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Handling multiple Codelists: CDISC Controlled Terminology Relationships
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Introduction

For a number of variables in SDTM, there are multiple codelists. Examples are EGSTRESC, and
DSDECOD. Also in oncology studies, we may have to choose between different codelists for
RSCAT, even having different versions of RECIST.

Usually, the one to be chosen will depend on the use case, or on the value of another variable, like
for DSDECOD depending on the value of DSCAT.

These "relationships" have been made available in an electronic form by CDISC, for different
versions of the standard, and are available in the form of a number of JSON files.

Multiple Codelists

Whether an SDTM variable is under controlled terminology can easily be found out by using the
menu "View - SDTM CDISC Notes" (or using CTRL-H). For example, for LBTESTCD, we get:



S50TM CDISC Mote for Variable LB.LETESTCD >

[ b

@ Variable: LBTESTCD
CDISC Notes:

Short name of the measurement, test, or examination described
in LBTEST. It can be used as a column name when converting a
dataset from a vertical to a horizontal format. The value in
LBTESTCD cannot be longer than & characters, nor can it start
with a number (e.g., "1TEST" is not valid). LBTESTCD cannot
contain characters other than letters, numbers, or underscores,
Examples: "ALT", "LDH".

Core; Req
CDISC-CT information;

% |Codelist C65047 (LBTESTCD - Laboratory Test Code):

[4]

] L]

Add CDISC Library information

View Document for:

SDTM Spec.v.1.7 SDTM-IG 3.3

OK

showing that there is only one associated codelist for the variable LBTESTCD.

When is however more than one associated codelist (or better, the user will have to choose between
different codelists, depending on the use case or the value of other variables), the "CT-relationships'
file for the current SDTMIG version is read, and the information displayed. For example for
EGSTRESC, using the menu "View - SDTM CDISC Notes" (CTRL-H), we get:



S0TM CDISC Mote for Variable EG.EGSTRESC >

@ Holter moniforing (HESTHRESC]. -
Core: Exp
CDMSC-CT Relations information:

Following Codelists can be used {or a ValuelList can be
generated):

-C71150 (EGSTRESC - ECG Result):
Based on regular 10-second ECGs

-C120522 (HESTRESC - Holter ECG Results): —
Based on Holter monitoring

-C101834 (NORMABNM - Normal Abnormal Response): "'/J
Valid when EGTEST EQ "Interpretation™ and EGTESTCD EQ "INTP"
and collected results reflect the values in the referenced CDISC
CT. Sponsors may use this codelist or extend EGSTRESC with
values NORMAL, ABNORMAL, etc. as per sponsor data collection
practices.

4]

‘] | ¥

Add CDISC Library information

View Document for:

SDTM Spec. v.1.7 SDTMAIG 3.3

OK

presenting 3 codelists for EGSTRESC.
It also states that we can either associate one of these 3 codelists, or that we can later generate
"value lists" where we will have "where clauses" for determining which codelist is associated for

which case (see the separate tutorial "Working with ValuesLists and the WhereClause in define.xml
2.0/2.1").

For DSDECOD, we get:


http://www.xml4pharma.com/SDTM-ETL/tutorials/SDTM-ETL_working_with_ValueLists_WhereClause.pdf
http://www.xml4pharma.com/SDTM-ETL/tutorials/SDTM-ETL_working_with_ValueLists_WhereClause.pdf
http://www.xml4pharma.com/SDTM-ETL/tutorials/SDTM-ETL_working_with_ValueLists_WhereClause.pdf
http://www.xml4pharma.com/SDTM-ETL/tutorials/SDTM-ETL_working_with_ValueLists_WhereClause.pdf
http://www.xml4pharma.com/SDTM-ETL/tutorials/SDTM-ETL_working_with_ValueLists_WhereClause.pdf

50T CDISC Mote for Variable DS.DSDECOD x

@ CONSENT OBTAINED™, "RANDUNIZED™. There are separate -

codelists used for DSDECOD where the choice depends on the
value of DSCAT. Codelist "NCOMPLT" is used for disposition
events and codelist "PROTMLST" is used for protocol milestones.
The variable may be subject to controlled terminology for other
events.

Core: Req
CDISC-CT Relations information:

Following CodelLists can be used (or a ValueList can be
generated):

«

-Ce6T27 (NCOMPLT - Completion/Reason for Non-Completion):

-C114118 (PROTMLST - Protocol Milestone): f".’
‘..-"'

-C150811 (OTHEVENT - Other Disposition Event Response);

This codelist is not referenced in SDTMIG v3.3 but is part of
published CT.

4]

1] | ¥

Add CDISC Library information

View Document for;

SDTM Spec.v.1.7 SDTM-IG 3.3

OK

Also presenting us 3 possibilities.

Assigning the codelist
There are now several possibilities for assigning the codelist in the case of multiple codelists.

The first is to "edit" the properties of the SDTM variable, using the menu "Edit - SDTM Variable
Properties" (CTRL-E). For example, for EGSTRESC, this leads to:



Edit Properties for 5S0TM Variable EG.EGSTRESC

|z| oID:

[] New OID

Name:
SASFieldName:

Data type:

Current Length:

[] New Length:

Current Significant Digits:
[] New Significant Digits:
Current Role:

[] New Role

Current Role CodeList:
[] New Role CodelList
Current Origin/Source:
["] Edit Origin/Source:

Comment:

EG.EGSTRESC

Edit

EGSTRESC
EGSTRESC

| text

a0

Result Qualifier

NONE DEFINED YET

Edit

External document for comment

Current CodeList

[] New CodelList:
Description:
current def:DisplayFormat:
[] New def:DisplayFormat:
current ValuelList OID:

[] New ValueList OID

CLCT1150.EGSTRESC )

Select CodeList

Character Result'Finding in Std Format

NO VALUELIST ASSIGNED

where the most probable value (codelist C71150 - ECG Result based on regular 10-second ECGs) is
assigned. By clicking the checkbox "New CodeList" we can now select another, e.g. search for
"Holter" and selecting the C120522 codelist:



Select a codelist hod

? CL.C120522 HESTRESC - Holter ECG Results (text) w il
[ CL.C120523.HETESTCD - Holter ECG Test Code (text)

[ CL.C120524. HETEST - Holter ECG Test Name (text)
[]CcL.C103469.HADSO1TC - Hospital Anxiety and Depression Scale Question
[]cLC103468.HADSO1TN - Hospital Anxiety and Depression Scale Question
[]cLC166188.HDCABITC - Huntington's Disease Cognitive Assessment Bat
[]cLC166187.HDCABITN - Huntington's Disease Cognitive Assessment Bat
[]cL.C163393.HCSOMTC - Hypoglycemic Confidence Scale Questionnaire Tel=
[]CcL.C163392.HCSO1TN - Hypoglycemic Confidence Scale Questionnaire TT
[]cL.C1205251STESTCD - Immunogenicity Specimen Assessments Test Co

[] cL.C120526.1STEST - Immunogenicity Specimen Assessments Test Name
[]CcLC189267.0SFTSDTL - Immunogenicity Specimen Test Details {text)
[] CcL.C113856.VIS01TC - Impact of Visual Impairment Scale Questionnaire |
[[]CL.C113855VIS01TN - Impact of Visual Impairment Scale Questionnaire |
[[]CL.CAT0445 INTEGUCD - Integumentary System Test Code (text)

[ ] CL.CAT0444, INTEGU - Integumentary System Test Name (text) E
q| Il | [ »]
Search
Huolter |
Search Find Next Find Previous
Show Details
OK Cancel

After clicking "OK", the codelist is re-assigned:

Current Origin/Source: NONE DEFINED YET

[_] Edit Origin/Source: ‘ Edit

Comment:

External document for comment ‘
Current CodeList CL.C120522 HESTRESC - Holter ECG Results (text)

New Codelist: r——; Select Codelist

Description: |Character ResultiFinding in Std Farmat

current def:DisplayFormat:

Important now is that in case we want to have a "value list" (ValueList) for the variable, i.e. the

codelist to be used for EGSTRESC depends on something else, like the value of EGCAT, we do not

assign a codelist on the variable level. To do so, for the codelist selection, select "No CodeList",
which is at the bottom of the list:



Select a codelist oy

2 [ ] cLC100175.WPAID1TN - Work Productivity and Activity Impairment Quest* |
[ ] cLC130281.WDATC - World Health Organization Disability Assessment 5S¢

[ ] CcLC130280.WD4TN - World Health Organization Disability Assessment 5S¢
[ ] CcLC130275.WDATC - World Health Organization Disability Assessment 5S¢
[ ] cLC130274.WDATN - World Health Organization Disability Assessment 5S¢
[ ] cLC130277.WD2TC - World Health Organization Disability Assessment 5¢
[ ] CcLC130276.WD2TN - World Health Organization Disability Assessment 5¢
[ ] cLC130279.WD3TC - World Health Organization Disability Assessment 5¢
[ ] cLC130278.WD3TN - World Health Organization Disability Assessment 5¢
[ ] cLC130269.WDSTC - World Health Organization Disability Assessment 5S¢
[ ] cLC130268.WDSTN - World Health Organization Disability Assessment 5¢
[ ] cLC130271.WDETC - World Health Organization Disability Assessment 5S¢
[ ] CcLC130270.WDETN - World Health Organization Disability Assessment 5¢
[ ] CcLCA130273.WDTTC - World Health Organization Disability Assessment 5¢

130272 WDTTHN - World Health Organization Disability Assessment 5S¢
( NO CODELIST

[4 [

Tl I |
Search
Search Find Next Find Previous
Show Details
OK Cancel

In case we have no codelist assigned for EGSTRESC, and we start a mapping by drag-and-drop, or
by a double-click on the SDTM cell, a dialog will pop up, presenting us the possibilities again:



CT-Relationships >

L] Variable EGSTRESC currently has no associated codelist
but the CDISC CT-relations suggests the following codelist to be used:

C71150 (EGSTRESC - ECG Result)
_) Based on regular 10-second ECGs
Usage: SDTMIG v3.3

C120522 (HESTRESC - Holter ECG Results)
) Based on Holter monitoring
Usage: SDTMIG v3.3

C101834 (NORMABNM - Normal Abnormal Response)
Valid when EGTEST EQ "Interpretation™ and EGTESTCD

o) EQ "INTP" and collected results reflect the values
in the referenced CDISC CT. Sponsors may use this codelist
or extend EGSTRESC with values NORMAL, ABNORMAL, etc.
Usage: SDTMIG v3.3

0 Do not change or add a specific codelist right now.
| will add a ValueList later when necessary.

[ ] Add a sticky note to remember me to add a ValueList

[ | Do not show this dialog again for this variable

OK Cancel

When we indeed want to assign a ValueList later, we select "Do not change or add a specific
codelist now ...":



CT-Relationships >

- Variable EGSTRESC currently has no associated codelist
but the CDISC CT-relations suggests the following codelist to be used:

C71150 (EGSTRESC - ECG Result)
) Based on regular 10-second ECGs
Usage: SDTMIG v3.3

C120522 (HESTRESC - Holter ECG Results)
' Based on Holter monitoring
Usage: SDTMIG v3.3

C101834 (NORMABNM - Normal Abnormal Response)
Valid when EGTEST EQ "Interpretation™ and EGTESTCD

o EQ "INTP" and collected results reflect the values
in the referenced CDISC CT. Sponsors may use this codelist
or extend EGSTRESC with values NORMAL, ABNORMAL, etc.
Usage: SDTMIG v3.3

® Do not change or add a specific codelist right now.
_,-""r | will add a ValueList later when necessary.

[ ] Add a sticky note to remember me to add a ValueList

[ ] Do not show this dialog again for this variable

OK Cancel

If we then also check the checkbox "Add a sticky note to remember me to add a ValueList", we see
that, after closing the mapping, a "pin" is on the SDTM cell:

sU/ = S EGSTRESC  [EC ECSTY
== |

And when we then use the menu "Edit - Sticky Note for SDTM variable":

1 | Edit | View MNavigate Explore Insert Transform Validate CDISC Libran
0| Copy Domain/Dataset Ctrl-B |- Domains (itemGro
Ll Paste Domain/Dataset Cirl-LJ k ariable Var
c - :: AT L L R |
Remove Domain/Dataset Cirl-Delet 5
d 5% | |ilmoccUurR [cmcws
Transpose Domain/Dataset Ctrl-T Aoose EX EXDC
SDTM Variable Properties Ctrl-E “[ESCAT EC.ECP!
B {
SDTM Domain Properties Shift-E : ;EE?;D E;EE%
SDTM CodeList JOCCUR  SUSUS
SDTM ValueList PTCD E AEHL
) . JEOCCUR |CE.CES
SDTM ValuelList Variable 4
s[gDTC 050585
Links to external documents |ysTDTC DW.DVER
define.xml Global Variables ‘[poccUR _|HOHOS
- - “|HSCAT MH. MHP
Sticky Note for SDTM Variable EEH«GRRESU DA DAS]
Remove Sticky Note from SDTN-}Masiabla =L
- 'TAx:ld or Edit a Sticky Mote on a SOTM Variable Bi
Trial Design Dataset | 1= e




The "sticky note" is visualized and can be edited:

Sticky note editor for: EG.EGSTRESC

Cr | ou may still want to generate a ValueList

= as the variable has different codelists depending on the use case.
The possible codelists are:

- C71150: Based on regular 10-second ECGs

- 2120522 Based on Holter manitaring

- 2101834 Valid when EGTEST ECQ “Interpretation™ and EGTESTCD
EQ "INTP® and collected results reflect the values

in the referenced CDISC CT. Sponsors may use this codelist

ar extend EGSTRESC with values MORMAL, ABMORMAL, etc.

OK Cancel

When starting the mapping for EGSTRESC, and a codelist is already associated to the variable, the
same dialog will be shown, still allowing to change the choice, but when then selecting "Do not
change or add ...", the already associated codelist will remain.

Similarly for DSDECOD, for which no initial codelist is present / assigned, when starting the
mapping, the following dialog is displayed:

CT-Relaticnships X

5 Variable DSDECOD currently has no associated codelist
= but the CDISC CT-relations suggests the following codelist to be used:
COe6727T (NCOMPLT - Completion/Reason for Non-Completion)
_) Usage: SDTMIG v3.3
Condition: DSCAT EQ "DISPOSITION EVENT"

C114118 (PROTMLST - Protocol Milestone)
i1 Usage: SDTMIG v3.3
Condition: DSCAT EQ "PROTOCOL MILESTONE™

C150811 (OTHEVENT - Other Disposition Event Response)
e This codelist is not referenced in SDTMIG v3.3 but

Usage: SDTMIG v3.3

Condition: DSCAT EQ "OTHER EVENT"

o) Do not change or add a specific codelist right now.
| will add a ValueList later when necessary.

[ ] Add a sticky note to remember me to add a ValueList

[ | Do not show this dialog again for this variable

OK Cancel




Creating ValuelLists

Now, in the case of DS, which contains information about a mixture of events', we will typically
want to use a ValueList, in which we assign the codelist for DSDECOD depending on the value of
DSCAT, as already indicated in the dialog.

We can do this in a semi-automated way by using the menu "Insert - Generate ValueList from
Existing CodeList":

Insert | Transform Validate CDISC Library Options About
Global Variables from ODM into define.xml

MeasurementUnit definitions from ODM into define.xml \
All CodeList definitions from ODM into define.xml E;'g;

. Selected CodeList definitions from ODM into define.xml ECEC
CodeList definitions from File into define.xm| ML ML

;| ValueLists for CDISC CodeTables from File into define.xml gﬁ:;[
K Create new SDTM CodeList from existing CodeList ==
K Create Enumerated CodeList from CodeListitem CodeList CE.CH
|1t Create new SDTM Sponsor-defined CodelList gﬁg{
Create new SDTM CodelList from MeasurementUnits HO HI

7| Create new ValueList from existing CodeList fH.MI
DA Dy

f| Create mapping formula Cirl-M

and select the codelist for "DSCAT" as the base of the ValueList:

"' often call DS "the garbage can of events" ...



.y

Select Codelist to convert to a Valuelist
L —

-
? [ CL.C74558.DSCAJ - Category of Disposition Event

[ ] CL.C115304.FTCAT - Category of Functional Test
[ ] CL.CBBTIT.IECAT - Category of Inclusion/Exclusion

[ b

[ ] CL.C124298.0NCRSCAT - Category of Oncology Response Assessment
[ | CL.C100129.QSCAT - Category of Questionnaire

[] CL.C150812.CDFATSCD - CDAD Findings About Test Code

[ ] CL.C150813.CDFATS - CDAD Findings About Test Name

[] CL.C124678.CHIVC1TC - CDC Classification System for HIV-Infected Adults
[ ] CL.C124677.CHIVC1TN - CDC Classification System for HIV-Infected Adults
[ ] CLC160925.CTAUGRS - CDISC Therapeutic Area User Guide Response

[ ] CL.C181173.CPTESTCD - Cell Phenotyping Test Code

[ ] CLC181174.CPTEST - Cell Phenotyping Test Name

[] CL.C181172.CELSTATE - Cell State Response

[ ] CL.C120989.CPS01TC - Child-Pugh Classification Clinical Classification T

[ ] CcLC120988.CPS0O1TN - Child-Pugh Classification Clinical Classification T
[ ] CL.C154447.CDRS1TC - Children's Depression Rating Scale, Revised Clinid |

‘] i | D] |
Search
DSCAT |
Search Find Next Find Previous
- . Show Det_alls
Create simple "WhereClause' automatically ‘)
0K Cancel

We can also already have the system generate the "WhereClause" automatically by checking the
checkbox "Create simple WhereClause automatically". After clicking OK:

| Create new SDTM ValueList from existing CodeList

‘CLC?4558.I]5C#T - Category of Disposition Event
New OID: VL CL.C74558.DSCAT

oD Name Data Type Length Sign.Digits Origin Comment Description defDisplay.., Method CodeList WhereClause
IT.DISPOSITION_EVENT DISPOSITION EVENT DISPOSITION EVENT IWC.IT DISPOSITION_EVENT
IT.OTHER_EVENT OTHER EVENT (OTHER EVENT IWC.IT. OTHER_EVENT
ITPROTOCOL_MILESTONE _|PROTOCOL MILESTONE PROTOCOL MILESTONE |WC.IT PROTOCOL_MILESTONE

When clicking on one of the "WhereClause" cells, we can edit or visualize the Where-clause:



|£| Designing/Updating WhereClause for [tem: IT.DISPOSITION_EVENT X

E‘ OlD: f.".fC.IT.DISPOSITION_EVENT

Comment: | External document for comment

| Show 'Where' clause

Number of RangeChecks: 15

| »

DS.DSCAT

DS.DSSCAT
DS.EPOCH

DS.DSDTC

DS.DSSTOTC
Comparator; ltem OID: |DS.DSDY CheckValue: |DISPOSITION EVEIj
DS.DSSTDY
DV.DVSEQ
DV.DVREFID
DV.DVSPID
DV.DVTERM

[ »

1]

We can add a comment and/or a link to an external document (very uncommon in this case), and
getting the human-understandable phrase by clicking the button "Show "Where' Clause):

|£] Designing/Updating WhereClause for Item: IT.DISPOSITION_EVENT =
|z| OID: 'WC.IT.DISPOSITION_EVENT
Comment: | External document for comment |
/ —

| \_ Show ‘Where clause ) |
—

Number of RangeChecks: 15

[ »

Where-Clause Expression X

® where DSCAT EQ "DISPOSITION EVENT"

DS.DSSCAT
DS.EPOCH
N NENTE =

Now going back to the dialog showing the ValueList editor, we can start adding additional
information, like the datatype for the 3 use cases:



CL.CT4558.D5CAT - Category of Disposition Event
New OID:
oD Mame Diata Type Lenagth Sig

IT.DISPOSITION_EVENT DISPOSITION EVENT | w

IT.OTHER_EVENT OTHER EVENT text rs

ITPROTOCOL_MILESTOME |PROTOCOL MILESTOME integer
float 1
datetime |
date
time: |
partialDat
partialTim |

But most importantly, the codelist for each of the use cases. So for the case of "Disposition Event",
we can set the associated codelist by clicking in the corresponding cell:

‘CL.C‘MSBE.DSD\T - Category of Disposition Event

New OID: VL.CL.CT4558.DSCAT
—_—

(o][n] Name Data Type Length Sign.Digits Origin Comment Description defDisplay.. quh’ud CodeList WhereClaus
IT.DISPOSITION_EVENT DISPOSITION EVENT DISPOSITION EVENT \ U\p IT.DISPOSITION_EVI
IT.OTHER_EVENT OTHER EVENT OTHER EVENT C.T.OTHER_EVENT
ITPROTOCOL_MILESTOME  |PROTOCOL MILESTONE PROTOCOL MILESTONE WC.IT.PROTOCOL_MILE

Leading to a "codelist selector":

Select a Codelist

.

[ b

? CL.CGGT2T . NCOMPLT - Completion/Reason for Non-Completion

[ ] CL.C9D018.CSTATE - Consciousness State
[ ] CLC101838.CCRCLSCD - Consensus Cardiac Classification System Test (
[ ] CLC101837.CCRCLS - Consensus Cardiac Classification System Test Nar
[ | CL.C102575.CCINVTYP - Contact Case Investigation Contact Type
[ | CL.C127257.CONROL - Contact Role for Clinical Study
[ ] CLCBETE5.TCNTRL - Control Type Response
[ ] CLCA50766.COWATITC - Controlled Oral Word Association Test Function
[ ] CLCA50765.COWAT1TN - Controlled Oral Word Association Test Function
[ | CL.C122007.CPFATSCD - COPD Findings About Test Code
[ | CL.C122006.CPFATS - COPD Findings About Test Name

[ |CL.C101843.CADPRSN - Coronary Artery Disease Presentation Bl
q] I B |
Search
completion |
Search Find Next Find Previous
Show Details

0K Cancel




Where we select the codelist "Completion/Reason for Non-Completion".
We can show the details of the codelist by clicking "Show Details" leading to:

Ll

Select a CodelList
elect a CodeLi - m
? CL.CGGT27T NCOMPLT - Completion/Reason for Non-Completion Iil
[ ] cif Codelist: Completion/Reason for Non-Completion (QID: CLCBE7Z7.NCOMPLT) X
[]cy @ ADVERSE EVENT [C41331] -]
[ cu APPROVED DRUG AVAILABLE FOR INDICATION [C172573] L
Ot COMPLETED [C25250] |
DEATH [C28554]
[]cy DISEASE RELAPSE [C38155]
[ cu FAILURE TO MEET CONTINUATION CRITERIA [C139236]
Ot FAILURE TO MEET RANDOMIZATION CRITERIA [C105448]
LACK OF EFFICACY [C48226]
[]cy LOGISTICAL PROBLEM [C176343]
[ cu LOST TO FOLLOW-UP [C48227] -
cL
O 0K
[]cL
4] m | F 1T
Search
completian |
Search Find Next Find Previous
— e
(Show Details )

And after clicking "OK" twice, we see that the codelist has been assigned for the case of
"disposition event":

Method i WhereClause
([CLCBE727.NCOMPLT ) |WC.IT.DISPOSITION_EVENT
T — |WC.IT.OTHER_EVENT

WC.IT.PROTOCOL_MILESTONE

We can then do the same for the cases of "Other Event" and "Protocol Milestone", leading to e.g.:

[£] Create new SDTM ValueList from existing CodeList

[cL.c74558.05CAT - Category of Disposition Event
New OID: VLCL C74558 DSCAT

oD Name | pataType [ Length | signDigits | origin | Gemment Description defDisplay.| Method CodeList | WhereClause
TOISPOSTION_EVENT | DISPOSITIONEVENT ___flext 20 DISPOSITION EVENT [|CL.C86727.NCOMPLT _ \\WC.T.DISPOSITION_EVENT
IT.OTHER_EVENT OTHER EVENT fext 20 OTHER EVENT | [CL.C150811 OTHEVENT [JVC T.OTHER_EVENT
IT.PROTOCOL_MILESTONE _|PROTOCOL MILESTONE _text 200 PROTOCOL MILESTONE {[CLC114118 PROTWLSTJINC IT.PROTOCOL_MILESTONE




Remark that we just assign a "dummy" value for the maximal length for now, as we do not know
yet what the values will be. This is essentially only needed because of the antique SAS Transport 5
format, and irrelevant when using a modern submission format like CDISC Dataset-JSON which
will probably the FDA format of choice soon.

We still then need to assign this ValueList (with identifier VL.CL.C74558) to DSDECOD.
To do so, select the DSDECOD cell in the SDTM table, and use the menu "Edit - SDTM Variable
Properties" (CTRL-E):

Edit Properties for SOTM Variable D5.DSDECOD

E oID: DS.DSDECOD

[ ] New OID | Edit
Name: DSDECOD

SASFieldName: DSDECOD

Data type: |text

Current Length: 80

[] New Length:

Current Significant Digits:

[] New Significant Digits:

Current Role: Synonym Qualifier

[ ] New Role

Current Role CodeList:

[_] New Role CodelList

Current Origin/Source: NONE DEFINED YET

["] Edit Origin/Source: Edit

Comment:

External document for comment

Current CodeList NO CODELIST ASSIGNED
[ ] New Codelist: Select CodelList

Description: Standardized Disposition Term

current def:DisplayFormat:

[] New def:DisplayFormat:

current Value[iStell: NO VALUELIST ASSIGNED
[] New ValueList OID

and check the checkbox "New ValueList OID", and then select the one we just created:

Current CodeList NO CODELIST ASSIGNED
[ | New CodelList:

Description: Standardized Disposition Term
current def:DisplayFormat:

[| New def:DisplayFormat:

current ValueList OID: NO VALUELIST ASSIGNED
New ValueList Q1D VL.CL.CT4558.DSCAT
—7 VL.CL.C74558.DSCAT
NO WVALUELIST

When then displaying the define.xml in the browser (using View - View define.xml in Browser), we
e.g. get:


https://www.cdisc.org/dataset-json
https://www.cdisc.org/dataset-json

DSSPID Sponsor-Defined text Identifier 80

Identifier
DSTERM Reported Term for the text Topic 80
Disposition Event
DSDECOD ¥LM Standardized text Synonym 80
Disposition Term Qualifier
DSCAT = DISPOSITION EVENT text 20 | Completion/Reason for Non-
"DISPOSITION EVENT" Completion
[42 Terms]
DSCAT = "OTHER OTHER EVENT text 20 | Other Disposition Event Response
EVENT" « "FINAL CONTACT"

+ "SITE TRANSFER"

« "TREATMENT UNBLINDED"

* "WITHDRAWAL OF CONSENT FROM
PROTOCOL-SPECIFIED ACTIVITY"

DSCAT = "PROTOCOL | PROTOCOL MILESTONE | text 20 | Protocol Milestone
MILESTONE" [11 Terms]
DSCAT Category for Disposition | text Grouping 80 | Category of Disposition Event
Event Qualifier « "DISPOSITION EVENT"

+ "OTHER EVENT"
+ "PROTOCOL MILESTONE"

the second column containing the "Where-Clause" and the column on the right, containing the
associated codelist with the terms (the latter when the list is not too long).
In this column, clicking on "Protocol Milestone [11 Terms] then jumps to the full codelist:

Protocol Milestone [C114118] [CDISC/NCI SDTM 2023-09-29]

DECLINED TO CONTINUE INTO NEXT TRIAL ELEMENT [C186210]

DECLINED TO CONTINUE INTO SURVIVAL FOLLOW-UP [CI76358]

ELIGIBILITY CRITERIA MET [C132447]

ELIGIBILITY CRITERIA NOT MET [CI64344]

ENTERED INTO TRIAL [CI61417]

INFORMED ASSENT OBTAINED [C161418]

INFORMED CONSENT OBTAINED [C16735]

OPTED TO CONTINUE INTO NEXT TRIAL ELEMENT [C186211]

OPTED TO CONTINUE INTO SURVIVAL FOLLOW-UP [CI176357]

RANDOMIZED [C114209]

RE-RANDOMIZED [C186212]

In some cases, one will still want to edit or shorten the codelist (e.g. as not all protocol milestones
are applicable), using the menu "Edit - SDTM CodeList", or generate a subset (keeping the original
one as a 'backup'), or even extend it, using the menu "Insert - Create new SDTM CodeList from
existing CodeList", but for DSDECOD, one will usually not do so.

Generating such a valuelist may sound like a lot of work, but once you know how to do this ("it's
easy if you know how"), it will take you a few minutes only.

Also remember that you will often use the define.xml with the mappings of one study as a template
define.xml for another study. In such a case, you will often not need to go to the above procedure
again.

Some of our customers have reported 80% and more "reuse" of the mappings in the case of similar



studies in this way.

Pre-defined ValuelLists

CDISC has published a number of "code tables", unfortunately (but typical for CDISC) as Excel
files. We have transformed these into Define-XML valuelists, which can be immediately imported
into SDTM-ETL. These can then be used when wanting to assign a ValueList, e.g. when there is
more than one associated codelists for an SDTM variable.

To load such a pre-defined ValueList, use the menu "Insert - ValueLists for CDISC Code Tables
from File into define.xml":

Ilsert| Transform Validate CDISC Library Options About

Global Variables from ODM into define.xml

MeasurementUnit definitions from ODM into define.xml
All CodeList definitions from ODM into define.xmil
Selected CodeList definitions from QDM into define.xml
CodeList definitions from File into define.xml EC.ECENDY EC.ECDUR EC.ECTPT EC.ECTPTNUM |[EC.EC
ValueLists for CDISC CodeTables from File into define.xml
Create new SDTM CodeList from existing CodeList
Create Enumerated CodeList from CodeListitemn CodeList
Create new SDTM Sponsor-defined CodeList

Create new SDTM CodelList from MeasurementUnits

Variable Variable Variable Variable V

IO T TR T T T T T T T T T T I T T

CM.CMSTRTPT |CM.CMSTTPT CM.CMENRTPT |CM.CMENTPT

PR.PRTPTNUM |PR.PRELTM PR.PRTFTREF |PR.FRRFTDTC [PRPR

| Load ‘u’alueLists__, WhereClauses, podeLists for CDI§C CodeTables fro__m file into deﬁne.xrnl |;

Create new ValueList from existing CodeList

Create mapping formula Crl-M

Ernnenr dnfimad EOTRA Mensain Pl O

A list of available files will then be displayed:

[£ Open x
Look In: | CodeTables_ValueLists w | @3] [T 6| o=
] temp_CodeTables E‘| Valuelist_CodeTable RP.xml
[} valueList_CodeTable_CV.xml [y valueList_Codetable_RS.xml
E‘] ValueList_CodeTable_DD.xml B ValueList_Codetable_RS_IRANO.x
D ValueList_CodeTable_GF.xml E| Valuelist_Codetable_RS_iRECIST.
D ValueList_Codetable_Glxml D Valuelist_Codetable_RS_LUGANO
D Valuelist_CodeTable_MK.xml E| Valuelist_Codetable_RS_RAJKUN

4| M | [ »

File Name: ValuelList_CodeTable_CV.xml |

Files of Type: |All Files -
Open Cancel

When one clicks on a file name, information about what the file is about is displayed. For example
for "ValueList CodeTable CV":


https://www.cdisc.org/standards/terminology/controlled-terminology#standard__Codetable_Mapping_Files
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10N [SPIC
0N |[=] temp_CodeTables [} valueList_CodeTable_RP.xml hosE
'ON - |[ ) valueList_CodeTable_CV.xml [ valueList_Codetable_RS.xml WSP
O ™ valuelist CodeTable DDxml [ Valuelist Codetable RS iRANO.xI 1S5
Contents description et ﬁ
P

@ ValueList for the FASTRESC variable for the FACE domain for Cardiovascular studies [E
F

OK :

ame: Waluelist_ CodeTable_TV.xml e
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'Ol Files of Type: |All Files w | ISTE
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10 Open Cancel I=TE!
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So, this one is for FASTRESC for FACE (Findings about Clinical Events), for cardiovascular
studies. Just for the exercise, let us create an FACE instance. We can do so by drag-and-drop from
the "FA" row from the template, after which a dialog is displayed:

F& dataset ot

5 Do you want to create a generic FA datasets

or a domain-specific FA dataset?

GENERIC FA : Findings About Events or Interventions
FAAG : Finding About Procedure Agents

FACM : Finding About Concomitant/Prior Medications
FAEX : Finding About Exposure

FAEC : Finding About Exposure as Collected

FAML : Finding About Meal Data

FAPR : Finding About Procedures

FASU : Finding About Substance Use

FAAE : Finding About Adverse Events

IFACE : Finding About Clinical Events

FADS : Finding About Disposition

FADV : Finding About Protocol Deviations

FAHO : Finding About Healthcare Encounters

FAMH : Finding About Medical History

OK Cancel

And select "FACE: Findings About Clinical Events".
The system then asks us what codelist we want to assign to FATESTCD. If we hover the mouse
over "Cardiovascular Findings About Test Code", we get more details:



FIL

PID

ul

o  Youmay select to add a CDISC codelist to FATESTCD, L2

H - ) IRRES
depending on the type of findings area. EFD

You can however also create and add your own codelist, T

A indi Test Code 5

ardiovascular Findings About Test Code T
CDAD Findings About Test Code Ecin
copl| Codelist Name: Cardiovascular Findings About Test Code |

Members: —
. [ACMITYPE —
Diab o TMTHID —
Dueh enpPTIND —
Eboli HETYPE —
Lung HFLBFNW B
Mala HFFEFMW —
Multi HFTHERIM B
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MIMNVIMGC -0
| NWSYMP —
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Tube pPRSUCIND —
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If we then select "Cardiovascular Findings About Test Code", we first get some advice about
choosing a suitable structure for the dataset, and the "study-specific FACE instance" is created as a
new row at the bottom:

i STUDYID DOMAIN TLIETESTCD  [TLIETEST TLIECAT TLIESCAT TL.TIRL TITIVERS
TS STUDYID DOMAIN TS TSSEQ TSTSGRPID [TSTSPARMCD [TS.TSPARM TS.TSVAL TS TSVALNF
‘|RELREC STUDYID ROOMAIN USUBJID IDVAR IDVARVAL RELTYPE RELID
‘|SUPPQUAL STUDYID ROOMAIN USUBJID IDVAR IDVARVAL SUPPQUAL.QN... [SUPPQUAL QL. . [SUPPQUAL QVAL
‘|RELSUB STUDYID USUBJID RELSUB.POOLID|RELSUB.RSUB... |RELSUB.SREL
do——~ [STUDYID DOMAIN OI.NHOID OI.OISEQ DLOIPARMCD  [OLOIPARM DLOIVAL
JICESFACE J  [STUDYID DOMAIN USUBJID FACEFASEQ  |FACEFAGRPID [FACEFASPID  |FACE FATESTCD|FACE FATEST
T — I

If we ask for the properties of FATESTCD (using the menu "Edit - SDTM Variable Properties), we
see that the codelist "CVFATSCD" has been assigned to FATESTCD:



Edit Properties for SOTM Variable FACE.FATESTCD

E ol FACE.FATESTCD
[] New OID | Edit
Name: FATESTCD
SASFieldName: FATESTCD
Data type: |text
Current Length: 8

[] New Length:

Current Significant Digits:

[C] New Significant Digits:

Current Role: Topic
[] New Role

Current Role CodelList:

[] New Role CodeList

Current Origin/Source: NONE DEFINED YET
["] Edit Origin/Source: Edit
Comment:
J»"EWEE for comment
1 Current Codelist } CL.C119015.CVFATSCD
_-‘-'——‘——-___/ -
elist: Select Codelist
Description: Findings About Test Short Name

current def:DisplayFormat:
[] New def:DisplayFormat:
current ValueList OID: NO VALUELIST ASSIGNED

[] New ValueList OID

However, no codelist nor valuelist has yet been assigned to FASTRESC ...

Edit Properties for SDTM Variable FACE.FASTRESC

|z| oID: FACE.FASTRESC
[] New OID | Edit
Name: FASTRESC
SASFieldName: FASTRESC
Data type: |text
Current Length: 80

[] New Length:
Current Significant Digits:
[] New Significant Digits:

Current Role: Result Qualifier

[] New Role
Current Role CodeList:

[_] New Role CodelList

Current Origin/Source: NOME DEFINED YET

[] Edit Origin/Source: Edit
Comment:

External document for |:|Jmmenm

Current CodelList NO CODELIST ASSIGNED

[] New CodelList: — Select CodeList
Description: Character ResultFinding in Std Format

current def:DisplayFormat:

[_] New def:DisplayFormat:
current ValueList OID: NO VALUELIST ASSIGNED

[] New ValueList OID |

coe

We don't however want to assign a codelist to FASTRESC however, but a valuelist, as the
properties of FASTRESC will depend on the value of FATESTCD.

We can now import the ValueList (generated from the CDISC code tables) that we need by using
the menu "Insert - ValueLists for CDISC Code Tables from File into define.xml", and select the
"CV" one:
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After selecting and clicking "OK" and "Open", the system will propose us to edit the imported
ValueList:

SELd L RLVHSHEIS L BRI 1L B T Bl )
iE{ Selected Valuelists to be edited

iE]
A0 9
E L]
iE]
JE
= OK Cancel
3E
‘BN [=T=N=T=TaY=T=TTg! PP PPTECTA PP PPTECT PO PDrAT |[=T=]=T=]

VLFAFASTRESC

This is a good idea, as we may still want or need to make decisions:

(2] Edit SOTM ValueList X
‘vL.m.rAsTREsc ‘ - ‘
oD Name Data Type | Length [sign.Dig.| Origin_| Comment Description detDisplay. | Method odeList WhereClau
F) 18936 ACWITYPE __|lfem Definfion for CVFARS for CVTESTCD = ACMITYPE e 2 fom Definition for CVFARS for the case thal LCVE, 18936 ACMITYPE | WC.CVFAR
) 19229.CATMTHID __|ltem Definition for CVFARS for CVTESTCD = CATMTHID e tem Definfion for CVFARS for the case tai LOVE, 19229.CATUTHID _|WC.CVF
) 19231 HETYPE 2m Definition for CVFARS for CVTESTCD = HETYPE e 2 tem Definfion for CVFARS for the case tai LOVE, 19231 HETYPE C.
V) 19232 HFLBFNW | ltem Definifion for CVFARS for CVTESTCD = HFLBFNW. e 49 tem Definfion for CVFARS for the case thai LCVF, 19232 HFLBFNW__WC.CVF
CVFARS.C HFTHERIN _item Definition for CVFARS for CYTESTCD = HFTHERIN e |28 tem Definition for CVFARS for the case thai LCVFARS.C HFTHERIN | WC.CVF/
CVFARS.C ETVP em Definition for CVFARS for CYTESTCD = ISCETYP e 20 tem Defintion for CVFARS for the case thai LCVFARS.C ETVP C.CVFAR.]
CVFARS.C123443.NINVINGC __item Definition for CYFARS for CYTESTCD = NINVIMGC e Ed tem Definfion for CVFARS for the case that CV. LCVFARS.C123442NINVIMGE [WC.CVFAR.]
CVFARS.C SYIP em Definition for CVFARS for CYTESTCD = NWSYIP e 28 tem Definfion for CVFARS for the case that CV. LCVFARS.C SYIP C.CVFAR.]
CVFARS.C PCIAAC e Definition for CVFARS for CYTESTCD = PCIAAG e 20 tem Definfion for CVFARS for the case that CV. LCVFARS.C PCIAAC C.CVFAR.,
CVFARS.C STCTIMNG _|ltem Definition for CVFARS for CVTESTCD = STCTIMNG e 20 tem Definfion for CVFARS for the case that CV. LCVFARS.C STCTIING | WC.CYFAR.]
CVFARS.C STROKTYP__|ltem Definition for CVFARS for CVTESTCD = STROKTYP e 12 tem Definfion for CVFARS for the case that CV. LCVFARS.C STROKTYP _WC.CYFAR.]
< i IT»
I Retrieve Metadata from ODM source using SDTM Annotations Il Retrieve Metadata from ODM source using (CRF) item Name Il Generate WhereClause automatically |
\ et o I Remore 10w \

\ aikate |

We may e.g. want to remove rows, as we never have the specific test code (in FATESTCD) used in



our study. We can also already assign a source and origin (like the CRF page number(s)), add
comments, etc..

If we click on one of the "where clause" definitions (last column) and use the button "Show "Where'
clause", we e.g. get:

|%)| Designing/Updating WhereClause for ltern: IT.CVFARS.C118936.ACMITYPE e
E oID: WC.CVFARS.C118936 ACMITYPE
Comment: | External document for comment |

| Show 'Where' clause |

Number of RangeChecks: 1 E
Where-Clause Expression X

| »

® where FATESTCD EQ "ACMITYPE'

FA.FATESTCD
FAFATEST
FA.FAOBJ
FA.FACAT
FAFASCAT
Comparator: ltem OID: [FA.FAORRES CheckValue: |ACMITYPE
FA.FAORRESU
FA.FASTRESC
FA.FASTRESN
FA.FASTRESU
FAFASTAT

| »

] [

We can get the same information by just hovering the mouse over the "Where Clause" cell:

ﬁ
Method | Codelist ——"  WhereClause N
CL.CVFAR.f |WC.CVFARS.C118936 ACMITYPE )]
CLCVFAR .
CL.CVFAR... |/ Where FATESTCD EQ 'ACMITYPE.
CL.CVFAR™SNC CVFARS 1109232 HELBRRHV

CLCVFAR.. WC.CVFARS.C119234 HFTHERIMN
CL.CVFAR.. (WC.CVFARS.C119236.1SCETYP
CLCVFAR.. |WC.CVFARS.C123443 NINVIMGTC
CL.CVFAR.. |WC.CVFARS.C119238 NWSYWMP
CL.CVFAR.. |\WC.CVFARS.C119239. PCIAAC
CLCVFAR.. \WC.CVFARS.C123424 STCTIMMNG
CL.CVFAR.. \WC.CVFARS.C1195V3.5TROKTYP

When we have adapted the ValueList for our purposes, we still need to assign this ValueList to the
FASTRESC variable:

Message >,

@ Please do not forget to assign the created ValueList to a SDTM variable!

OK




To do so, select it, and use the menu "Edit - SDTM Variable" (or use CTRL-E), leading to:

Edit Properties for SDTM Variable FACE.FASTRESC

IE‘ OID: FACE.FASTRESC
[] New OID | Edit
Name: FASTRESC
SASFieldName: FASTRESC
Data lype: |lexl
Current Length: 80

[_] New Length:

Current Significant Digits:

[] New Significant Digits:

Current Role: Resuit Qualifier
["] New Role

Current Role CodelList:

["] New Role CodelList

Current Origin/Source: NONE DEFINED YET

["] Edit Origin/Source: Edit

Comment:

External document for comment

Current CodeList NO CODELIST ASSIGNED
[] New Codelist: Select Codelist
Description: Character ResultiFinding in Std Format

current def:DisplayFormat:

current ValueList OID: NO VALUELIST ASSIGNED

[ New ValueList OID | J/

We now check the checkbox "New ValueList OID" and select the just created one from the
dropdown:

Current CodeList NO CODELIST ASSIGNED
[ ] New CodelList:

Description: Character ResultFinding in Std Format

current def.DisplayFormat:
[ | New def:DisplayFormat:
current ValueList OlD: NOVALUELIST ASSIGNED
New ValueList QID VL.F C

NO VALUELIST

After our "OK", we can have a look at the visualization of the define.xml, e.g. using the menu
"View - View define.xml in browser", leading to:



FACE (Finding About Clinical Events) - FINDINGS ABOUT [SDTMIG 3.3]

Label / Description Length or  Controlled Terms or IS0 Format
Display
Format
STUDYID Study Identifier text Identifier a0
DOMAIN Domain Abbreviation text Identifier 8
USUBIID Unique Subject Identifier text Identifiar 60
FASEQ Sequence Number integer | Identifier 80
FAGRPID Group ID text Identifier a0
FASPID Sponsor-Defined Identifier text Identifier 80
FATESTCD Findings About Test Short Name text Topic 8 | Cardiovascular Findings About Test Code
[20 Terms]
FATEST Findings About Test Name text Synonym 40 | Cardiovascular Findings About Test Name
Qualifier [20 Terms]
FAQB] Object of the Observation text Record a0
Qualifier
FACAT Category for Findings About text Grouping 80
Qualifier
FASCAT Subcategory for Findings About text Grouping a0
Qualifier
FAQRRES Result or Finding in Original Units text Result 80
Qualifier
FAORRESLU Criginal Units text Variable 80 | Unit
Qualifier [2886 Terms]
FASTRESC VLM Character Result/Finding in Std text Result 80
Format Qualifier
FATESTCD = Itemn Definition for CVFARS for the text 29 | Codelist for CVFARS for the case that
"ACMITYPE" caze that CVTESTCD = ACMITYPE CVTESTCD = ACMITYPE
[7 Terms]
FATESTCD = Item Definition for CYFARS for the text 30 | CodelList for CVFARS for the case that
"CATMTHID" case that CVTESTCD = CATMTHID CVTESTCD = CATMTHID
* "ANGIOGRAPHY"
* "AUTOPSY"
FATESTCD = Item Definition for CYFARS for the text 29 | Codelist for CVFARS for the case that
"HETYPE" case that CVTESTCD = HETYPE CVTESTCD = HETYPE
* "HEART FAILURE HOSPITALIZATION"
* "URGENT HEART FAILURE VISIT"




