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Loading and inspecting the ODM Study Design S D M
After you have started the SDTM-ETL software, you will be L
prompted for the version of the CDISC ODM standard that your study

design is in:

ODM Version C—

? Select the ODM Version you want to work with
) ODM 1.2

3 0DM 1.3
(® (ODM 1.3.1

) ODM 1.3.1 + Study Design Model 1.0 (SDM-XML 1.0)

OK

You can choose between ODM 1.2, ODM 1.3, and ODM 1.3.1.

In case you have have also implemented the "Study Design Model in XML" extension in your study
design, choose the "ODM 1.3.1 + Study Design Model 1.0"

Users who have obtained the "OpenClinica version" will also see a choice between OpenClinica
version 3.0 and 3.1:

QDM Version >
? Select the ODM Version you want to work with
) ODM 1.2

) ODM 1.3 / OpenClinica 3.0

® ODM 1.3/ OpenClinica 3.1/3.2

) ODM 1.3.1

) ODM 1.3.1 + Study Design Model 1.0 {(SDM-XML 1.0}

OK

In our case, our study design has been written in ODM version 1.3.1.
Click OK to continue.

If your ODM file contains unsupported vendor extensions!, you will see another dialog, allowing to

ISDTM-ETL currently supports OpenClinica and Clinovo ClinCapture vendor extensions — the latter is a branching off
of OpenClinica



remove the unsupported vendor extension elements and attributes from the ODM file. For details,
please see the tutorial "Removing Vendor Extensions".

The following screen is now displayed (partial view):

e SOTM-ETL - version 4,1

File About
SDTM-ETL

The "About" menu gives you some basic information about the software, and allows you to read the
license conditions.

We can now start loading the ODM file. To do so, use the menu "File — Load ODM file":
% SDTM-ETL - version 4.1
File |
Load ODM file Cirl-Or

Load an QDM file

or just use CTRL-O.

A filechooser dialog is displayed, allowing to select the ODM file of your choice. In our case, we
select an ODM file with the internationalized "CES" study design:

2This is a study design originally developed by Dave Iberson-Hurst for demo purposes, and later extended by others.



' %= Open u

Look In: |7 ODM_1-3 - | |H| [T

A o—
| o—

o
oo

|j| CES_ClinicalData_simple_subject.xml
[} CES_Metadata_i18n.xml

D My Study_ClinicalData_only.xml

[} MyStudy_ODM_1_3.xml

|j| My Study_ODM_1_3_typed_ltemData.xml

File Name:; CES_Metadata_i18n.xml

Files of Type: |Selecta CDISC ODM File -

Open Cancel

As the file needs to be a valid ODM file, a validation step now follows. The following dialog is
displayed:



% CDISC ODM Validation E=REol™ >

Check CDISC ODM file

Selected file:
C:ASDTM-ETL_demo'ODM_1-3\CES_Metadata_i1&n.xml

| Ready || Cancel |

Click the "Check CDISC ODM file" to start validation.

During validation, you will be able to see the progress and interim error and warning messages (if
it's too bad, you can still interrupt the process). After a few seconds, a window with the results of
the validation is shown:

%= Results of checking ODM file CASDTM-ETL demo’ODM_1-3\C ES_MEE:data_ian.xm_

File

Results from checking the CDISC ODM Document

Checking ODM file CASDTM-ETL demolODM_1-3\CES Metadata_i18n.xml

Summary:

Results for conformity level 1:
Number of warnings : 0
Number of errors : 0

Number of fatal errors :

Results for conformity level 2:
Number of warnings : 0
Number of errors : 0

Number of fatal errors : 0

Everything went fine.

In case you have errors, you can save the report that is displayed on the screen to a text or to an
RTF file, or print the report. To do so, use the menu "File" followed by the action of what you want
to do:



%= Results of checking ODM file C:\SDTM—EIl_dEﬂn\ﬂDM_l—ﬂCES_Mehdata_ilﬂmmi‘
File

Print Strg-F
Save as textfile st0-= g the CDISC ODM Document
Save as RTF file Strg-R
Close Str

(=]

oy BDTM-ETL demolODM_1-2\CES Metadata i18n.xml

As everything went fine in our case, you can now close the window, and click "Ready" in the
"ODM Validation" dialog. The ODM file is loaded, and on the left side of the main screen, a tree
view of our study design is displayed. Also some more menus have become available:

% SDTM-ETL - version 2.0
File Edit View Mavigate Insert Transform

-3 oDM
o= [ Study

You can expand the tree by clicking on the symbol left of the "Study":

S SDTM-ETL - version 3.0 W —
File Edit View MNavigate Insert Transform
(] oDM

9 [ Study

o= [] GlobalVariables
o= [ BasicDefinitions

o= [ MetaDataVersion ; CDISC Example Study Metadata

Validate Options About

and e.g. then expand the branch for "MetaDataVersion". By expanding and collapsing tree nodes,

you can then always navigate to those parts of the study design that is of interest to you. For
example:



e SDTM-ETL - version 3.0

File Edit View HNavigate Insert Transform Validate Options About

[ oDM
9 [ Study
o [ GlobalVariables
o~ [] BasicDefinitions
9 [CJ MetaDataVersion : CDISC Example Study Metadata
9 [ Protacal
o= [ StudyEventDef : Baseline Visit
&[] StudyEventDef : Week 1 Visit
o= ] Description
o [ FormDef: Week 1 and 2 Form
9 [CJ FormDef: Laboratory
o [ Description
o= [] temGroupDef : Commaon
9 ] temGroupDef : Hematology
o~ [ Description
D] ltemDef : Laboratory Name
[y temDef : Laboratory ID
D] ltemDef : Accession Mumber
[y temDef: RBC Done
[} temDef : RBC
D ltemDef : RBC Mormal Range Lo
D ltemDef: RBC Normal Range Hi
[y ltemDef : WBC Done
[y temDef : WBC
D] ltemDef : WBC Mormal Range Lo
[y temDef : WBC Normal Range Hi

One sees that some of the "ItemDefs" have a cyan-colored background. These are items that have
been annotated in the ODM Study Design as being of importance to SDTM, using the "Alias"
mechanism, or using "SDSVarName" as an attribute on ItemDef. For those knowing ODM not very
well, these are two mechanisms for annotation ODM study design with SDTM information?. If you
hold the mouse over such an item, you obtain additional information about how the item can or
should be mapped to the SDTM. For example:

7 [ temGroupDef : Hematology
o= [ Description
|j| [temDief : Laboratory Mame

|__°“| [temDef: Laboratory ID
B ltemDef : Accession Mumbe ooy |_LE_NA.ME- Mame: Lﬂbﬂratﬂr_'f Mame

D ltemDef- RBC Done SOTM Variable Mame: LEMAM

Or in the case of "systolic blood pressure":

7 [ temGroupDef : Physical Exam
o= ] Description
o= ] ltemDef : Weight
o= ] ltemDef : Systolic BP
o= [ temDef : Diastolic BP
3 FormDef : Laboratory OID: 1_SYSBP - Mame: Systolic BP

StudyEventDef : Week 2 Visit | SDTM Yariable Name: VSORRES
StudyEventDef : Patient Diary § SDTM Alias: VSORRES where VSTESTCD=5YSBP

StudyEventDef : Adverse Eventl CDASH Allas: SYSBR

30f course the same applies to ,,SEND* information


http://xml4pharmaserver.com/XML4PharmaWiki/doku.php?id=annotating_odm_with_sdtm_and_cdash_information
http://xml4pharmaserver.com/XML4PharmaWiki/doku.php?id=annotating_odm_with_sdtm_and_cdash_information

where one sees that there is also a CDASH annotation.
Later, we will see that this can help the mapping process enormously.
Once the study design displayed as a tree, there is a lot of things we can already do.

As you might have noticed, each tree node is shown with the value of the "Name" attribute of the
corresponding ODM node. In some cases however, it can be very useful to see the tree node with its
identifier (which is the "OID" in ODM). To do so, use the menu "View — ODM tree with OIDs":

% SDTM-ETL - version 3.0 -’ - —

File 'U'iew| Havigate Options About

3 ODM
¢ [ Stud ODM tree with OIDs
o 3

Ll
ODM tems without "traffic lights'
¢ 3 _

which in our case leads to:

9 [ FormDef: F_LAB

o= [ Description

o= [ temGroupDef : IG_COMMON

¢ [ temGroupDef: IG_LB_HEMATOLOGY

o ] Description

[y temDef: |_LB_MNAME
[y temDef: I_LB_ID
[y temDef: |_LB_ACCESSION
[ temDef: |_LB_RBC_NOTDONE
[ temDef: |_LB_RBC
[y temDef: |_LB_RBC_LO
[ temDef: |_LB_RBC_HI
[y temDef: |_LB_WBC_NOTDONE
[y temDef: |_LB_WBC
[y temDef: |_LB_WBC_LO
[ temDef: |_LB_WBC_HI

One can then always go back to a tree view with the names of the nodes, by using the menu "View -
ODM tree with Names"

We can still ignore the menu "View — ODM tree without 'traffic lights', this will be of importance
once we have loaded an SDTM template.

When navigating through the tree view of our study design we will usually use the mouse, but some
people prefer using the keyboard. In this case, one can use arrow up and arrow down, page up and
page down to navigate to the top or to the bottom, arrow right and arrow left to expand / collapse a
tree node. One can also use one of the menu items from the "Navigate" menu to do the same.

A good number of items usually are reused many times in the study design. For example, the item
"Site Number" (OID I_SITE) is used in almost every form. If we want to find out in which ones an
item is used, use the menus "Navigate — Next Instance" and "Navigate — Previous Instance":



File Edit View [Navigate| insert Transform Validate CDISC Libran
=3 oDM Next node Down —
¢ [ Study Previous node Up
- GlUt.lEll"u" Collapse node Left
;— g ;aetill;[;‘ Expand node Right
o CJ Prot Mext Instance Ctrl-Page Down
3 Previous Instance Ctrl-Page Up
7 [| Select associated CodeList F2
Find SOTM Domain Alt-F
Find tree node by QID/IName F2
Find hot SDTM Candidate  F2

E| TranslatedText : [ko] : OO0
o ] ltemGroupDef : Common
o= [ Description
o= [ temDef : Site Mumber

If applied on the first instance of "Site Number", this will jump to the next occurrence of this item,
and when necessary, expand the full branch of the tree to make it visible. For example:

5 SDTM-ETL - version 3.0 —

File Edit View HNavigate Insert Transform Validate Options About

1 ODM

- 3 Study
o= [ GlobalvVariables

o= [] BasicDefinitions
o [ MetaDataVersion : CDISC Example Study Metadata
o 3 Protocol
o= [ StudyEventDef : Baseline Visit
o[ StudyEventDef : Week 1 Visit
o~ [ Description
9 [ FormDef: Week 1 and 2 Form
o= [ Description
¢ [ temGroupDef: Common
o~ [ Description
o= [ ltemDef : Site Mumber
o= [ ltemDef: Subject ID
[y temDef : Visit Date
[} temDef - Visit Time
E‘| Alias : Commaon ItemGroup Alias
o= [ temGroupDef: Physical Exam
9 [0 FormDef: Laboratory
o= ] Description
- [ temGroupDef: Commaon
o= [ Description
o [ ltemDef : Site Number
o= ] ltemDef: Subject D
[} temDef : Visit Date
[} temDef : Visit Time

which can also be achieved using the keyboard combination "CTRL — page down". Similarly, one



can navigate to the previous occurrence by using the menu "Navigate — Previous Instance", or use
"CTRL — Page up".

In many cases, this will be very useful, as in SDTM there are many occasions where there is a
structure "one record per ... per visit per subject", so we need to find out for which visits there may
be a record for the specific variable.

Some items in our study design have an associated codelist. This can easily be seen by selecting the
item, and then look into the ,,information bar* near the bottom of the screen. For example:

] NMEED . MEULdUuull Duse FIEyuency

D [temDef: Medication Start Date

D |ItemDef: Medication Continues

D ltemDef : Medication Stop Date

iCodeListOID="CL_NOYES" - DataType="integer” - Length="1" - Mandatory="Yes" - Name="Medication Continues" - OID="1_CM_CONTINUE S"

[N

L o—

stating CodeListOID="CL NOYES", but also displaying information like the data type of the item,
the length, whether it is a mandatory question in the form, and of course the OID.

In many cases, one will want to know the details of the associated codelist. This can be achieved by
using the menu "View — Item CodeList Details":

‘H‘iew| Navigate Insert Transform Validate Options About

QDM tree with Names
ODM tree with OIDs

ODM tems with “traffic lights'
ODM tems without “traffic lights'

ODM tree nodes with "graying out’ mapped nodes

ODM tree nodes without ‘graying out' mapped nodes
Recalculate ODM tree nodes usage in mapping (graying out)

Item Usage in Mappings
Item CodelList Details
QDM Clinical Data

The system will then expand the tree node for the associated node, and select and jump to it (even if
it was not visible before). In our case:



o= [ CodeList : Diary Day
% [J[codeList : No Yes
7 [ CodeListitern
7 [ Decode
D TranslatedText: Mo
|j| TranslatedText: Mon
|j| TranslatedText : Mein
|j| TranslatedText
7 [ CodeListitem
? [ Decode
|j| TranslatedText : Yes
D TranslatedText | Cui
D TranslatedText: Ja
|j| TranslatedText

Similarly, if one want to find all details about a specific item in the tree, one can use the menu
"View - All Item Details". This will generate a set of tables which is then displayed in a new
window. For example, for "Visit Date":

Details for ItemDef with OID I _VISIT
with Name "Visit Date'

Max. Characters
Data type |Mandatory? |Max. Length d::i';f]ral SASFieldName Mﬂm:i_]:i:;lfnnl
point
date Tes VISITDAT RFSTDTC
Question
Language | Description
en Visit Diate
fr Date de Visite
de Besuchsdatum
ko oooo

Alias: Synonyms in another context

Context | Synonym (name)

CDASH ||VISDAT

SDTM ||VSDTC

A very important feature of the software is that one can inspect (already) collected clinical data for
that item. This will also often give insight in how the item can be mapped to SDTM, especially in



the case the data is free text, and when the ODM study design was not annotated with SDTM
information.

In order to find collected clinical data for a specific item, select that item first, and then use the
menu "View — ODM Clinical Data":

=
= SDTM-ETL - version 30 W I

File Edit "n'"l!I'| Havigate Insert Transform Validate Options About

9 [=1 | ODM tree with Names
? [ ODM tree with OIDs

ODM tems with "traffic lights'
ODM Items without ‘traffic lights'

ODM tree nodes with "‘graying out’ mapped nodes
ODM tree nodes without "graying out' mapped nodes
Recalculate ODM tree nodes usage in mapping (graying out)

[tem Usage in Mappings
[tem CodeList Details
ODM Clinical Data

Mapping Completeness Report

A dialog is then displayed allowing the user to select a file with ODM clinical data, and to set the
scope for the search. For example, for "Visit Number", at least one occurrence per visit is expected,
so the checkbox "Generalize for all StudyEvents" is checked. Using the checkbox "also display
RepeatKeys", also the occurrence numbers will be displayed:

ViewClinical Data |

® File with ODM Clinical Data: |C:\SDTru1—ETL_demo\DDru1_1 -3\CES_ClinicalData_simple_subjectxml || Browse... |

[] Generalize for all ltems:
["] Generalize for all ltemGroups
Generalize for all Forms

Generalize for all StudyEvents
[] Limit Results to first Results
Also display RepeatKeys

® ODM uses non-typed ltemData _' ODM uses TYPED ltemData

| View ODM Clinical Data

For example, for the item "visit date" (OID I VISIT), the following table is then obtained:



® ODM uses non-typed ltemData _) ODM uses TYPED ltemData
View ODM Clinical Data

Subject StudyEvent Repeatkey Form Repeatkey ltemGroup Repeatkey Iltem Value
001 BASELINE F_BASELINE 1G_COMMON I_VISIT 2010-02-27
001 BASELINE F_CM 1 1G_COMMON |_VISIT 2010-02-27
001 BASELINE F_LAB 1G_COMMON I_VISIT 2010-02-27
001 WEEK_1 F_WEEK_1_2 1G_COMMON I_VISIT 2010-03-06
001 WEEK_1 F_LAB 1G_COMMON I_VISIT 2010-03-08
001 WEEK_2 F_WEEK_1_2 1G_COMMON I_VISIT 2010-03-13
001 WEEK_2 F_LAB 1G_COMMON I_VISIT 2010-03-13
001 DIARY 1 F_DIARY 1G_COMMON I_VISIT 2010-03-13
001 AE F_AE 1 1G_COMMON I_VISIT 2010-03-13
001 AE F_CM 1 1G_COMMON I_VISIT 2010-03-13

showing all visit dates that were registered using this item in any visit on any form.

Last but not least let us have a look at another feature for finding particular items in the study
design tree. For example, we need to retrieve the birth date of the subject for populating the SDTM
variable "BRTHDTC" in the demographics domain. However, we do not know where the
corresponding item occurs in the study design tree. We can start expanding and collapsing tree
nodes, but this is of course very inefficient. We can however do a textual search in the tree using the
menu "Navigate — Find tree node by OID/Name":

S SDTM-ETL - version 3.0 GG

File Edit View llmrigﬁtel Insert Transform Validate

¢ [ MetaDa| Next node Unten
¢ I Prot previous node Oben
739 Collapse node Links
: [ Expand node Rechts
o1 Hext Instance Strg-Bild ab
Previous Instance Strg-Bild auf

Select associated CodeList Fz
Find tree node by OID/Hame F2
Find hot SDTM Candidate  F=

A dialog is then displayed:

Find tree node by OID/Name S|

2| @ FindbyOID O Find by Name
0ID to find: | |
[ | Wholeword [ | Case sensitive

i Start from top ) Start from current selection

Find

OK

In our case, we guess that an Item about the birth date of will have the word "birth" in the Item
name, sO we use:



Find tree node by OID/Name

? ) Find by OID  ‘® Find by Name

Name tofind:  |birth|

[ ]Wholeword [ | Case sensitive
i Start from top O Start from current selection

Find

oK

and using the "Find" button, we immediately find:

¢ 3 FormDef : Baseline Visit Form
o= 3 Description

o= 3 temGroupDef; Common
¢ 3 temGroupDef: Demographics
o= 3 Description

[} temDef : Date of Birth

[} temDef: DM - Sex

D ltemnDef: DM - Race

[} Alias : DM
o= 3 temGroupDef: Smoking History
o= 3 ltemGroupDef: Drinking History
o ] ltemGroupDef: Physical Exam
o= 3 ltemGroupDef: XRay

.

o= [ temGroupDef: Complaints due to smoking

Find tree node by OID/Name =
) Findby OID  {® Find by Name
Nametofind:  |birth
[]Whole word [ ] Case sensitive
(® Start from top (_' Start from current selection
| Find |
o
i

even when that tree node was not visible before.

The menu "Navigate — Find hot SDTM Candidate" will be explained later when the first mappings

to SDTM are developed.



