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Working with "Medical Devices" domains

Loading Medical Devices templates

The CDISC "Medical Devices" SDTM domains  are domains that can be used "on top" of the usual
domains starting from SDTMIG-v.3.3. They can of course also be used for IG version 3.4.

The template files for these domains can be found in the directories "define_2_0" (for use with the
Define-XML 2.0 standard) and "define_2_1" (for 2.1). For example, for use with Define-XML 2.1:

As one sees, there are templates available for both versions 1.0 as 1.1 of the "Medical Devices"
standard. Version 1.1 is however recommended.

When, after having loaded an ODM file with metadata, one uses menu "File - Create define.xml"
(Ctrl-N), one can already select "Medical Devices" from one of the templates. For example for
define.xml 2.1 (recommended):

https://www.cdisc.org/standards/foundational/medical-devices


After selection (including a version of the Controlled Terminology ) and clicking "OK", the
template loads, leading to:



with only the MD-specific domains being loaded.

Often, one will want to have the "regular" domains being loaded used first, and then additionally
add the MD-domains. In such a case, first load the template for the "regular" SDTMIG (e.g. version
3.3). and then use "File - Load template define.xml", then navigate to the SDTM-ETL define_2_1
directory, and then select the template file of choice, e.g.:

leading to the dialog:



Though there is no overlap in this case, selecting "Only new domain/dataset definitions" will be the
fastest. This e.g. leads to:

with the "regular" SDTM domains in the upper part and the MD domains in the lower part.

P.S. If one later also wants to be able to have "non-standard variables" for one of the MD domains,
and wants to have split these of to SUPPxx datasets (e.g. SUPPDT), one must also a template for a
"regular" SDTMIG version loaded, as for generating the SUPPxx dataset, the system requires
metadata from the (generic) SUPPQUAL dataset definition from the template.

It is of course also possible to additionally load the MD domains to the mappings of an existing
study. To do so, one can use the menu "File - Load template define.xml" again, and navigate to the
folder with the template domains (named "define_2_1" or "define_2_0") and then select the
template file for the Medical Devices domain version.
Reason for this is that one often also wants to have the (already existing) mappings for the DM
domain, and possibly a "GLOBAL" set of mappings that can be used in any domain. For example:



As the screen is now overloaded with information, one can decide to hide a good number of
domain, especially those of the templates that one does not want to use for the moment, using the
menu "View - View/Hide domains":

and then select the ones that one wants to keep visible, e.g.:



then leading to e.g.:

which is considerably easier to handle.

We can now generate "study-specific instances" of the MD domains by drag-and-drop, or by mouse



selection and using the menus "Edit - Copy domain/dataset" and "Edit - Paste domain/dataset".

As usual, we can now also get information about a single variable by selecting its cell and using the
menu "View – SDTM CDISC Notes" (or using CTRL-H). For example for "SPDEVID" in "DU":

and when also asking for additional CDISC Library information (requires an API key in your
"properties.dat" file):

As for any other domain, we can add additional variables, even though some of them are
"discouraged" (e.g. the SDTM-IG stating "The following Qualifiers would not generally be used
in ..."). For example, if we would like to add "BODSYS" to the DU domain, using the menu "Insert
– New SDTM Variable":



may give a warning that "DUBODSYS" would not generally be used in this domain". If this
happens, and one clicks "Ignore", the variable is added, e.g.:

We can now adding information and starting mapping between our collected data in ODM format
and any of the "Medical Devices" domains.

Selecting a suitable "looping variable"

Depending on the structure of your data in the ODM tree, you may want to change the defaults for
the "looping parameter", which defines the SDTM variable or sets of SDTM variables steer how the
records are set up in the SDTM result.

When one double-clicks the "DI" cell in the "study-specific" instance (by drag-and-drop from the
template), or select the cell and use the menu "Edit - SDTM Dataset Definition Properties" one will
find:

Essentially stating that "one record per item representing DIPARMCD in the ODM tree per item
representing SPDEVID in the ODM tree" will steer the generation of the records.
Depending on the structure of these in the ODM tree, it may often be sufficient to set DIPARMCD
as the "looping variable", meaning that for each item found representing (or mapping to)
DIPARMCD in the ODM tree, a record will be generated.
One can then set "Number of levels for looping" to "1", and just keep "DIPARMCD". For example:



In most cases, it is advantageous to keep the "looping" structure as simple as possible, meaning:

SDTM class "Looping" variables
Interventions USUBJID, --TRT
Events USUBJID, --TERM
Findings USUBJID, --TESTCD

Some of the Medical Device domains do not have USUBJID, but do have SPDEVID (Device
Identifier)

DI however has the class "Study Reference" …

So, the default "Looping" variables for the Medical Devices domains are:

Domain Class "Looping" variables
DI  (Device Identifiers) Study Reference SPDEVID, DIPARMCD
DX (Device Exposure) Exposure USUBJID, DXTRT
DT  (Device Trackings and Disposition) Events SPDEVID, DTTERM
DE  (Device Events) Events USUBJID, DETERM
DU  (Device-In-Use) Findings USUBJID, DUTESTCD
DO  (Device Properties) Findings SPDEVID, DUTESTCD
DR  (Device-Subject Relationships) Relationship SPDEVID, USUBJID

Depending on how the data is organized in the ODM tree, one can of course change this. Especially,
as in ODM data is not organized by device, but by subject, it can sometimes, or even often, be
advantageous to remove "SPDEVID" from the "looping parameter".


