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Different vendors developed not only different vendor extensions to the CDISC ODM standard, but
also use the ODM standard in different ways. For example, OpenClinica uses "one study per site"
with one version of the metadata for each "study", encompassing for (slight) differences of the
metadata per site.

Viedoc however sets up different "MetaDataVersion" instances within a single "Study" element in
the ODM in some cases, e.g. for covering protocol updates.

Working with Viedoc ODM files

SDTM-ETL however only accepts a single study and version of the metadata for developing and
executing the mappings. This means that in the case of Viedoc-ODM with different versions of the
metadata, these need to be merged into a single version, i.e. one single "MetaDataVersion" element
within the ODM file with metadata.

This tutorial explains how this is done in SDTM-ETL v.4.0.

Working with ODM Viedoc files using the .,Viedoc* of SDTM-ETL

Different customers have different EDC systems or different ODM exports available from different
EDC systems. Therefore, we developed extensions to SDTM-ETL covering peculiarities for
Medidata Rave, OpenClinica/ClinCapture and Viedoc. Each customer can then choose which of
these must be supported in his/her instance of the software.

In the following example, we demonstrate the use of Viedoc-ODM for a customer who wanted to
have support for as well OpenClinica 3.0 and 3.1, as for Viedoc v.4.

With this special version, one of the first dialogs that is displayed is:

QDM Version pod
? Select the ODM Version you want to work with
) ODM1.2
) ODM 1.3
® ODM 1.3.1

_) ODM 1.3 | OpenClinica 3.0
) ODM 1.3 | OpenClinica 3.1/3.2
' ODM 1.3 | Viedoc 4

OK

allowing you to choose with which ODM version you want to work. The OpenClinica ODM
exports that are supported here are ODM 1.3 from OpenClinica 3.0, and ODM 1.3 from


https://www.cdisc.org/standards/data-exchange/odm
https://www.cdisc.org/standards/data-exchange/odm
https://www.viedoc.com/

OpenClinica 3.1, as well as Viedoc version 4 ODM exports.
In our case, we select "ODM 1.3 / Viedoc 4".

QDM Version pd

? Select the ODM Version you want to work with
) ODM1.2

) ODM 1.3

) ODM 1.3.1

() ODM 1.3 / OpenClinica 3.0

) ODM 1.3 / OpenClinica 3.1/3.2
@ ODM 1.3 / Viedoc 4

OK

This will then load the ODM file that was generated by Viedoc v.4 with extensions.
We can then start opening ODM files, in this case a Viedoc ODM file:
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Fie| Edit View MNavigate Insert Transform Validate

Load ODM file Ctrl-O

Create define.xm Cirlk
~ |Load an ODM file |
Load Study definexmm -0

Load Template define.xml Cil-G
Save define.xml Ctrl-5
Save cleaned define.xml| Ctl-Z
Get CDISCCT

Close Project Crl-W
Exit Chrl-Q

for example:



%= Open >

| O—
| O—

oo
(=]=]

Look In: |- Testfiles_Viedoc - | || [T

[} DEMO_data_Viedoc_odm.xm|

File Name: DEMO_data_Viedoc_odm.xml

Files of Type: |All Files -

Open Cancel

After clicking "Open", the following dialog appears:

Femove Vendor Extensions pod

Cr ] The QDM file seems to contain some vendor extensions.
= The system will remove these now.

Please provide a file name and path

where the new ODM file without extensions will be stored

Browse...

Remove vendor extensions

OK Cancel

The Viedoc ODM file contains a Viedoc-specific vendor extensions, which all are administrative,
and that we cannot use for the mapping, so these will be removed. We then need to provide a file
name for the ODM file that will be generated. For example:



= Open et

Look In: |7 Testfiles_Viedoc | |@| [T |86]|8=

[} DEMO_data_Viedoc_odm.xml

File Name: DEMD_data_‘u’iednc_ndm_extensinns_remwed.xmﬂ

Files of Type: |All Files -
Open Cancel

When one want to later continue with developing the mappings to SDTM, one can then start from
the file without the Viedoc-specific extensions.

After clicking "Open", one can then start the removal of the extensions by clicking "Removing
vendor extensions":

Remowve Vendor Extensions

>
- The ODM file seems to contain some vendor extensions.
= The system will remove these now.
Please provide a file name and path
where the new ODM file without extensions will be stored
SOTM-ETLTestfiles_Viedoc\DEMO_data_Viedoc_odm_extensions_remaoved.xml Browse...
Remove vendor extensions
OK Cancel
leading to, after about one minute:
Remove Vendor Extensions pod
[—]
Meszage

=

A file: CIVSDTM-ETL\Testfiles_Viedoc\DEMO_data_Viedoc_odm_extensions_removed.xml
without vendor extensions has been generated and will be loaded M

OK

OK Cancel

Clicking "OK" twice then leads to the following dialog:



Warning *

- This ODM file contains a single Study with different versions of the metadata.
The system can try to combine them into a single study with a single metadata version.

Should the system try to combine these metadata versions?

Yes No

It might be that we only want to work with a single version of the metadata from the ODM file. In
that case, "No" must be clicked, after which the system asks us which version of the metadata must
be used:

Message >

@ The ODM File contains 41 MetaDataVersion elements.
The system will now allow you to select a MetaDataVersion,
and execute all 'Include’ statements in the same file,
and then write the result to a new File.
This file will then be further used as input file for SDTM-ETL

OK
followed by:
QDM Include Executor: QDM Input & Output Files X
E ODM Input File
|C:‘.SDTM—ETL‘.TestﬂIes_Viednc‘.DEMG_data_Vied0I:_odm_extensinns_remnved.xml || Browse ... ‘
0ODM Qutput File
|C:‘.SDTM—ETL\.Testﬂles_Viednc‘.DEI'u10_data_‘-fied0c_odm_extensiUns_remnued_ﬂrst_rﬂ‘uixml || Browse ... ‘

where we provide a file name and path for the ODM Output File, where we want to store the ODM
file only containing our selected version of the metadata. After clicking "OK", the following dialog
appears:




Select a MetaDataVersion/Study combination >

- Following MetaDataVersion/Study combinations were found
Please select the one you would like to implement
Entries in blue have an 'Include’ statement

MetaDataVersion OID Study OID

1.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
2.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
3.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
4.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
7.0 Oab7b6af-a479-41d0-800f-7837756285e4 |=
) 8.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
9.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
1 10.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 11.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
12,0 Dab7b6af-a479-41d0-899f 78377562854 | |
) 13.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 14.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 16.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
1 17.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 18.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 19.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 21.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 22.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 23.0 Oab7b6af-a479-41d0-8991-7837756285¢e4
) 24.0 Oab7bGaf-a479-41d0-899f- 78377562854 |«
OK

Listing all the versions of the metadata found in this file. If we e.g. only want to use the last (latest)
one, we select it and then click "OK":

411 Oab7bGaf-ad79-41d0-890f-FB37756285e4 |=
421 Oab7btaf-ad79-41d0-899f- 7377562854
) 43.0 Oab7btaf-ad79-41d0-899f- 7377562854
i 44,0 Oab7btaf-ad79-41d0-899f- 7377562854

() GEN_CODELISTS 0ab7b6af-a479-41d0-8991-7837756285e4

OK

Remark that verion "GEN_CODELISTS" only contains codelists, so is not of use for us.



After clicking "OK", we get:

Message *

@ Result of "Include’ Execution written to file:
CASDTM-ETL\ Testfiles_Viedoc\DEMO_data_Viedoc_odm_extensions_removed_first_MV.xml

OK

followed by the usual "Validation" dialog:

%= CDISC ODM Validation — O et

Check CDISC ODM file

Selected file:
DEMO_data_Viedoc_odm_extensions_removed_first_MWV.oml

Ready Cancel

In case however we do NOT want to use a single version of the metadata from the many, but want
to merge all versions of the metadata into a single one, we need to click "Yes" in the dialog asking
us whether to select one version of the metadata or to merge them all into a single one:

Warning >

- This ODM file contains a single Study with different versions of the metadata.
= The system can try to combine them into a single study with a single metadata version.

Should the system try to combine these metadata versions?

Yes No

After clicking "Yes", we get:



Merge ODM 1.3.x file with different versions of the metadata >

IE' ODM 1.3.x input file with MetaData/AdminData

‘C:\SDTr-p1—ETL1.TestﬂIes_Viedm:\.DEMO_data_Viednc_ndm_extensinns_remoued.xml || Browse... ‘

ODM 1.3.x output file - Input file for SDTM-ETL

‘C:\SDTM—ETL\.TestﬂIes_Viedou:*.DEMO_data_Viedm:_ndm_extensinns_remoued_MVs_mergedeml || Browse... ‘

‘ Start conversion ‘

| ok || Cancel|

where we provide a file name and path under "ODM 1.3.x output file" for the file with a single,
merged version of the metadata. We then need to click "Start conversion":

Merge ODM 1.3.x file with different versions of the metadata H

IEI ODM 1.3.x input file with MetaData/AdminData

|C:18DTI'-;1—ETL1TEstﬂles_\fiedncﬁ.DEMG_data_‘-fiednc_ndm_extensiuns_remnved.xrnl || Browse... |

0ODM 1.3.x output file - Input file for SDTM-ETL

|C:ESDTrﬂ—ETL\Testﬁles_Viedm:‘.DEMO_data_Viednu:_ndm_ex‘[ensions_remnved_MVs_merged.xmI || Browse... |

| Start conversion |

| ok || Cancei‘

Depending on the size and number of metadata versions, the conversion can take up to a minute.
When finished, a message is displayed:

Message *

@ Conversion finalized

OK

Clicking "OK" twice then leads to the usual "Validation" dialog:



"= CDISC ODM Validation — O *

Check CDISC ODM file

Selected file:
DEMO_data_Viedoc_odm_extensions_removed _MVs_merged.xmli
In this case, the result of the validation is:

%= Results of checking ODM file CASDTM-ETLY Testfiles_Viedoc\DEMO_data_Viedoc_odm_extensions_removed_MVs_merged.xml

File

Results from checking the CDISC ODM Document
Checking ODM file C:\SDTM-ETL\Testfiles_Viedoc\DEMO_data_Viedoc_odm_extensions_removed_MVs_merged.xml

Level 1 ERROR The content of element "Question’ is not complete.
At least one of the following is expected:
- TranslatedText

Level 1 ERROR The content of element "Question’ is not complete.
At least one of the following is expected:
- TranslatedText

Level 1 ERROR The content of element "Question’ is not complete.
At least one of the following is expected:
- TranslatedText

Level 1 ERROR The content of element "Question’ is not complete.
At least one of the following is expected:
- TranslatedText

Level 1 ERROR The content of element "Question’ is not complete.
At least one of the following is expected:
- TranslatedText

stating that for some "Question" (under "ItemDef") elements, the mandatory "TranslatedText"
element is missing. This is however a minor discrepancy with the CDISC ODM standard, so we
decide to continue loading anyway:



QDM not conform pod

& DDM file is not conform !
Please correct errors in the QDM file first
QDM file will not be loaded

Load QDM file anyway

OK

The ODM tree is then generated, e.g. looking like:
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File Edit WView Navigate Insert Transform Validate CDISC Library Options About
3 oDM
o [ Study

o= [ GlobalVariables
o= [ BasicDefinitions
9 [ MetaDataVersion : 01 merged with other MetaDataVersion ...
7 [ Protocol
o= [ StudyEventDef : Study start
9 [ StudyEventDef : Screening
o= [ FormDef : Informed Consent
o= [ FormDef : Study Inclusion Criteria
o= [ FormDef : Study Exclusion Criteria
o [ FormDef : Amsel Criteria
o= [ ltemGroupDef : AMG1
o= [ temGroupDef: AMG2
o= [ FormDef : Nugent Score
o [ FormDef : Demographics
7 [ temGroupDef: DMG3
7 [ temDef: DM_AGE
9 [ Question
|_j TranslatedText : [en] : Age
7 [ temDef: DM_SEX
9 [ Question
E‘| TranslatedText : [en] : Gender
o= [ ltemDef: DM3_Copy

And one can start developing the mappings after selection of an SDTM-IG or SEND-IG version.

The next time, we do not need to repeat the whole procedure, we can just start from the file
"DEMO_ data Viedoc odm extensions removed MVs merged.xml".

When then later executing the mappings on real clinical data, the system will not check for the
version of the metadata in the "ClinicalData" section of the ODM file with the captured clinical
data, so there is no need to merge clinical data for different subjects having had different versions of
the metadata into a single one.

Remark that the Viedoc vendor extensions were not used in this tutorial. If you would like to use
them, please let us now, and we will be happy to extend the software for that use case.



