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Introduction
The "ODMSubjectRetriever" is a small utility program introduced in SDTM-ETL 5.0 and very
recently extended, to allow users to create a subset of clinical data in ODM format for a small
number of subjects, or to exclude subjects from an existing ODM file with clinical data.

It was developed on request of one of our users who had very large ODM files with many or very
many subjects, which meant that, during initial development and testing of the mappings, it could
take considerable time to execute the developed mappings on the original ODM file with clinical
data. They just wanted to be able to test the mappings on clinical data of a single subject or a few
subjects only.

Essentially, the "ODMSubjectRetriever" allows to generate an ODM file with a subset of subjects
by the ODM "SubjectKey"

Starting the "ODMSubjectRetriever"
In the distribution for Windows, one will find a file "ODMSubjectRetriever.bat"

To start the software, double-click "ODMSubjectRetriever.bat".

This will open a new window:



Remark that in the original (old) version, you will not have the radiobutton "Exclude Subjects".
This has recently been added to be able to select subjects (by the ODM "SubjectKey") to be
removed.

Using the "ODMSubjectRetriever" to select subjects to
be included or excluded
One will first select an ODM input file, usually using the upper "Browse" button, which opens a
"file chooser" and e.g. leads to:

In the next step, one can choose between providing a list of subjects (by the "SubjectKey") to be
included ("Include Subjects" radiobutton) or providing a list of subjects to be excluded ("Exclude
Subjects" radiobutton). If the "Exclude Subjects" radiobutton is selected, the label in the next line
will change into:



By clicking the "List Subjects" button, a list of the subjects (by "SubjectKey") to be either included
or excluded is displayed. For example for "Include Subject":

If we only want to retain the subjects "001" and "003" in the ODM output file, we just select these
using the mouse (use "Ctrl" for multiple selection), e.g.:



leading to have the field below "List of SubjectKey …" to be filled with:

One can of course also type the values …

We then need to select an ODM file to be created, which, at least for the "ClinicalData" part will
mostly be a copy of the input ODM file, but with only the subjects from the list included (when
"Include Subjects" is selected), or without the subjects from the list (when "Exclude Subjects" is
selected). For example:



and then clicking "Execute subject data retrieval", will, after a few seconds (depending on the file
size of the input file), lead to the message:

When one now opens the generated ODM file, e.g. using NotePad++ (or an XML editor), and
collapses the "SubjectData" elements, one will see that the generated ODM file only contains data
for two subjects:



If one had selected "Exclude Subjects", the newly created file will contain the data of all the
subjects, except from subjects with SubjectKey "001" and "003".

Conclusions
The "ODMSubjectRetriever" utility program can be used to generate an ODM file with only one or
a few subjects. Using such a generated file can help speeding up testing the developed mappings.
Of course, for generating the final SDTM/SEND datasets, one will need to use an ODM file with
the clinical data for all the subjects.
A new feature is to be able to exclude subjects, which can e.g. be "screening failures" for which one
does not want to have data in the SDTM datasets. This can normally however also be done by ODM
export settings in the EDC system.


