ
Comparator: Item OID: |CE.CEGRPID CheckValue:

CE.CEREFID
CE.CESPID
CE.CETERM

~C rCNRCenn

M

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 ..

Comparator:

[in] »

1]

DOMAIN
STUDYID
SUBJID
USUBJID
CE.CESEQ
EQ || itemOID: [CE.CEGRPID
EQ CE.CEREFID
NE CE.CESPID
LT CE.CETERM
LE CE.CEDECOD
aT CE.CECAT
GE
IN
NOTIN

In

leading to a somewhat different screen:

DOMAIN
STUDYID
SUBJID
UsuBJID
CE.CESEQ

Comparator: EIEI [tem OID; [CE.CEGRPID

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

MmE

-

CheckValues:

CheckValue;

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: EIEI ltem OID: |VS.VSSEQ

VSVEGRPID
VEVSSPID
VS.VSTESTCD
VSVSTEST
VS.VSCAT

Fe

1]

CheckValues:

Add to or remove from list

Add to list

SYSBP
DMABP

Remove 1

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*:

Ilsert| Transform Validate Options About

MeasurementUnit definitions from ODM into define.xmil

All CodeList definitions from QDM into define.xml
Selected CodelList definitions from ODM into define.xmi
Codelist definitions from File into define.xml

Create new SDTM CodeList from existing CodeList
Create new SDTM CodeList from MeasurementUnits
Create new ValuelList from existing CodeList

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

| £| Create new SDTM Codelist from existing Codelist

. B B

_ |

2]

CLVSTESTCD - Vital Signs Test Code

CL.UNITS - Units

CL.FRQ - Frequency

CL.EGTEST - ECG Test Name

CL.EGTESTCD - ECG Test Codes

CL.EGPOS - ECG Position of Subject
CL.EGSTRESC - ECG Result

CL.EGMETHOD - Method of ECG Test

My S5tudy:CL.DRUGTRTF - Assigned Study Drug

|>T

L4 L]

Insert row | | Remove row

which then displays the full list of units available*:

4 Unfortunately the CDISC-CT develops one huge list of units without any system, and independent of the kind of

test. We hope that CDISC will however soon switch to UCUM for units.


http://unitsofmeasure.org/

- - T 1
| 4| Create new SDTM CodelList from existing CodeList . . e X

E CL.UNITS - Units |v‘

New OID: | |

Hew Name: | |

New DataType: |1ext | - ‘

Hew SASFormatName: | |

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

Insert row ‘ | Remove row

CodedValue Language Decode
mol
dmol
cmol
mmal
umaol
nmol
pmol
fmol
amaol
eq
meq
ma
ft3
deg
cm2
mma2
fi2
in2
ELISA unit
ELISA unitdose
ELISA unit'ml

4

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:

4| Create new st from existin eList
5| C SDTM CodeList from existing CodeLi (X
CL.UNITS - Units |v|

New OID: [CL BLOODPRESSUREUNITS |
New Name: |Blood pressure units| |
New DataType: |lext |v|

New SASFormatName: | |

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

Insert row ‘ | Remove row |

CodedValue Language Decode
mmHg -

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

5 The corresponding international UCUM unit is however ,,mm[Hg]*



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...).

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*
(ITBLOODPRESSURE):

(] Edit SDTM ValueList s S M A

2]

[vLvsorresu

0oID Mame Data Type |Length| Sig Origin Com Description def_|Meth CodelList WhereClau
ITWEIGHT.EURQPE (Weight Units text 2 Protocol ‘Weight: ariginal units (WC.IT.kg
ITWEIGHT.USA Weight Units text 2 Protocol ‘Weight: original units IWC.IT.LB
IT.BLOODPRESSURE Blood pressure Units  text 4 Protocol Blood pressure: orig... C1 WSTESTCN [ |WC.IT.mm...
ICL.LOC sl
ICLYESNONULL
ICLLBTESTCD
ICLLBTEST
ICL.BLOODPRESSUREUNITS
ICL.UNITS =
CLFRQ CLBLOODPRESSUREUNITS
CLEGTEST Blnnq pressure units
Possible values:
mmHg -

The ,,Where Clause* was already added stating that the condition is VSTESTC in ,,IN* the set of
{,,DIABP*, . SYSBP*“}.

We now still need to repeat this for the use of weight units in the USA (ITWEIGHTUSA) and in
Europe (ITWEIGHTEUROPE®). The exact names of 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.:

| £ Create new SDTM Codelist from existing CodelList w
=3
E CLUNITS - Units |v‘
New OID: |CL WEIGHTEUROPE |
Hew Name: |Weightunits for Europe |
New DataType: |text | - ‘

New SASFormatName: | |

Remove rows until only those remain that you want to appear in the CodelList.
You can also add new rows.

Insert row ‘ | Remove row ‘

CodedValue Language Decode
kg -

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



|4 Create new SDTM CodeList from existing Codelist T ™ <]
E CLUNITS - Units v

New OID: |CL.WEIGHTUSA |
New Name: |Weight units for the USN |
New DataType: ‘lext | - ‘

New SASFormatName: | |

Remove rows until only those remain that you want to appear in the CodeList.

You can also add new rows. d
Insert row ‘ ‘ Remove row ‘
CodedValue Language Decode
LB -

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

. _ —_— — —_— SR

|£| Edit SDTM ValueList —

2]

|VL.VSIDRRESU
oD MName Data Type |Length|Sig..] Origin Comment | Description |def.Display...| Method CodelList WhereClau...
ITWEIGHT.EUROPE  |Weight Units |text 2 Frotocol ‘Weight: ori... CLWEIGHTEUROPE 'WC.IT kg
ITWEIGHT.USA Weight Units |text 2 Protocol Weight: ori... CLWFIGHTIISA [« |WCITLB
ITBLOODPRESSURE |Blood pres... [text 4 Protocol Blood pres... CL.BLOODPRES SUREU[~[[WE.IT.mm...
CLWEIGHTEUROPE
|CLWEIGHTUSA
CL.UNITS
CLFRO CLWEIGHTUSA

Weight units for the USA

L E e Possible values:
CLEGTESTCD |\ p_
CL.EGPOS | M|

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. The ,,WhereClause* editor than looks like:



' Designing/Updating WhereClause for ftem: IT.WEIGHT.EUROPE “ )

ol WC.IT.WEIGHT ELUROPE
Comment:

wpressed in kg for VETESTCD=WEIGHT and country=GER,FRA

External document for comment ‘

Number of RangeChecks: EE

[ b

SV.SVENDY
TS.TSSEQ
TS.TSGRPID
TS.TSPARMCD
TS.TSPARM
Comparator: Item OID: [TS.TSVAL CheckValue: \WEIGHT
VSVSSEQ
VS VSGRPID
VS.VSSPID
VSNVSTESTCD
VSNVSTEST

[ b

DM.BRTHDTC
DM.AGE
DM.AGEU
DM.SEX :
DM.RACE Add to list Remove i
Comparator: EIZI Item OID: |DM.ETHHMIC CheckValues: |GER
DM.ARMCD FRA
DM.ARM
DM.COUNTRY
DM.DMDTC

I DM.DMDY

| ¥

Add to or remove from list

1]

having two checks:

e  VSTESTCD=WEIGHT
and:

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

Also remark that we changed the OID for the ,,WhereClause* to make it more clear (although
essentially it doesn't matter).

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



Designing/Updating WhereClause for Item: [T WEIGHT.USA —“ M

IEI 0ID: WC.ITWEIGHT.USA
Comment: ‘n is expressedin LB for VSTESTCD=WEIGHT and country:USAl

| External document for comment |

Number of RangeChecks: EE

[ »

SV.SVENDY
TS.TSSEQ
T5.TSGRPID
TS.TSPARMCD
TS.TSPARM
Comparator: tem OID: [ TS.TSVAL CheckValue: WEIGHT
VESVSSEQ
V5. VSGRPID
VS VSSPID
VS NVSTESTCD
VSNVSTEST

| »

DNLINVHAM
DM.BRTHDTC
DML.AGE
DM.AGEU
DM.SEX
Comparator: [tem OID: (DM.RACE CheckValue: LIZA
DM.ETHHIC
DM.ARMCD
DNLARM
DM.COUNTRY
DM.DMDTC

[ »

1]

defining two conditions:

e VSTESTCD=WEIGHT
and:
DM.COUNTRY=USA

<def:WaluelistDhef O0ID="VL,V30RRESTU">
<Itenkef ItenlID="IT.WEIGHT.EUROPE™ Mandatory="No" Orderfumher="1">=
<def:hereClauseRef WhereClause0ID="WC.IT.WEIGHT.EUROPE™ /=
</ Itenbets
<ItenBef ITtemOID="IT.WEIGHT.T3A"™ Mandatory="No" OrderMNumbher="2"-
<def:WhereClauseRef WhereClause0ID="WC.IT.WEIGHT.U34" /-
</ltenFet-
<Itenkef ItenOID="IT.ELOODPRESSURE™ Mandatory="No" OrderMumher="3">=
<def:WMhereClauzeRef WhereClauseOID="TC.IT.onHg"
< /ItenFef=
<fdef:ValuelListDhef>
<def:WhereClauzselef O0ID="WC.IT.EMI" def:ConmentclID="COM.WC.IT.BMI"=
ZRangeCheck Comparator="EQ" SoftHard="S5oft"™ def:ItenlID="V3. V3TESTCD >
<CheckValue>BMI< /CheckValuel
< /RangeCheck:-
<fdef:MhereClauselbef-

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



<def:WhereClauzelbef OID="WC.IT.WEIGHT.EUROPE™ def:CommentlID="COM.WC.IT.WEIGHT.EUROPE ™
ZRangeCheck Comparator="EQ" SoftHard="S5Soft"™ def:Iten0ID="¥V3. V3TESTCD">=
<CheckValue>WEIGHT- /CheckValues
< /RangeCheck:-
ZRangeCheck Comparator="IN" ZoftHard="30frC" def:ItenlID="DM.COUNTRY ">
<CheckValuex>GER /CheckValue-
<CheckValue>FRA /CheckValue
= /RangeCheck>
<fdef:ThereClanselhef-

and the corresponding comment:

<def: Commentlef 0ID="COM.WC.IT.WEIGHT.EUROPE™:
<Description>
<TranslatedText xml:lang="en">weight is expressed in kg for VITESTCD=WEIGHT and country=GER,FRi4</TranslatedTexts>
</Descriptiors
</def: Conmenthefs

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

Edit Properties for SDTM Variable VS.VSORRESU S|
2| o VS.VSORRESU
Name: VSORRESU
Data type: text | - |
Current Length: 80

[] New Length:

Current Significant Digits:

[ ] Hew Significant Digits:

Current Role: Variable Qualifier

[_| Hew Role

Current Role CodelList:

] New Role CodelList | |~ |
Current Qrigin: HOMNE DEFINED YET

[ ] New Origin: | Edit |

Comment:

External document for comment ‘
Current CodeList NO CODELIST ASSIGHED
] New CodeList: | |~ |

Description: |Origina| Units |
current def:DisplayFormat:

[ ] New def:DisplayFormat:
[ ] New MethodQID

def:ComputationMethod description:

current ValueList OID: HO VALUELIST ASSIGNED
] New ValueList OID |~ |

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



current ValueList OID: HNOVALUELIST ASSIGNED
Hew ValueList OID VL.CLVSTESTCD -
VL.CLVSTESTCD
VLVSORRES
VL.VSORRESU
- PRt TRICHT cTM “0 ‘JhLUELI'S‘T

which appears in the define.xml as:

“Itenlef DataType="text” Length="6" Name="V30REE3U" 0ID="V3.VIORREST"-

Lhescriptiorn-
<TranslatedText xml:lang="en">=0riginal Thits</TranslatedText>
</Descriptions
<def:WValuelistRef ValueListOID="¥L.¥V30RRE3U" />
</Itenlef>

and in the HTML view (use ,,View — View define.ml in browser):

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 [ ["5", "M", "L", "¥L"] CRF Page 25
<Frame size>
HEIGHT VSTESTCD EQ HEIGHT float 5 CRF Page 25
SYSBP VSTESTCD EQ SYSBP integer 3 CRF Page 25
WEIGHT VSTESTCD EQ WEIGHT float 5 CRF Page 25

Value Level Metadata - Vital Signs [VSORRESU]

Variable Type Length / Controlled Terms or Derivation/Comment
Display Format
Format
Weight Units VSTESTCD EQ text 2| ["ka"] Protocol | weight is expressed in kg for VSTESTCD=WEIGHT and
WEIGHT <Weight units for country=GER,FRA
AND COUNTRY IN ( Europe>
"GER"
"ERA"
]
Weight Units VSTESTCD EQ text 2|(["B"] Protocol | weight is expressed in LB for VSTESTCD=WEIGHT and
WEIGHT <Weight units for the country=USA
AND COUNTRY EQ USA>
USA
Blood pressure VSTESTCD IN ( text 4 (["mmHg"] Pratocol | mmHg for diastolic and systolic blood pressure
Units "SYSBP" , <Blood pressure units>
"DIABP"
)|

This finalizes our tutorial about the use of the ,,Where Clause*. Once again, when using ,,Where
Clause® you do not need nested value levels anymore, and in define.xml 2.0, you should not use

nested valuelevel metadata descriptions.
We also showed how easy it is using SDTM-ETL to define the ,,Where Clauses* in a user-friendly
way using a graphical, easy-to-use dialog, and without any necessity to do XML editing.



