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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:

o Volume(Dx) » SDTM-ETL_5 0 » define_2_1

Mame

(13 define_ternplate_SDTMIG_3.1.2xml
Lﬁy define_template_SOTMIG_3.1.3.xml
[fjﬂ define_template_SOTMIG_3.2.:xml

(13 define_ternplate_SDTMIG_3.3.xm

Lﬁy define_template_SOTMIG_3.4.xml

[fjﬂ define_termnplate_SOTMIG_AP.1.0.xml
[ﬁﬂ define_template_SOTMIG_MD.1.0xml
Lﬁj define_template_SDTMIG_MD.1.1.xml
[ﬁﬂ define_ternplate_SEMDIG_3.0:xml

LL'}J define_template_SEMDIG_3.1.1.xml

[f_ﬂ}J define_temnplate_SEMDIG_3.1.1_GEMETOX.1.0:ml
[ﬁﬂ define_template_SEMDIG_3.1.xml

Lﬁy define_template_SEMDIG_AR.1.0xml
[fjﬂ define_ternplate_SEMDIG_DART.1.7.ml

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

SOTMSSEMD Yersion ot

Do you want to work with the SDTM-IG or SEND-IG CDISC Standard?
® SDTM-IG Standard ' SEND-IG Standard

Which version of the Standard would you like to work with?
) SDTMAIG 3.1.2

) SDTMAIG 3.1.3

) SDTMAIG 3.2

() SDTMAIG 3.3

) SDTMAIG 3.4

() SDTM-IG MD.1.0

@ SDTM-IG MD.1.1

) SDTM-IG AP.1.0

Define.xml version:

@ define.xml 2.1 i define.xml 2.0
Controlled Terminology Version:
2023-06-30
2023-09-29
20231215

2024-03-29
24-09-27

[ »

|

Generate a Yes-Only' sub-codelist
[ | and assign it to all --FL variables
(recommended)

Generate a STENRF sub-codelist
[ | and assign it to all --STRTPT and -ENRTPT variables
(recommended)

OK Cancel

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



loaded: define_template_SOTMIG_MD.1.1.xml

st Transform WValidate CDISC Library Options About

f Domains (ltemGroups) |

: Domain Variable Variable Variable
§§|DX STUDYID DORMAIMN LUSUBJID
‘|DE STUDYID DOMAIN USUBJID
oOT STLIOYID DAL DT.SPDEVID
3oy | definexml information: UBJID
“|po|0ID: DE SPDEVID
DR |Mame: DE UBJID

-|p1 | Domain: DE SPOEVID
5 SAS Dataset Mame: DE

Purpose: Tabulation

Repeating: Yes

|z Reference Data: Mo

Label: Device Events

Class: EVENTS OBSERVATION CLASS

Structure: One record per DE.DETERM per USUBJID
Archive Location |D: Location.DE

Standard-01D: STD.SDTMIG.MD.1.1

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.:

= Open x
Look In: |7 define_2_1 w | || |T]||aa]e
MIG_3.1.2.xml [} define_template_SDTMIG_MD.1.0.xml K
NG_3.1.3.xml [} define_template_SDTMIG_MD.1.1.xml | 0y
MG_3.2.xml |j| define_template_SENDIG_3.0.xml

MG_3.3.xml D define_template_SENDIG_3.1.1.xml

MG_3.4.xml D define_template_SENDIG_3.1.1_GENETOX.1.0.xml
MG_AP.1.0.xml D define_template_SENDIG_3.1.xml

4] | I | C
File Name: |deﬂne_tempIate_SDTMIG_MD.‘I.1.xm| |
Files of Type: |All Files -

leading to the dialog:

Open Cancel




Merging options >

— Only load new domain/dataset definitions not present yet.
Existing domain/dataset definitions are not overwritten.

Allow to overwrite existing domain/dataset definitions
_» for which a new domain/dataset definition is present
{you will be asked for a list which ones may be overwritten).

OK

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

%= SDTM-ETL version 5.0 - last definexm file loaded: define_template SDTMIG_MD.1.1xml

File Edit View Navigate Explore Insert Transform Validate CDISC Library Options About

—3/oDM " Domains (itemGroups) |

o (3 study Domain Variable Variable Variable Variable Variable Variable Wariable Variab
:[lOE STUDYID DOMAIN USUBJID IOE.FOCID OE.OESEQ IOE.OEGRPID OE.QELNKID OE.QELNK!
‘|Pc STUDYID DOMAIN UsUBJID PC.PCSEQ PC.PCGRPID PC.PCREFID PC.PCSPID PC.PCTES®
:|PE STUDYID COMAIN USUBJID FE.PESEQ PE.PEGRPID PE.PESPID FEPETESTCD |PEPETEST
;PP STUDYID DOMAIN USUBJID FP.PPSEQ PP.PPGRPID FP.PPTESTCD |PP.PPTEST PP.PPCAT
Qs STUDYID DOMAIN USUBJID 25.Q8SEQ Q3.QSGRPID 23.Q3SPID QS8.QSTESTCD |QS8.Q8TEST
:|RE STUDYID DOMAIN USUBJID RE.SPDEVID RE.RESEQ RE.REGRPID RE.REREFID RE.RESPIC
|RP STUDYID DOMAIN UsUBJID RP.RPSEQ RP.RPGRPID RP.RPREFID RP.RPSPID RP.RPLNK]
‘|Rs STUDYID DOMAIN UsUBJID RS.RSSEQ R3.RSGRFID RS.REREFID RS8.RSSPID RS.RELNKI
[sc STUDYID COMAIN USUBJID ISC.SCSEQ 5C.SCGRPID ISC.SCSPID SC.8CTESTCD |SC.SCTEST
‘lss STUDYID DOMAIN USUBJID ISS.SSSEQ S3.5SGRPID ISS.883PID SS.SSTESTCD S8 8STEST
TR STUDYID DOMAIN USUBJID TR.TRSEQ [TR.TRGRPID [TR.TRREFID TR.TRSPID [TR.TRLMNKI
(1LY STUDYID DOMAIN USUBJID [TU.TUSEQ [TU.TUGRPID [TU.TUREFID TU.TUSPID [TU.TULNKI
JUR STUDYID DOMAIN UsUBJID UR.URSEQ UR.URGRPID UR.URREFID UR.URSPID UR.URLNK
‘[vs. STUDYID DOMAIN UsUBJID VS.VSSEQ '5.VEGRPID S.VSSPID VS.VSTESTCD |WS.VSTEST
‘|Fa STUDYID COMAIN USUBJID FAFASEQ FAFAGRPID FAFASPID FAFATESTCD FAFATEST
‘[srR STUDYID DOMAIN USUBJID ISR.SRSEQ SR.SRGRPID ISR.SRREFID SR.SRSPID ISR.SRTEST
:{lco STUDYID DOMAIN RDOMAIN USUBJID CO.COSEQ ICO.IDVAR CO.IDVARVAL  |CO.COREF
:|DM STUDYID DOMAIN UsUBJID ISUBJID DM.RFSTDTC DM.RFENDTC | DM.RFXSTDTC |DM.REXENI
‘|sE STUDYID DOMAIN UsUBJID ISE.SESEQ SE.ETCD 'SE.ELEMENT SE.TAETORD 'SE.EPQCH
sm STUDYID DOMAIN UsUBJID ISM.SMSEQ SM.MIDS SM.MIDSTYPE  |SM.SMSTDTC 'SM.SMEND
sv STUDYID COMAIN USUBJID ISV VISITHUI SV.VISIT iSV.8VPRESP SV.SVOCCUR [SV.SVREAE
:(TA STUDYID DOMAIN [TAARMCD [TAARM [TATAETORD [TAETCD [TA ELEMENT [TATABRAM
{TD STUDYID DOMAIN TD.TDORDER  [TD.TDANCVYAR [TD.TDSTOFF [TD.TOTGTPAI TD.TDMINPAL [TD.TDMAXF
|TE STUDYID DOMAIN [TE.ETCD [TE.ELEMENT [TE.TESTRL [TE.TEEMRL TE.TEDUR
|m STUDYID DOMAIN [TLIETESTCD [TLIETEST [TLIECAT [TLIESCAT TL.TIRL [TLTIVERS
A STUDYID DOMAIN TM.MIDSTYPE  [TM.TMDEF TM.TMRPT
TS STUDYID COMAIN [TS.TSSEQ [TS.TSGRPID [TS.TSPARMCD TS TSPARM [TS.TSVAL [TS.TSVALN
v STUDYID DOMAIN [TVVISITNUM [TVVISIT [TV.VISITDY [TVARMCD TV.ARM [TV.TVSTRL
;o1 STUDYID DOMAIN OLNHOID 0LOISEQ OLOIPARMCD  [OLOIPARM OLOIVAL
:|RELREC STUDYID RDOMAIN UsSUBJID IDVAR IDVARVAL RELTYPE RELID
:|RELSPEC STUDYID UsSUBJID REFID ISPEC PARENT LEVEL
‘|RELSUB STUDYID USUBJID POOLID RSUBJID SREL
:[SUPPQUAL STUDYID RDOMAIN USUBJID IDVAR IDVARVAL CINAM QLABEL QVAL
;DX STUDYID DOMAIN USUBJID DX.SPDEVID DX.DXSEQ DX DXGRFID DX.DXSPID DXDXTRT
:|DE STUDYID DOMAIN USUBJID DE.SPDEVID DE.DESEQ [DE.DESPID DE.DETERM DE.DEMOD
DT STUDYID DOMAIN DT.SPDEVID DT.DTSEQ DT.DTTERM DT.DTMODIFY  |DT.DTDECOD  |DT.DTCAT
‘|ou STUDYID DOMAIN UsUBJID DU.SPDEVID DU.DUSEQ DU.DUGRPID DU.DUREFID DU.DUSPIC
‘oo STUDYID DOMAIN DO.SPDEVID C0.DOSEQ DO.DOGRPID DO.DOREFID DO.DOSPID DO.DOTES
DR STUDYID COMAIN USUBJID DR.SPDEVID
;D1 STUDYID DOMAIN DI.SPDEVID DIDISEQ DLOIPARMCD  [DLDIPARM DIDIVAL

o 1 al [ I

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:



k=3 S UDYID LHOIAIN UsuUBJID JMGs5EL VS VSGHRFIL WSS SHIL SNVSIESI1CD MG E
Z[FA STUDYID DOMAIN USUBJID FAFASEQ FAFAGRPID FA.FASPID FAFATESTCD  |FAFATES
|5R STUDYID DOMAIN USUBJID SR.SRSEQ SR.SRGRPID SR.SRREFID SR.SRSFID SR.SRTE
‘|RELREC STUDYID RODOMAIN USUBJID IDVAR IDVARVAL RELTYFE RELID
:|SUPPQUAL STUDYID ROOMAIN USUBJID IDVAR IDVARVAL ICMAM [ALABEL IGVAL
:|DX STUDYID DOMAIN USUBJID DX.SPDEVID DX.DXSEQ DX.DXGRPID DX.DXSPID DX.DATR
‘|DE STUDYID DOMAIN USUBJID DE.SPDEVID DE.DESEQ DE.DESFID DE.DETERM DE.DEMC
‘DT STUDYID DOMAIN DT.SPDEVID DT.DTSEQ DT.DTTERM DT.DTMODIFY  |DT.DTDECOD  |DT.DTCA
B (n]] STUDYID DOMAIN USUBJID DU.SPDEVID DU.DUSEQ DU.DUGRPID DU.DUREFID DU.DUSF
Do STUDYID DOMAIN DO.SPDEVID DO.DOSEQ DO.DOGRFID DO.DOREFID DO.DOSPID DO.DOTE
|DR STUDYID DOMAIN USUBJID DR.SPOEVID
‘ol STUDYID DOMAIN DI.SPDEVID DL.DISEQ DI.DIPARMCD DLDIPARM DIL.DIVAL
:||CES:GLOBAL REFSTARTDATE
:|[CES:DM STUDYID DOMAIN USUBJID SUBJID DM.RFSTDTC DM.RFEMDTC  |DM.RFXSTDTC  |DM.RFXE
‘|CES:SU STUDYID DOMAIN USUBJID SU.SUSEQ SU.SUGRPID SU.SUSPID SU.SUTRT SU.SUMC
|CESAE STUDYID DOMAIN USUBJID AE AESEQ IAE.AEGRPID IAE.AEREFID AE.AESPID AE.AETEI
“|CES:LBBL STUDYID DOMAIN USUBJID LE.LBSEQ LB.LBGRFID LB.LBREFID LB.LBSFID LB.LBTE!
:|CES.LBCH STUDYID DOMAIN USUBJID LE.LBSEQ LB.LBGRFID LB.LBREFID LB.LBSFID LB.LBTE:
:|cESVS STUDYID DOMAIN USUBJID V5. VSSEQ VS.VSGRPID VS.VSSFID VS VETESTCD  [VS.WSTE!
= sl [ !

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":

Edit - Navigate Explore Insert Transform Validate CDISC Libra

DM ODM tree with Names m=1|
J'Stug ODM tree with OIDs B
ODM items with "traffic lights' %
ODM items without "traffic lights' TL
ODM tree nodes with "graying out’ mapped nodes 7L
ODM tree nodes without 'graying out’ mapped nodes %
Recalculate ODM tree nodes usage in mapping (graying out) L
[tem Usage in Mappings %
List of ltems without Mappings T
All Item Details cld  fTL
ltem CodeList Details TL
ODM Clinical Data %
Mapping Completeness Report E
View define.xy View/Hide individual domains in table TL
define.xml as table E

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



then leading to e.g.:

View/Hide Domains

=

Please check the domains to be displayed.
All other domains will be hidden

[]ss
C]Tu
TR
LIRS
CJvs
C]FA
ISR
[ RELREC

[ ] suPPQUAL

¥ DX
[v] DE
¥ DT
v DU
[v] DO
] DR
wiDl

CES:GLOBAL

CES:DM
[1/CES:SU
] CES:AE

[ ] CES:LBBL
[ ] CES:LBCH

[ CES:VS

[ »

Select all

Clear all

| ok H {:anoel‘

File Edit View MNavigate Explore Insert Transform WValidate

CDISC Library Options About

3 oDm
o= 9 Study

l/ Domains (temGroups) |

Daomain

Variable

Variable

Variable

Variable

Variable

Variable

“om

STUDYID

DOMAIN

USUBJID

SUBJID

DM.RFETDTC

DM.RFENDTC

:fox

STUDYID

DOMAIN

USUBJID

DX SPDEVID

DX.DXSEQ

DX .DXGRPID

STUDYID

DOMAIN

USUBJID

DE.SPDEVID

DE.DESEQ

DE.DESPID

STUDYID

DOMAIN

CT.SPDEVID

DT.DTSEQ

DT.DTTERM

DT.DTMODIFY

STUDYID

DOMAIN

USUBJID

DU.SPDEVID

DU.DUSEQ

DU.DUGRFID

STUDYID

DOMAIN

DO.SPDEVID

DO.DOSEQ

DO.DOGRPID

DO.DOREFID

STUDYID

DOMAIN

USUBJID

DR.SPDEVID

STUDYID

DOMAIN

DLSFDEVID

DI.DISEQ

DI.DIFARMCD

DI.DIFARK

“|cEs:GLoBAL

REFSTARTDATE

:||CES:DM

STUDYID

DOMAIN

USUBJID

SUBJID

DM.RFSTDTC

DM.RFENDTC

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":

SDTM CDISC Mote for Variable DUSPDEVID >
an . -
Ll Variable: SPDEVID ]

CDISC Notes:

Sponsor-defined identifier for the device. It must be unique for
each tracked unit of the device under study, and can be at
whatever level of granularity the device should be identified (e.q.,
model or serial number, or combination of identifiers).

Core: EXp

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

Core: Exp
CDISC Library information:

label: Sponsor Device ldentifier

description:

Sponsor-defined identifier for the device. It must be unique for
each tracked unit of the device under study, and can be at
whatever level of granularity the device should be identified (e.qg.,
madel or serial number, or combination of identifiers).

role: ldentifier

core: Exp

simpleDatatype: Char

[4]

‘] | ¥

Add CDISC Library information

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":



Add new SOTM Variable to dataset/domain DU

@ New SDTM Variable: DUMODIFY
For the label: mouse-over. DUTSTDTL
For details: select and right-click. DUPOS
(may be slow)

DUBODSYS
For quick search, type the first characters, |DUDRNRLD
e.g. 'EPO’ for 'EPOCH’ ——— Body System or Organ Class |
Search for Variable: Previous
text
integer
Data type (SDTM suggested: text): float

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.:

M DT.DTMODIFY  |DT.DTDECOD  |DT.DTCAT DT.DTSCAT DT.DTPARTY DT.DTPRTYID  [DT.DTDTC DT.DTSTDTC

Q DU.DUGRFID  |DU.DUREFID DU.DUSFID DU.DUTESTCD [DU.DUTEST DU.DUCAT DU.DUSCAT DU.DUORRES [DU.DUQRI
FPID  [DO.DOREFID DO.DOSPID DO.DOTESTCD |DO.DOTEST DO.DOCAT DO.DOSCAT DO.DOORRES  |[DO.DOORRESU

1ICD  [DL.DIFARM DIDIVAL

Q DU.DUGRFID  |DU.DUREFID DU.DUSPID DU.CUTESTCD |DU.DUTEST DU.DUCAT DU.DUSCAT DU.DUBODSYS DU.DUCRI

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:

Structure: Number of levels for looping : EE
DLSPDEVID

Level 1

DLDIPARMCD |+

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:

Level 2

| M1 Annlv on Subiect



—— g - 1 e o ———— e e |

Description : Device ldentifiers

Structure: Number of levels for looping : ‘IE

Level 1 DIL.DIPARMCD |

[l

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

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

Some of the Medical Device domains do not have USUBIJID, 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 USUBIJID, 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".



