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Editing the define.xml ItemDef properties (SDTM Variable properties)
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In the define.xml, an SDTM Variable is defined by its "ItemRef — [temDef” pair.

So, if we want to e.g. change the maximal (string) length of an SDTM variable, we need to edit the
"ItemDef" properties of that SDTM variable in the underlying define.xml structure. In SDTM-ETL,
this is however mostly hidden for the normal user, but implemented in a user-friendly way.

In order to change the properties of an SDTM variable, select a cell representing an SDTM variable
(in this example case, select QS.QSTEST) in the SDTM table and select "Edit -~ SDTM Variable
Properties!".
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Setting the maximal length of the variable

!'In the case of SEND, the menu will be "Edit - SEND Variable Properties"



Especially in the case of SAS-XPT output, it is important to have a correct maximal length
assigned?. So we might set the maximal length in advance when we know what it will be.

When then generating the datasets, there will still be an opportunity for that the system calculates
the maximal length itself, which may be helpful.

When using "Edit - SDTM Variable Properties" dialog is shown, allowing to edit some of the
properties of the corresponding define.xml ItemDef:

The default length for QS.QSTEST was 40, but we set it to 20, because we know that its value will
never be larger than 20:

Edit Properties for SDTM Variable QS.QSTEST

E oID: QS.QSTEST

[] New OID

Name: QSTEST
SASFieldName: QSTEST

Data type: text

Currept Length: 40

|

Current Role: Synonym Gualifier
[] New Role

Current Role Codelist:

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

Comment: ‘

Current CodelList NO CODELIST ASSIGNED
[_] New CodelList:

Description: Question Mame
current def:DisplayFormat:

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

We tick the "New Length" checkbox. An input field becomes available, where we type "20":

Data type: text
Current Length: 40
New Length: |2[]|
O]

In case of a numeric variable, like an --STRESN (Numeric Result/Finding in Standard Units)
variable, and having assigned the "Data type" as "float", also the field checkbox "New Significant
Digits" would become available.

As one sees, one can also change the associated codelist (if any), and some other "[temDef"
properties in the define.xml structure.

2 See e.g. the article "How SAS-XPT works" to understand why this is so.



http://cdiscguru.blogspot.com/2016/12/how-sas-xpt-works-well-inefficient.html
http://cdiscguru.blogspot.com/2016/12/how-sas-xpt-works-well-inefficient.html
http://cdiscguru.blogspot.com/2016/12/how-sas-xpt-works-well-inefficient.html

Assigning or changing the codelist

For example, if we know that QSTEST follows CDISC controlled terminology, we may want to
insert a QS-codelists, if it was not included yet in the current CDISC-CT that we started at the
beginning. For example, if we want to use the codelist "Category of Functional Test" from 2014, we
will need to load it separately. In order to do so, first click "OK" and then use the menu "Insert —
CodeList definitions from File into define.xml":

In.lmrt| Transform Validate Options About

MeasurementUnit definitions from ODM into define.xml

All CodeList definitions from ODM into define.xmi

Selected CodelList definitions from ODM into define.xml

Codelist definitions from File into define.xml

Create new SDTM CodeList from existing CodeList —
Load additic

Create new SDTM CodeList from MeasurementUni
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Create mapping formula Ctrl-h

Sponsor defined SDTM Domain Ctrl-P
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Global Subject Variables Domain

New SDTM Variable Cirl-1
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The following dialog is then displayed:

Insert Codelist definitions from QDM 1.3 file o
? Owerwrite existing CodelLists with same QID

File with CodeLists in ODM 1.3.x Format

Browse...

Store as new Codelist version:

For Standard:

OK Cancel

The checkbox "Overwrite ..." will take care that if a codelist with the same identifier (OID) is
already present, it will be overwritten.



And then using "Browse", e.g. choose the file "QS-FT Terminology 2014-06-26.xml" (which you
can find in the directory "CDISC_CT"):

Insert Codelist definitions from QDM 1.3 file

? Overwrite existing CodeLists with same OID

File with CodeLists in ODM 1.3.x Format

DASDTM-ETL_5_WCDISC_CTQS_Terminology_2014-03-28.xml Browse...

Store as new Codelist version:

For Standard:

0K Cancel

Alternatively, one may want to keep the original version, and must then also fill the field "Store as
new CodeList version", e.g.:

Insert Codelist definitions fram QDM 1.3 file

? [] Overwrite existing CodeLists with same OID

File with CodeLists in ODM 1.3.x Format

CASDTM-ETL_&_MCDISC_CTWAS_Terminology_2014-03-28 xml Browse...

Store as new Codelist version: |2014-03-28

For Standard: |SDTM |

OK Cancel

Remark that this will only work for Define-XML v.2.1, as v.2.0 does not have a good mechanism to
store different versions of the same codelist.

When we do so, after clicking "OK", a message is displayed:

Message

pod

All imported Controlled Terminology will be registered as a new CT version 2014-03-28
for the Standard SDTM

OK

and a confirmation message is displayed:



e ot

185 Codelists added

OK

saying that 185 new codelists have been loaded

If you now edit the properties for "QSTEST" again, you can associate the corresponding codelist,
using the "New CodeList" checkbox and the dropbox becoming available, e.g.:

Select a codelist

x

? [ | CL.C66T81.AGEU - Age Unit {text)

ML

[ ] CLC112435.AQ01TC - Airway Questionnaire 20 Questionnaire Test Code |
CL.C112434 AQ01TN - Airway Questionnaire 20 Questionnaire Test Name
[ ] CL.C141655.AJCC1TC - AJCC TNM Staging System 7th Edition Clinical Clas
[ ] CLC141654.AJCC1TN - AJCC TNM Staging System 7th Edition Clinical Clas
[ ] CL.C135012.AJCCGRD - AJCC Tumor Grade Response (text)

[ ] CL.C119062.ADTCO1TC - Alcohol Use Disorder ldentification Test-Consum
[ ] CL.C119061.ADTCO1TN - Alcohol Use Disorder ldentification Test-Consum
[ ] CL.C119060.ADTO1TC - Alcohol Use Disorder ldentification Test: Self-Repo
[]CL.Cc119050.ADTO1TN - Alcohol Use Disorder ldentification Test: Self-Repo
[ ] CLC161623.AVPUOITC - Alert Verbal Painful Unresponsive Scale Clinical
[ ] CLC161622.AVPUOITN - Alert Verbal Painful Unresponsive Scale Clinical
[]CLC100132.ADCTC - Alzheimer's Disease Assessment Scale - Cognitive (
[ ] CL.C100131.ADCTN - Alzheimer's Disease Assessment Scale - Cognitive (
[ ] CL.C106651.ADLO3TC - Alzheimer's Disease Cooperative Study-Activities

[ ] CL.C106650.ADLO3TN - Alzheimer's Disease Cooperative Study-Activities | + |

q] I | | ¥
Search
airway |
Search Find Next Find Previous
Show Details
0K Cancel

As we are assigning to QSTEST, we of course need to select the "AQO1TN" codelist, not the
"AQOITC", as the latter is for QSTESTCD.

"Show details" is always helpful, leading to:



)

[ | CL.CBGTE1.AGEU - Age Unit (text)
[ | CL.C112435.AQ01TC - Airway Questionnaire 20 Questionnaire Test Code :E

CL.C112434. AQ01TN - Airway Questionnaire 20 Questionnaire Test Name
[ | CL.C141655.AJCC1TC - AJCC TNM Staging System Tth Edition Clinical Clas
[ | CL.C141654.AJCC1TN - AJCC TNM Staging System 7th Edition Clinical Clas
Codelist: Airway Cuestionnaire 20 Questionnaire Test Mame (QID: CL... X

(i) [aQo1-Breathiess Carry out Work Activity [C112539] |~ [°
AQD1-Breathless Walking Upstairs [C112540] sum
AQ01-Breathless When Trying to Sleep [C112535] —| Repc
AQO01-Breathlessness When Laugh [C112543] Repd
AQD1-Chest Prob SmellFume/Smoke/Perfume [C112533]] |
AQO1-Chest Upset at Friend House [C112532] tical
AQD1-Cough Often During Day [C112529] lical
AQD1-Difficulty Getting Around the House [C112538] tive

AQD1-Drained After a Cold [C112546]
AQD1-Emotional Upset Worse Chest Trouble [C112537] |~ [live C

ies

OK

IES | w

T T T el

showing all the items from the codelist.

Remark that in most cases, it will not be useful to keep two versions of the same codelist.
Remind that this is just an example, you might need a completely different codelist in your case.
Click OK to confirm your edits.

If you already had a codelist for QSTEST test names in your ODM, you can of course also import
that one in the underlying define.xml, e.g. using the menu ,,Insert — Selected CodeList definitions
from ODM into define.xml. This will especially be important for so-called "sponsor-defined
codelists".

Other properties that you can add or change are the data type, length and significant digits (when
appropriate, depending on the data type), role and role codelist.

What one will often want to do, is to subset a codelist, especially when the codelist is very large.
This is very often e.g. the case for LBTESTCD and LBTEST, as these have over 2000 entries, and
one does not want all of these to appear this in the browser (HTML) view when the regulatory
reviewer inspects your define.xml in the browser.

The tutorial "Subsetting and Extending Codelists" explains this very well. SDTM-ETL also has
features for automated subset generation and assigning these subset codelists to the corresponding
variables. See the separate tutorial "Subsetting and Extending CodeLists" for more details.

One can also add a comment, a display format and/or a reference to a computation method (in the
define.xml this is the "MethodDef"). It is however strongly discouraged to change the latter, as it
contains the mapping script!



One can also associate a "ValueList", which usually only makes sense when the variable is an
--ORRES, --ORRESU, --STRES, --STRESU or a --QVAL variable (see the define.xml 2.0
specification section 4.4 and/or the define.xml 2.1 specification section 4.5).

Generation of ValueLists is explained in the tutorial "Working with ValueLists and the
WhereClause in the define.xml".

Setting and editing the "Origin" of the data point:
define.xml 2.0

A major difference between define.xml 2.0 and 2.1 is how "Origin" is treated.
Essentially, one should assign an "Origin" to each variable definition, either directly, or through the
"ValueList" variable definitions.

In define.xml 2.0, when checking the checkbox "Edit Origin", following by using the "Edit" button,
the following dialog is displayed:

Designing/Updating Origin for ltem: LEORRES >

] Origin type:
® Assigned

) Protocol
) Derived

) Electronic Data Transfer

) CRF

OK Cancel

The "origin" can either be "Assigned", "Protocol", "Derived", "Electronic Data Transfer", or "CRF"
(Case Report Form). The exact use cases are very well explained in the Define-XML 2.0
specification section 5.3.11.3.

A typical example of "Assigned" is for --TESTCD and --TEST variables and of course for
DOMAIN. For "Protocol", a typical example is the STUDYID. "Derived" is for any variable where
a calculation of derivation was needed to obtain it, for example USUBJID when it is a
concatenation of the STUDYID with the subject ID from the CRF. "Electronic Data Transfer" is
often used for any data that came in electronically that is not CRF, and "CRF" is ... well ... data


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

coming from the CRF...

In the latter case, there is a requirement that one provides the page numbers, or a "named
destination" (essentially a bookmark), of the PDF file that contains the "annotated CRF". The latter
is a document that looks very much like paper CRFs, but is annotated with SDTM information.
Such a "paper-like" "annotated CRF" must also be provided when all CRFs were purely
electronically! Essentially, also the ODM with the study definition could provide that, but the
regulatory authorities are not that far yet, they still live in the age of "electronic paper".

When "CRF" is clicked, some new widgets and fields become available:

Designing/Updating Origin for [tem: LEORRES X

L] Origin type:
i Assigned

) Protocol

) Derived

) Electronic Data Transfer
®) CRF

Document (leaf) 1D:

LF.aCRF -

' No page details
i) Page list (physical reference)

) Named destinations
Page list / List of named destinations

i_) Page range: first page - last page

First page:
Last page;

OK Cancel

If you have not provided a link to the location of the CRF, there will be no entry like "LF.aCRF"
and the system will prompt you to provide that first.

You can now choose between providing no page details (though the reviewers won't like that), a list
of pages, a named destination, or a first and a last page (page range).
If one chooses for "page list", this must be a list of page numbers, separated by blanks, e.g.:

Document (leaf) ID;

LF.aCRF -

) No page details
@ Page list (physical reference)

i_) Named destinations
Page list | List of named destinations
24312

© Page ri| List of page numbers separated by blanks

First page:




When choosing for "page" range, one can e.g. have:

% Page range: first page - last page

First page: E% First and last page number in the F'DFI:
12

Last page:

OK Cancel

Remark that when you have SEND, there will be other values for "Origin", as e.g. in SEND one
does not have CRFs.

Setting and editing the "Origin" of the data point:
define.xml 2.1

In Define-XML v.2.1, there is a bit more, and it is a bit more complicated. Not only were the
choices for SDTM and SEND aligned, but also a new attribute "Source" has been added.

So, when assigning an "Origin" for Define-XML 2.1, the following dialog will be displayed:



Designing/Updating Origin for [tern: LBORRES >

2 Origin type:

) Not Available Source lype:;
® Assigned

) Protocol

) Derived _ Vendor
) Predecessor ) Sponsor
) Collected

Origin description

[ b

1]

Title:

0K Cancel

"Origin Type" is similar to "Origin" in Define-XML 2.0, but has now been aligned for SDTM and
SEND. "Predecessor" is for the case that a variable value has been copied from another variable,
from the same domain or from another. This could e.g. be the case for -STRESU variables when the
"original" units and the "standard units" are identical.

"Collected" includes data from a CREF, so if we check it, other fields will become available, but need
not always be populated, such as in the case of SEND.

New is the "Source Type". The allowed values depend on the value of "Origin Type". The logic for
this has been implemented in the software, so no fear that you can do it wrong.

When "Collected" is clicked, the following fields become available:



Designing/Updating Crigin for [tem: LEORRES >

<2 Origin type:

) Not Available Source lype:

() Assigned ) Subject

i) Protocol ®) Investigator
{_ Derived ) Vendor

) Predecessor ) Sponsor

@ Collected

Origin description

[ b

1]

Document {leaf) ID:
LF.aCRF |«

i No page details
i Page list (physical reference)

{_1 Named destinations
Page list / List of named destinations

) Page range: first page - last page

First page:
Last page:
Tithe:

OK Cancel

Essentially enabling to add the same information as for "CRF" in Define-XML 2.0, but now also
allowing to add an "Origin description", and a title for the page numbers, page range, or "named
destination" of the "annotated" CRF.

When "OK" is clicked, and some required information is missing, a descriptive message will
appear, and the dialog will be shown again.



