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Introduction

In SDTM-ETL, a define.xml is used operationally to store all mappings, domain/dataset and
variable information, and codelists and valuelists.

At a certain moment, one will however want to generate a define.xml that can be used for
submission to the regulatory authorities, so "cleaned".

Generating a "cleaned"” define.xml

When doing so, one must first ensure that:

you have mappings for all variables that are "required" and "expected"*

for the latter, if there is no data at all (which should be the exception), the mappings script
can be just the statement that the value is "empty", e.g. SLB.LBLOINC=";

you have generated subsetted codelists and also assigned them to your variables where
appropriate. For example, it does not make sense to submit the complete codelists for
LBTESTCD and LBTEST (over 2000 terms), when you only had 10 distinct lab tests.
Similar for the "UNIT" codelist which currently has over 700 terms?. In the case of units,
one will probably want to generate more than one subset, e.g. one for
LBORRESU/LBSTRESU and one for CMDOSU (dosing unit) as these are completely
different things.

For generating codelist subsets, see the tutorials "Subsetting and Extending Codelists".
Subsetting of codelists can also be done when using the codelist-codelist mapping wizard,
see the tutorial "Using the CodeList Mapping Wizard".

especially in the case of having to generate datasets in SAS Transport format, you have
assigned correct data types and variable lengths. The maximal length of a variable can be
assigned manually using the menu "Edit - SDTM/SEND Variable Properties" or at dataset

! Even when there is no data for an "expected variable", regulatory authorities require that the column must still
be present (but will then be empty) in the submission dataset.

2 Unfortunately, CDISC still refuses to move to UCUM notation for units, which is used all over the world in
healthcare informatics, except for ... clinical research.



https://ucum.org/trac
https://ucum.org/trac
https://ucum.org/trac

generation time itself using the checkbox "Adapt Variable Length for longest result value'

Split records > 200 characters to SUPP-- records

Move non-standard SDTM Variables to SUPP-- Move Comment Variables to Comments (CO) Domain
Move Relrec Variables to Related Records (RELREC) domain  [_| Try to generate 1:N RELREC Relationships

View Resuit SDTM tables Adapt Variable Length for longest resuit value

[ ] Generate "NOT DONE' records for Q5 datasets

Save Resuit SDTM tables as SAS XPORT files '\

SAS XPORT files directory:
|D:Etemp || Browse... ‘

[] Add location of SAS XPORT files to define.xml J

you have added valuelists where needed and useful. Remember that valuelists are there for
making review by the (regulatory) reviewer easier. Except for a few exceptions (e.g.
SUPPQUAL datasets), there is no formal obligation for adding valuelists. For example, it
is up to you to decide whether it makes sense to generate a valuelist for VSORRESU and
VSSTRESU when you only have "height", "weight" and "body mass index", and the unit
for "height" is always "cm", the unit for "weight" is always "kg" and the unit for "body
mass index" is always "kg/m2". If there were choices on the CRF for the unit however, for
example, between "cm", "m", "inches" for "height", you might want to develop a valuelist
for VSORRESU, where you e.g. state that "WHERE VSTESTCD=HEIGHT", there is an
associated codelist with the values "cm", "m", "IN". In such a case, you will have to
develop such a codelist by subsetting the VSRESU codelist.

Good examples (but also having "overkill") can be found in the define.xml 2.1
specification on the CDISC website.

Generating valuelists will often make sense for laboratory data, especially for LBORRES
and LBORRESU and for LBSTRESN and LBSTRESU, as one will have a multitude of
not only units, but also maybe of ordinal values. Explaining which of these depending on
the test code (LBTESTCD) will often make life easier for the reviewer.

For generation of valuelists, see the tutorial "Working with the WhereClause in define.xml
2.0/2.1".

Once you have your mappings and definitions of datasets and in a decent state, you can start
generating a "cleaned" define.xml. Please remark that you will not be able to use this
"cleaned' define.xml for further mapping development, so best keep it apart.

In order to start generating a "cleaned" define.xml, use the menu "File - Save cleaned
define.xml":


https://www.cdisc.org/standards/data-exchange/define-xml
https://www.cdisc.org/standards/data-exchange/define-xml
https://www.cdisc.org/standards/data-exchange/define-xml

- Edit View Navigate Explore Insert Transform Validate C

Load ODM file Crl-O
Create define.xml Ctrl-N
Load Study define.oml Ctrl-D
Load Template define.xml Crl-G
Save define.xml Chl-5
Save define.xml for batch execution

Get CDISC-CT

Clase Project |{}1&an uputltllle: :deﬁn exml and save it to file

Exit Cirl-Q

The following dialog is then displayed:



Save clean Definesxml pd

® Cleaning up the define.xml means that you can remove all definitions
that are not used (i.e. not referenced by other define.xml elements).
This ensures you that your define.xml is as compact as possible,
and does not contain definitions that are not used anyway.

Template SOTM Domains will be removed,
Only study-specific domains are retained.
Sticky Notes will be removed.

Subject Global Domain will be removed.

[] Order dataset definitions alphabetically within each SDTM class |

||:| Remove SOTM Variables that do not have a mapping provided |

||:| Remove Mapping Scripts from the define.xoml |

O] Remove Method References and Definitions
from all Variables that are not marked as "derived”

m Remove all Alias elements from CodeLists
that do not point to CDISCI/NCI] coding

[¥] Move non-standard SDTM Variables to SUPP-- |

||:| Move Comment Variables to Comments {CO) Domain |

Automatically generate multiple COVAL variables
when COVAL length > 200 characters

||:| Move Relrec Variables to Related Records (RELREC) domain |

n Add simple def:leaf with location of result dataset to Dataset Definition (itemGroupDef),
when none is present yet

Store links o external files and documents as relative links

Unreferenced elements for which the checkbox is checked
will be removed.

[ ] HemDef - SDTM Variables Total: 630 - Unreferenced: 485 Show unreferenced

[ ] CodeList - Controlled Terminology  Total: 57 - Unreferenced: 21 Show unreferenced

[ ] MethodDef - Mappings Total: 86 - Unreferenced: 0 Show unreferenced

[] valueListDef - Value lists Total: 1 - Unreferenced: 1 Show unreferenced

[ | CommentDef - Comments Total: 5 - Unreferenced: 1 Show unreferenced

[ ] WhereClauseDef - Where-clauses Total: 3 - Unreferenced: 0 Show unreferenced
OK Cancel

Often, but now always, you will want to "remove SDTM variables that do not have a mapping
provided". This is especially the case for "permissible" variables. For example, it doesn't
make sense to keep VSSCAT when you never used it.

When clicking the checkbox "Remove SDTM variables that do not have a mapping
provided", a new window pops up, allowing you to make exceptions:



title >

e ] The following is a list of Variables
for which no mapping is provided.

[f you want to retain some of these variables,
(for which there is no mapping) in the ‘cleaned’ define.xml anyway,
check the corresponding checkbox for that variable.

[ ] My Study:DM - DM.INVID

[] My Study:DM - DM.INVNAM
[_] My Study:DM - DM.ETHNIC

[] My Study:DM - DM.DMDTC

[] My Study:DM - DM.DMDY

[] MyStudy:QS - QS.QSGRPID
[ ] MyStudy:QS - QS.QSSPID
My Study:QS - QS.QSCAT

[] MyStudy:QS - QS.QSSCAT
My Study:QS - QS.QSSTRESC

[ ]»

1]

OK

In the provided list, variables shown in red are "expected" or "required" variables for which
there is no mapping (yet), so you probably do not want to remove them from your cleaned
define.xml, and their checkbox is automatically checked. Not retaining them (i.e. unchecking
the checkbox) may lead to having violations against the SDTM or SEND standard.

You can now add other variables to be retained, even when there is no mapping (yet) for
them. This will especially be important for study design domains®, which in SDTM-ETL are
developed in a somewhat different way. See further on for more details.

In the case of a regulatory submission, and as long this is required by them, you will probably
also leave the checkbox "Move non-standard SDTM/SEND Variables to SUPP--". Whether
non-standard variables should be kept in the original dataset (and marked as such in the
define.xml) or "banned" to a supplemental qualifier dataset (like SUPPDM, SUPPVS,
SUPPLB) is and remains a heavily debated issue within CDISC. Essentially, the requirement
is a consequence of the primitiveness of the review tools at some of the regulatory authorities.

Also, as long as SAS Transport 5 is mandated by the regulatory authorities, and you have a
CO (Comments) dataset in your set (or have it automatically generated) leave the checkbox
"Automatically generate multiple COVAL variables when COVAL length > 200 characters"
checked. In such a case, the system will look into what length you have set to the COVAL
variable in your CO dataset definitions. For example, if you have set the length to 500, it will
generate metadata in the define.xml for COVAL, with a length of 200, a COVALI with a
length of 200, and a COVAL2 with a length of 100.

Usually, also the checkbox "Move Relrec Variables to Related Records (RELREC) Domain"
will need to remain checked. Unfortunately, CDISC choose for the most primitive way to
assign relations between variables from different domains, but this is once again a

3 Essentially, study design domains should not be in SDTM. The better way would be that regulatory authorities
accept an ODM file, as the latter already contains the fully study design. That study design datasets must be
submitted again testifies of the "everything is a table" thinking within some parts of CDISC and at the regulatory
authorithies.



consequence of "everything is a table" thinking. When using e.g. JSON, this could be done in
a much more elegant and straightforward way.

Also the next checkbox, "Store links to external files and documents as relative links" will
usually remain checked.

Move Relrec Variables to Related Records (RELREC) domain

Store links to external files and documents as relative links

Unrefere

) When checked, all links to external files and documents (@xlink:hrefin defleaf)
will be re:

will be stored as relative links to where the define.xml is stored.
This is strongly encouraged when the files will be shared with other parties,
ar are ready to be send to a regulatory authority

[ ] temD: renced

Last but not least, there is the checkbox "Remove Mapping Scripts from the define.xml", In
earlier versions of the software, this was automatically done, but some of our users asked to
allow the feature that the mapping scripts themselves are retained in the "MethodDef"
elements in the define.xml.

The next section is a very important one in order to tailor the cleaned define.xml to your
needs:

Store links to external files and documents as relative links

Unreferenced elements for which the checkbox is checked

will be removed.

[ | temDef - SDTM Variables Total; 630 - Unreferenced: 553 Show unreferenced

[ ] CodeList - Controlled Terminology Total: 57 - Unreferenced: 21 Show unreferenced

[ | MethodDef - Mappings Total: 86 - Unreferenced: 0 Show unreferenced

[ ] valueListDef - Value lists Total: 1 - Unreferenced: 1 Show unreferenced

[| CommentDef - Comments Total: 5 - Unreferenced: 1 Show unreferenced
OK Cancel

Very probably, you will not have mappings for each and every SDTM or SEND domain of the
Implementation Guide. This also means that there is a large number of "ItemDef"s (variable
definitions), especially from the template, for which there is no mapping, and you do not want
to appear in your "cleaned" define.xml. For example, in case you do not have a QS dataset,
you will not want to retain QSSEQ, QSGRPID, QSTESTCD, etc. as variable definitions in
the define.xml.

By clicking the "Show unreferenced" button, you can see which variable definitions are not
used. For example:



Unreferenced ltemDef(50TM Variables) elements oy
@ oID Name
CE.CESEQ CESEQ -
CE.CEGRPID CEGRPID =
CE.CEREFID CEREFID
CE.CESPID CESPID
CE.CETERM CETERM
CE.CEDECOD CEDECOD
CE.CECAT CECAT
CE.CESCAT CESCAT
CE.CEFPRESP CEFRESP
CE.CEOCCUR CEQCCUR
CE.CESTAT CESTAT

as we do not have a CE dataset for our study at all.

Checking the checkbox "ItemDef - SDTM Variables" will then lead to:

will be removed.

Unreferenced elements for which the checkbox is checked

[temDef - SOTM Variables

Total: 630 - Unreferenced: 553

[ | CodelList - Controlled Terminology Total: 57 - Unreferenced: 44

[ | MethodDef - Mappings
[ | ValueListDef - Value lists

[ | commentDef - Comments

Total: 86 - Unreferenced: 0

Total: 0 - Unreferenced: 0

Total: 5 - Unreferenced: 1

Show unreferenced

Show unreferenced

Show unreferenced

Show unreferenced

Show unreferenced

One sees that the number of "unreferenced codelists" increases, as we may have some
codelists that are not used, even though there still is a variable for them.
Clicking "Show unreferenced" on "Codelists - Controlled Terminology" then displays:

et

[ »

Unreferenced Codelist{Controlled Terminclogy) elements

@ oID Name
CL.POSITION Position
CLROUTE Foute of Administration
CLSTRTPT Start Relative to Reference Time Point
CLENRETPT End Relative to Reference Time Point
CL.DOMAIMN Domain Abbreviation
CL.DICTMAM Dictionary Mame
CL.S0C CDISC System Organ Class
CLMNCOMPLT Completion/Reason for Mon-Completion
CL.FRM Pharmaceutical Dosage Form

We find "POSITION" as an unreferenced codelist, though we do have a VS dataset defined,

but we did not use VSPOS (a "permissible" variable) in our case. So the "POSITION"
codelist needs not necessarily be retained.

If we then check the checkbox "CodeList - Controlled Terminology", all codelists that are not

referenced, will be removed, and we get:




Unreferenced elements for which the checkbox is checked
will be removed.

[temDef - SDTM Variables Total: 630 - Unreferenced: 553 Show unreferenced
CodelList - Controlled Terminology  Total: 57 - Unreferenced: 44 Show unreferenced
[ | MethodDef - Mappings Total: 86 - Unreferenced: 0 Show unreferenced
[ | valuelistDef - Value lists Total: 0 - Unreferenced: 0 Show unreferenced
[ | CommentDef - Comments Total: 5 - Unreferenced; 1 Show unreferenced

We then see that we have 86 mappings being defined, and none of them is "orphaned" or
"dangling", i.e. each "MethodDef" in our define.xml is referenced. So, in this case, we can
leave the checkbox "MethodDef - Mappings" unchecked. Essentially, it doesn't matter
whether we check it or leave it unchecked in this case.

The same applies to "ValueListDef - Value lists": there are none defined that are not
referenced.

We seem to have one "CommentDef" though that is never referenced, i.e. (by clicking "Show
unreferenced"):

Unreferenced CommentDef(Comments) elements hod

@ 0ID Name

COMUNREFEREMCED

So, we check the checkbox "CommentDef - Comments" to have that unreferenced
CommentDef removed from our cleaned define.xml.

Clicking the "OK" button then leads to a file selector, allowing us to define where the
define.xml file needs to be written to. For example:



T Save *

Save In: |7 temp - | || [T |88 8=

|j| MyStudy_deﬁne_{:leaned.xﬂ

File Name; MyStudy_define_cleaned.xml

Files of Type: |All Files -
Save Cancel

After a few seconds the cleaned define.xml can be found in the directory under the file name
provided.

Please notice again that a "cleaned" define.xml cannot be used for the development of further
mappings. It is however possible to further finetune it e.g. for submission purposes.

Further processing

Sometimes, especially near submission time, one will further want to tailor the define.xml
file. This can partially be done using the SDTM-ETL software, but in many cases it will be
easier to do this using an define.xml editor, such as our "Define-XML Designer" which comes
as a separate product. This makes sense as the further tailoring will often be done by another
person, and the cost of a license of the "Define-XML Designer" is considerably lower than
that of a license for SDTM-ETL.

Setting properties for Trial Design datasets

Trial Design are usually generated in a somewhat different way in SDTM-ETL, as they
cannot always be retrieved from the ODM file.
For details, see the tutorial "Creating and editing trial design datasets".

In order to have the definition of such trial design datasets in the cleaned define.xml, one
should follow the following procedure, here demonstrated for the TS dataset.

First drag-and-drop the "TS" row from the template to the bottom. This leads to:


http://www.xml4pharma.com/CDISC_Products/Define-XML_Designer.html

Copy Dornain TS >

by ] Copy STUDYID from loaded ODM
Copy DOMAIN from originator
Automatically add USUBJID

[ | Automatically add —SEQ

OK Cancel

Remark that the checkbox "Automatically add --SEQ" remains unchecked, as the "sequence
number" has a completely different meaning in TS than it has in non-trial-design datasets.

After clicking "OK" we get:

::Ill'\'lj\_lll.l\.lj'.l [ - LR W] Sy i P L WY L L LI Sy SRS S E ) LI N Ry SRS § LN LI S Ry WS J  |
§§||I'¢'Iy'Stud3-':AE STUDYID DOMAIN USUBJID AE AESEQ AE AEGRPID AE AEREFID
§§||I'\"I}.f81ud3-':\|"8 STUDYID DOMAIN USUBJID V3. VS3EQ S.VSGRFID S.VSSPID
§§||My81ud}':TS STUDYID DOMAIN [TS.TSSEQ TS.TSGRFID TS.TSFARMCD [TS.TSPARM

Now set suitable properties, especially for the "maximum length", for each variable, using
"Edit - SDTM variable. For example, the default "maximum length" for TSPARM in the
template is 80, but one may want to set it to a lower value, depending on what was used when
generating the TS.xpt dataset (in the case of use of SAS-XPT).

Do NOT add mappings however.

Also, add a link to where the TS.xpt file resides (or will reside) using the menu "Edit - Links
to external documents", e.g.:

-&'“%CjE NkSs 1o external documents x
IEI leafID Parent Element Parent QID title link
LEAF A-CRF AnnotatedCRF annotated CRF Ditempitest pdf -
LEAF SUPPDOCA SupplementalDoc Supplemental Document 1 |Dtempisuppdoct bd
LEAF.SUPPDOC2 SupplementalDoc Supplemental Document 2 |Ditempisuppdoc2 bd
LEAF.SUPPDOC CommentDef COM.VSVSTESTCD Supplemental Document 1 |Ditempisuppdoct bd
LEAF.SUPPDOC2 CommentDef COMWC.IT.BMI Supplemental Document 2 |Ditempi\suppdoc2 bd
LEAF.SUPPDOC2 CommentDef COMITWEIGHT Supplemental Document 2 |Ditempi\suppdoc2 bd .
Location.MyStudy. DM IltemGroupDef MyStudy:DM Dataset for DM DASDTM-ETLSASIDM xpt
Location. MyStudy. QS IltemGroupDef MyStudy:QS Dataset for QS DASDTM-ETLASASIQS xpt
Location.MyStudy. SV IltemGroupDef MyStudy:SV Dataset for SV DASDTM-ETLISASISY xpt
Location.MyStudy. PE IltemGroupDef MyStudy:PE Dataset for PE DASDTM-ETL\SAS\PE xpt
Location.MyStudy. AE ItemGroupDef MyStudy:AE Dataset for AE DASDTM-ETLISAS\WAE xpt Sl ey
Location.MyStudy. Vs ItemGroupDef MyStudy: Vs Dataset for Ve DASDTM-ETLISASWS.xpt
Location.TS ItemGroupDef MyStudy TS
LEAF.A-CRF ItemDef VS.VSORRES annotated CRF D:temptest.pdf
LEAF.A-CRF ItemDef ITHEIGHT annotated CRF D:\temp'test.pdf
LEAF.A-CRF Edit Link to external document X
4]
IE‘ leaf ID: Location.TS
Parent Element: ltemGroupDef
Parent OID My Study:TS
title: |Datasetfor 13 | —————
| limk: [DasDTM-ETLISASI TS Xp] | e

When now using the menu "File - Save cleaned define.xml", we come to:



Save clean Definescmnl ot

® Cleaning up the define.xml means that you can remove all definitions
that are not used (i.e. not referenced by other define.xml elements).
This ensures you that your define.xml is as compact as possible,
and does not contain definitions that are not used anyway.

Template SOTM Domains will be removed,
Only study-specific domains are retained.
Sticky Notes will be removed.

Subject Global Domain will be removed.

||:| Order dataset definitions alphabetically within each SDTM class

| Move non-standard SDTM Variables to SUPP--

||:| Remove SDTM Variables that do not have a mapping provided |
|

||F| Move Comment Variables to Comments (COV Domain

Now check the checkbox "Remove SDTM variables that do not have a mapping provided",
which will open a new dialog, allowing us to make exceptions:

title -

- The following is a list of Variables
= for which no mapping is provided.

If you want to retain some of these variables,

{for which there is no mapping) in the ‘cleaned’ define.xml anyway,
check the corresponding checkbox for that variable. _
[ ] MyStudy:DM - DNLINVID -
[ ] MyStudy:DM - DMLINVNAM

[ ] MyStudy:DM - DM.ETHNIC

[ | MyStudy:DM - DM.DMDTC

T Blas Ednn AR MEA MEANW

As "TS" was the last domain added, scroll down to the bottom:



Unmapped Variables >

L] The following is a list of Variables
for which no mapping is provided.

If you want to retain some of these variables,
-in the ‘cleaned’ define.xml anyway,
check the corresponding checkbox for that variable.

‘Required’ variables are colored red,
and 'Expected’ variables are colored blue.
[7 items]

[ MyStudy:VS - VS.VSTPTNUM

[ | MyStudy:V5 - VS.VSELTM

[ | MyStudy:VS - VS.VSTPTREF
MyStudy:TS - TS.TSSEQ

[ | MyStudy:TS - TS.TSGRPID

My Study:TS - TS.TSPARMCD
MyStudy:TS - TS.TSPARM

My Study:TS - TS.TSVAL

[ b

4]

OK

We see that the variables TSSEQ, TSPARMCD, TSPARM and TSVAL are already marked as
an exception for removal, as these are "required" variables. If we have also used TSGRPID
when generating the TS.xpt dataset, also check "MyStudy:TS - TS. TSGRPID":

] MyStudy:VS - VS.VSELTM
[] MyStudy:VS - VS.VSTPTREF
My Study:TS - TS.TSSEQ

v| My Study:TS - TS.TSGRPID
My Study:TS - TS.TSPARMCD
My Study:TS - TS.TSPARM
My Study:TS - TS.TSVAL

A1

OK

Remark that as of SDTMIG v.3.2, there are some additional variables such as TSVALNEF,
TSVALCD, TSVCDREF, TSVCDVER. The above screenshot is however still from a
SDTMIG v.3.2 study.

The further procedure is as described as above, and in the final "cleaned" define.xml file we
will find:



<ItemsroupDef Domain="TS5" IsReferencelata="Yes"™ Name="T5" OID="MyStudy:T5™

"o

Purpose="Tabulation™ Repeating="No" S5iSDatasetMams="TS"

def:ArchivelocationIl="Location_T5"

def:Class="Trial Design"
def:Structure="0ne record per T5_TS5PAEMCD":=

<Description>

<TranslatedText xml:lang="en">Trial Summary</TranslatedText>
=/Description>
<ItemBef TtemlID="STUDYID"
Mandatory="Yes™
MethodlID="IMP MyStudy:T5_34 STUDYID"
OrderHumber="1"
Fole="Identifier" />
“ItemBef TtemlID="DOMZTHN"™
Mandatory="Yes™
MethodlID="IMP MyStudy:T5_34 DOMRTHN"
OrderHumber="2"
Fole="Identifier" />
“ItemBef TtemlID="TS_TSSEQ"

Mandatory="Yes™

OrderHumber="3"
Fole="Identifier" />
“ItemBef TtemlIID="TS. TSGREID™
Hanﬂa::ry="Nnﬂ
OrderHumber="4"
Fole="Identifier" />
“ItemBef TtemlIID="TS.TSERRMCD"

Mandatory="Yes™

OrderHumber="5"
Fole="Identifier" />
“ItemBef TtemlID="TS5_TSPREM"
Mandatory="Yes™
OrderHumber="g"
BEole="Synonym fualifier™/=
“ItemBef TtemlID="TS_TSVAL"

S an
tory="Yes

OrderHumber="7"
Fole="Result fualifier™/=

“<def:leaf xmlns:xzlink="http:/ /wvww.w3_ org/l5%595%/x1link"™
Il="Location.T5"™
xlink:href="_ _35DTM-ETL\5A5\TS5 xpt"™=>

“<def:titlerDataset for TS5</def:title>
“/def:leaf>
</ ItemEroupDef>

and e.g.



“ItembDef e="text"
—mgm
ame="TSPARMCD"

="T5 . TSPARMCD™

ame="TSPARMCD" >

<Description>
“TranslatedText
</Description=
<CodelListRetf
</ ItemDef>
“<ItemDef e="text"
=m"4qg"
me="TSPARM"
="T5 . TSPARM™

g="en">Trial Summary Parameter

="CL.TSPARM" /=

ame="TSPARM">

<Description>
“TranslatedTlext
</Description>
</ ItemDef>
“<ItemDef e="text"
="30"
me="TS5VAL"
="T5 . TSVAL"

g="en">Trial Summary

me="TSVAL">

<Description>
“TranslatedTlext
</Description>
</ ItemDef>

Parameter

Short Name</TranslatedText>

</TranslatedTlext>

g="en">Parameter Value</TranslatedText>

Remark again that there is a separate feature for generating the Trial Design datasets
themselves, using the menu "Edit - Trial Design Dataset".

Differences with feature "Save define.xml for Batch

Execution”

In the "File" menu, one also find the entry "Save define.xml for Batch Execution":

Load ODM file

Create define.xml

Load Study define.xml
Load Template define.xml
Save define.xml

I-'ie| Edit View MNavigate Explore Insert Transform WValidate CDISC Library Options About

Save define.xmil for batch execution
Save cleaned define.xml

Crl-7

l/ Domains {itemGroups)

|| Domain Variable
“[om STUDYID
ms STUDYID

SE STUDYID

S STUDYID
EX STUDYID
“licm STUDYID

Get CDISC-CT

Generates a slimmed-down define.xml for batch execution.
This will generate a define xml without any unnecessary template domains,
Close Project | put retaining the "GLOBAL" dataset definition and any "sticky notes”, |
Exit You can use this slimmed-down define.xml for batch execution to generate SDTM/SEND datasets, |
or to continue working on a limited set of domains only, using the GLIL

You will not be able to add new domains, unless you merge with the template.

This is however something completely different ...

[l [ imnm

"Save define.xml for batch execution" will save a define.xml that is slimmed down, i.e. the



template domains ("ItemGroups" in the define.xml") will be removed, allowing faster
execution when running SDTM-ETL in "batch" execution mode. In principal, one could load
such a "slimmed down" also in SDTM-ETL in the GUI, but as the template domains are
missing, one will not be able to develop mappings than for the dataset definitions which one
already had.

For further details, see the tutorial "SDTM-ETL Light and running in batch execution mode".



