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Working with Viedoc ODM files

Table of contents

TaDLE OF CONTENES ..ottt ettt et ettt et s et e bt et e sae e bt entesneenbeeneesaeenee 1
INEEOAUCTION ...ttt ettt et e b e et e e bt e eab e e bt e eab e e st e enbeenseesnbeenseesaseenseennne 1
Working with ODM Viedoc files using the "Viedoc" version of SDTM-ETL........cccccovviiininnennnn. 1
A. Removing Viedoc-specific "vendor eXtensions" ...........ccueevuieriieiienieeiiesie et 3
B. Working with a single "MetaDataVersion"............cccocveriierienieeniienieeieeeveesieesveeseesneesseeseneens 5
C. Merging "MetaDataVersiOns".........ccoeeieriirieriinienieetesie sttt ettt ettt sbe et st sae e saeens 8
D. MedDRA and WHODIUZ COAING.......cueeriiiiiiiiieiieeieeiieeieeiee e eieeeteeveessveesaeeeaeesseessneenneas 13
USE Of VIEdOC EXLENSIONS ....cuviiiiiiiieiie ettt ettt ettt ettt et e et e e bt e et e ebeesnteenbeeenseeneeas 15
Introduction

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 between sites.

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

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.4.5.

Working with ODM Viedoc files using the "Viedoc" ver-
sion 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.


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

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

QDM Yersion pod
? Select the ODM Version you want to work with
) ODM 1.2
) ODM 1.3
® ODM 1.3.1

i) ODM 1.3 / OpenClinica 3.0
' ODM 1.3 | OpenClinica 3.1/3.2
i3 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
OpenClinica 3.1, as well as Viedoc version 4 ODM exports.

In our case, we select "ODM 1.3 / Viedoc 4".

ODM Version >
? Select the ODM Version you want to work with
) ODM 1.2
) ODM 1.3
) ODM 1.3.1

i) ODM 1.3 / OpenClinica 3.0
' ODM 1.3 | OpenClinica 3.1/3.2
(@ {ODM 1.3 | Viedoc 4

OK

This will then allow to 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:



e SOTM-ETL - version 4.0

Fle Edit View Navigate Insert Transform Validate
Load ODM file Cirl-Or

Create define.xm Ctrlb,
~ |Load an QDOM file
Load Study definexmm -0

Load Template define.xml Ctl-G

Save define.xml Cirl-5
Save cleaned define.xml Ctl-Z
Get CDISCCT
Close Project Ctrl-W
Exit Cirl-0
for example:
%= Open *
Look In: |7 Testfiles_Viedoc | || [T |86 8=
[} DEMO_data_Viedoc_odm.xmi
File Name; DEMO_data_Viedoc_odm.xml
Files of Type: |All Files -
Open Cancel

A. Removing Viedoc-specific "vendor extensions"

After clicking "Open", the following dialog appears:



Remowve Vendor Extensions ot

-~ 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

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:

e Open o

| O—
| O—

Look In: |- Testfiles_Viedoc | || [T

oo
oo

[ DEMO_data_Viedoc_odm.xml

File Name; DEr-a1G_data_‘-fiednn:_ndm_e;densinns_remnued.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 starts the removal of the extensions by clicking "Removing vendor
extensions":

Rermowve Vendor Extensions hod

- 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-ETL\Testfiles_Viedoc\DEMO _data_Viedoc_odm_extensions_removed.xml| Browse...

Remove vendor extensions

OK Cancel




leading to, after about one minute:

-]
o
m

e

[l

Message >

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

OK

0K 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

B. Working with a single "MetaDataVersion™

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

Meszage >

@ 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:
ODM Include Executor: QDM Input & Output Files X
E ODM Input File
|C:1.SDTM—ETL‘.TestﬂIes_ViedGI:W.DEI'-m_data_Viednc_ndm_extensinns_removed.xml || Browse ... |

QDM Output File
|C:1.S DTM-ETL\Testfiles_Viedoc\DEMO_data_Viedoc_odm_extensions_remaove d_ﬂrst_r-.Mme || 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 >

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

MetaDataVersion QID  Study QID

1.0 Oab7b6af-a479-41d0-899f-7837756285e4
2.0 Oab7b6af-a479-41d0-899f-7837756285e4
3.0 Oab7b6af-a479-41d0-899f-7837756285e4
4.0 Oab7b6af-a479-41d0-899f 7837756285e4
7.0 Oab7b6af-a479-41d0-890f 78377562854 |=
8.0 Oab7b6af-a479-41d0-899f 7837756285e4
9.0 Oab7b6af-a479-41d0-899f 7837756285e4
 10.0 Oab7b6af-a479-41d0-899f 7837756285e4
1.0 Oab7b6af-a479-41d0-899f 7837756285e4
12,0 Oab7b6af-a479-41d0-899f.7837756285e4 | |
1 13.0 Oab7b6af-a479-41d0-899f 7837756285e4
1 14.0 Oab7b6af-a479-41d0-B991-7837756285e4
1 16.0 Oab7b6af-a479-41d0-B991-7837756285e4
1 17.0 Oab7b6af-a479-41d0-B991-7837756285e4
' 18.0 Oab7b6af-a479-41d0-B991-7837756285e4
) 19.0 Oab7b6af-a479-41d0-8991-7837756285e4
' 21.0 Oab7b6af-a479-41d0-8991-7837756285e4
) 22.0 Oab7b6af-a479-41d0-8991-7837756285e4
) 23.0 Oab7b6af-a479-41d0-8991-7837756285e4
) 24.0 Oab7b6af-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 first
(earliest) one, we select it and then click "OK":



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
2.0
) 3.0
4.0
7.0
) 8.0
9.0
2 10.0
1.0
12,0
1 13.0
1 14.0
1 16.0
1 17.0
1 18.0
1 19.0
1 21.0
1 22.0
1 23.0
1 24.0

OabTbGaf-ad479-41d0-899f-7R3T77T56285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7bGaf-ad479-41d0-899f-FB37756285e4
Oab7btaf-ad79-41d0-899f-7837756285e4
Oab7btaf-ad79-41d0-899f-7837756285e4
Oab7btaf-ad79-41d0-899f-7837756285e4
Oab7btaf-ad79-41d0-899f-7837756285e4
Oab7btaf-ad79-41d0-899f-7837756285e4
Oab7bGaf-ad79-41d0-899f-7B37756285e4
Oab7bGaf-ad79-41d0-899f-7B37756285e4
Oab7bGaf-ad79-41d0-899f-7B37756285e4
Oab7bGaf-ad79-41d0-899f-7B37756285e4

1]

OK

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

moment.
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

followed by the usual "Validation" dialog:

OK

et



5= CDISC ODM Validation - O et

Check CDISC ODM file

Selected file:
DEMO_data_Viedoc_odm_extensions_removed_first_MWV.xml

Cancel

C. Merging "MetaDataVersions"

Viedoc has a rather "special" way of using "MetaDataVersion" of ODM, resulting in that the clinical
data of the study is spread over different "MetaDataVersion"-s!.

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 X

L] 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:

I This probably is related with the way how studies are developed in Viedoc.



File selection *

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

|D:1.SDTM—ETL\.Tes'rﬁIes_‘-fiedoc:‘.DEru10_data_Vied0c:_odm_extensinns_remwed.xml || Browse... ‘

ODM 1.3.x output file - Input file for SDTM-ETL {metadata only)

|D:".SDTI'v1—ETL\.Tesﬂ'|IeS_Vied0c".DEMO_data_ViedUc_odm_extensions_removed_l‘ﬂ\fs_merged.xml || Browse... ‘

Also try to combine the clinical data (when present) into a single Study and MetaDataVersion,
and reorganize the data per distinct subject

ODM 1.3.x output file with the reorganized clinical data

Browse...

[] use "Association’ element for adding MedDRA, WHODrug, ... coding

| 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 usually however also want to merge the "ClinicalData" into a single "MetaDataVersion", and
take care that all the subject data is reorganized in such a way that there is only one "SubjectData"
element per distinct subject. We then also check "Also try to combine clinical data ..." and provide
a file where the reorganized clinical data will be written to:

File selection >

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

|D:\.SDTM—ETL\.TestﬁIes_Viedoc".DEr-ﬂO_data_‘-iiedUc_odm_extensions_remoued.xml || Browse... |

ODM 1.3.x output file - Input file for SDTM-ETL {metadata only)

|D:\.SDTM—ETL\.TestﬁIes_Viedoc".DEr-ﬂO_data_‘-iiedUc_odm_extensions_remoued_l'ﬂ\.fs_merged.xml || Browse... |

Also try to combine the clinical data (when present) into a single Study and MetaDataVersion,
and reorganize the data per distinct subject

QDM 1.3.x output file with the reorganized clinical data

“TL\Te stﬂIes_‘-.fiednc\DEMO_data_Viednc_ndm_ex‘[ensions_remnwed_MVs_merged_clinicaldata.xml| Browse...

[ ] Use "Association’ element for adding MedDRA, WHODrug, ... coding

| ok H C.ancel|

We will explain the use of the "Use 'Association' element ..." in a separate section.

We then need to click "Start conversion", a new dialog is displayed:



Selection of metadata versions oy

,fi Please select individual single versions of the metadata,

or a range of versions of the metadata (using SHIFT and CTRL),
that you would like to include for generating a single metadata version from them.
If you do not select any metadata version, all versions will be included for merging.
1.0 ||
2.0

3.0
4.0
7.0
8.0
9.0
10.0
11.0
12.0

\l

[ | Check changes of English gquestion texts

OK

Asking us which "MetaDataVersion's should be included. If we do not select anything, the system
will merge all MetaDataVersions.

If you don't trust that the question texts on the eCRF items have been the same between the
metadata-versions, also check the checkbox "Check changes of English question texts". This will
then compare all datapoint definitions ("ItemDef" in ODM) with the same OID identifier, and

compare the values of the text of the "Question/TranslatedText" content. If it find any differences
between them, it will report on them?.

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

Message x
s
'd) Conversion finalized
QK

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

2 If the question text has changed between "MetaDataVersion's, this means that it is potentially

dangerous to merge these, as the meaning of a data point may be different, depending on the
"MetaDataVersion".



"= CDISC ODM Validation — | *

Check CDISC ODM file

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

%= Results of checking ODM file CASDTM-ETL\ 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 "Guestion’ is not complete.
At least one of the following is expected:
- TranslatedText

Level 1 ERROR The content of element "GQuestion’ 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 "Translated Text"
element is missing. This is however a minor discrepancy (Viedoc non-compliance) with the CDISC
ODM standard, so we decide to continue loading anyway:



QDM not conform pod

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

Load ODM file anyway

OK

The ODM tree is then generated, e.g. looking like:

e SOTM-ETL - version 4.0

File Edit WView Navigate Insert Transform Validate CDISC Library Options About
3 oDM
o [ Study

o= [] GlobalVariables
o= [ BasicDefinitions
7 [ 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
7 [ FormDef : Amsel Criteria
o= ] temGroupDef: AMGA
o= ] temGroupDef: AMG2
o= [ FormDef: Mugent Score
9 [ FormDef : Demographics
9 [ temGroupDef: DMG3
o] ltemDef: DM_AGE
7 ] Question
|j| TranslatedTex : [en] : Age
9 [ temDef: DM_SEX
o [ Question
|j| TranslatedText : [en] : Gender
o= [ temDef: DM3_Copyi

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 real need to merge clinical data for different subjects having had different
versions of the metadata into a single one. It may however lead to SDTM datasets in which the data

is not grouped per subject. So, using the file with the (also) merged "ClinicalData" usually has
advantages.



D. MedDRA and WHODrug coding

Viedoc has, in its ODM export, a somewhat special way of providing MedDRA and WHODrug
coding for collected data points.

Most EDC vendors, when having support for such coding anyway, treat the codings as just normal
data points (ItemDef - ItemData) which can however only be added by people with a specific role
("coders"). Viedoc however uses the "Association" elements of ODM to add the codings (MedDRA
or WHODrug) to indidual data points. This is very well explained in the Viedoc document "Medical

coding in ODM export".

For example:

510n0I0="GEN_CODELISTS">

<Annotatiocn SegNum='
<Comment>Vitamin B complex</Comment>

<Flag>
<FlagValus CodeList0ID="CL ANNOTATION TYPE">MedicalCoding</FlagValue>
</Flag>
<Flag>
<FlagValue CodelListQID="C L_DICT_TLP@EIE;V@luE}
</Flag>
<Flag>
<FlagValus Codelist0ID="CL CODING SCOPE">35016</FlagValus>
</Flag>
<Flag>
<FlagValue CodeListOID="CL_CODE_SEQ NO">1</FlagValue>
</Flag>
<Flag>
<FlagValue CodeListOID="CL_WHODRUG_WHODRUG_GLOBAL C3_SEPTEMBER 1 2021 "/ FlagValue>
<FlagType CodeListOID="CL_WHODRUG_PROP">DrugCode</FlagType>
</Flag>
<Flag>

<FlagValue Codelis
<Flaglype CodeListOl

</Flag>

<Flag>
<FlagValue Codelist0ID="CL_WHODEUG WHODRUG GLOBAL C3 SEPTEMBER 1 _2021":</FlagValue>
<FlagType CodsListOID="CL WHODRUG_PROP">NameSpecifier</Flaglype>

</Flag>

<Flag>
<FlagValue CodeListOID="CL_WHODRUG_WHODRUG GLOBAL C3_SEFTEMBER 1 2021"-N</FlagValus>
<FlagType CodsListOID="CL_WHODRUG_PROP">OldForm</Flaglype:

</Flag>

<Flag>
<FlagValue CodelistO
<FlagType CodeListOIL:

"CL_WHODRUG_WHODRIG_GLOBAL_C3_SEPTEMBER_1_2021">Vitamins</FlagValue>
CL_WHODRUG_FROP">DrugName</FlagType >

D="CL_WHODRUG_WHODRUG_GLOBAL C3_SEPTEMEER 1_2021" />
="CL_WHODRUG_FROP">Ingredients</FlagType>

</Flag>
<Flag>
<FlagValue CodelistOID="CL WHODRUG WHODBUG.GLOBAL C3 SEFTEMBER 1 2021">All VITAMINSK/FlagValue>
<Flaglype CodeListOID="CL WHODRUG_PRO /FlagType> Z
</Flag>
<Flams

Stating the WHODrug coding for the datapoint of subject "01-057" with StudyEventOID "CM" and
StudyEventRepeatKey "3", FormOID "CM", FormRepeatKey "1$CM", ItemGroup "CMG1" and
Item "CMTRT" (i.e. uniquely defining the datapoint), with the WHODrug code "90003601001" and
name "Vitamins" for which the ATC code is "A11".

This mechanism is, as it is Viedoc-specific, however not supported by SDTM-ETL.

There is however the possibility to automatically add the coding values to the ItemGroup that also
contains the reference datapoint in the clinical data during the step that generates a single
MetaDataVersion:


https://help.viedoc.net/l/310270/en/
https://help.viedoc.net/l/310270/en/
https://help.viedoc.net/l/310270/en/
https://help.viedoc.net/l/310270/en/

File selection *

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

|D:15DTM—ETL\.T:-:-stﬁles_Viednc‘.DEMG_data_‘-fiednc_odm_eﬂensions_remnued.xml H Browse... |

0ODM 1.3.x output file - Input file for SDTM-ETL (metadata only)

|D:15DTM—ETL\.Testﬁles_\iiedncﬁ.DEMG_data_Viednc_odm_extensions_remnued_r-.Ws_merged.xml ‘ | Browse... |

Also try to combine the clinical data (when present) into a single Study and MetaDataVersion,
and recrganize the data per distinct subject

0ODM 1.3.x output file with the reorganized clinical data

|ETL1.Te stfiles_Viedocd\DEM O_data_‘-fied0c:_odm_extensi0ns_remoued_rm.fs_merged_clinicaldata.xml‘ | Browse...

'l Use "Association’ element for adding MedDRA, WHODrug, ... coding )

| ok H szcel.‘

When checking the checkbox "Use 'Association' element for adding MedDRA, WHODrug ...
coding", an additional instruction is displayed:

Message >

@ In the next step, do not forget to also select the GEN_CODELISTS metadata versions,
as this is necessary to generate the metadata for the coding items to be added.

OK

When one then continues, and ensures the MetaDataVersion "GEN_CODELISTS" is included (this
is always the case when one selects none of the MetaDataVersions", as that means "include all", the
final result in the ODM file will e.g. be:



'<Stu::1§;Eve ntla tm udyEventRepeatkey="3":
E <AuditRecord: i 2xaF="U5R.77/66" »< /UserRef>
<LocationRef LocationOID="L0C.14117"></LocationRef>
<DateTimeStamp>2023-01-05T08:06:23.8952</DateTimeStcamp>
<ReasonForChange>Revision applied</ReascnForChange>

ormRepeatkey="15CM">

<AuditRe r TR »</UaerBef>
<LocationRef Location0ID="L0C.14117"></LocationRef>

<DatelimeStamp>2022-10-11T11:32:42.7532</DateTimeStamp>
- </BuditRecord>

= <ItemGroupData Itarr.GrcupCI><Item3ata)c:u.ble ItemlID="CMSPID" AnditRscordID="AR.64332074">3</ItemDatalouble>
<ItemDataString ItemlID=" TRT" RuditRecordID="AR.64685722">Vitanin B complex</ItemDataString>

<ItemDataString ItemlID="DrugCode">90003601001</ItemDatasString>
<ItemDataString ItemlID="CountryName">Not i mDataString>

<ItemDataString Itemd Tughame">Vitamins</ItemDataString>
<ItemDataString ItemdR="ATCCodes">»All VITAMINS</ItemDataString:>
<ItemDataString O I0=" TIC »R=; ltemDataString>
<ItemDataString ="Ingredients">nnll</TtemDataString
<ItemDataString ItemdIl="MedProdId">49763</ItemDataString>
<ItemDataString ="PharmForm">Unspecified</ItemDataString>
<ItemDataString ItemlID="0ldForm">N</ItemDataString:
<ItemDataString ="MAH" >None</ItemDataString>
<ItemDataString ItemlID="NameSpecifier">null</ItemDataString>
<ItemDataString ="Preferrediame" >*Vitamins</ItemDataString>
<ItemDataString ItemlID="CountryCode">N/A</ItemDataString>
<ItemDataString ="PreferredCode">90003601001</ItemDataString>
<ItemDataString ItemlID="Strength">Unspecified</ItemDataString>

- </ItemGroupData

= <ItemGroupData ItemGrouplID="CMG3"><ItemDatalnteger ItemlID="CMONGO" AuditRecordID="AR.64332073">1</ItemDatalnteger:
<ItemDataPartialDate ItemOID="CMSTDAT" AuditRecordID="AR.64332073">2022-05</ItemDataPartialDate>

+ «</ItemzroupData>

= <ItemsroupData ItemGrouplID="CMG4"><ItemDatalnteger It=mlIIC="CMDOSFRQ" RuditRecordIl="AR.64332073">9</ItemDatalnteger>
<ItemDatalnteger ItemdIC="CMDOSU" AuditRecordID="AR.64685724">17</ItemDatalnteger>
<ItemDatalouble ItemQID="CMDSTX" AuditRecordID="AR.64685723">1</ItemDataDouble>
<ItemDatalnteger ItemlID="CMROUTE" AuditRecordID="AR.64332073">12</ItemDatalnteger>

- </ItemGroupData

= <ItemGroupData ItemGrouplID="CMG5"><ItemDatalnteger ItemOID="CMINDC" RuditRecordIl="AR.64332073">4</ItemDatalnteger>
<ItemDataString ItemlID="CMOTH" RuditRecordIl="AR.64332073">by own choice. Not on doctors prescription.</ItemDataString>

- </ItemGroupData

- </FormDatax>

< /3tudyEventDatas>

or for an adverse event:

EkItemGrcupData ItemzrouplID="AEG1" >
<ItemDatalnteger ItemOID="AESI" ZuditRecordIDl="AR.56110903">2</ItemDatalnteger:

<ItemDatalouble
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString
<ItemDataString

F</ItembroupData>

ItemdID="AESPFID" AuditRecordID="AR.36110304">3</ItemDataloubles

ItemlID="AETEEM" ZuditRecordIl="AR.56110903">Increased transaminases</ItemDataString>

ItemOID="hlt name":>Liwver function analyses</ItemDataString>
ItemDID="11t code":»10054889</ItemDatastring

ItemOIl="hlt code">»>10024689</ItemDataString>

ItemOID="pt soc code">10022891</ItemDataString>
ItemlIl="scc_code"»10022891</ItemDatadtring

Item0Il="hlgt code">10019809</ItemDataString>

ItemOIl="11t name">Transaminases increased</ItemDataString>
ItemlID="hlgt name"->Hepatobiliary investigations</ItemDataString:
Item0ID="11t currency">Y</ItemDataString>

Item0ID="s0c name">Investigations</ItemDataString>
ItemlIl="pt name":>Transaminases increased</ItemDataString>
ItemlIl="s0c_ abbrev":»Inv</ItemDataString>

ItemOID="pt code">10054889</ItemDataString>

Use of Viedoc Extensions

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.
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