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Introduction

In SDTM and SEND, you will often want and need to make subset of codelists published by
CDISC. Typical examples are the "UNIT" codelist and the "LBTESTCD" and "LBTEST"
codelists. When doing so, you will need to create a list of all terms that either were planned
(e.g. taken from the CRF) or that appeared in the results (e.g. units for lab tests).

Also, you might have items that are not represented in the corresponding CDISC codelist, and
then you will want to add (codelist extensions).

Creating such "subset-extended" codelists is normally not an easy task, but with the new
features in SDTM-ETL 4.0, it becomes "piece of cake".

Subsetting Codelists for test codes and test names
(--TESTCD, --TEST)

In this tutorial, we will create a subset of the "LBTESTCD" and "LBTEST" codelist for a few
blood tests. We will only retain "leukocytes", "erythrocytes" and "platelets", "mean platelet
volume" and "platelet distribution width" (all already present in the "LBTESTCD" and
"LBTEST" codelists) and add a new non-CDISC term "plateletcrit" which is not covered by
CDISC controlled terminology. The latter is covered by LOINC (e.g. LOINC code 51637-7)
but unfortunately, CDISC still refuses to allow to use LOINC codes as unique identifiers for

lab tests.

In order to generate a subset/extended codelist, use the menu "Insert — Create new
SDTM/SEND CodeList from existing CodeList".
The following dialog appears:


https://www.ncbi.nlm.nih.gov/pubmed/15094938"
https://s.details.loinc.org/LOINC/51637-7.html

|£| Create new SDTM Codelist from existing Codelist b4

IE‘ ‘ Find CodeList H |

‘u.cuuz.uv.vzsou LY - Yes Only Response | - |
New OID: [ |
New Name: [ |
New DataType: [text [~]

New SASFormatName: | \
CDISCINCI Codelist version: 2024-09-27
["] No CDISCINCI Codelist version

Remove rows until only those remain that you want to appear in the CodeList.
Several rows can be removed simultaneously.
You can also add new rows.

Godedvalue [ Rank [ NG Gode [ Extendedvalue
Y | |c49488 | OJ -

4

Insert row ‘ | Remove row

Search in CodeList [] Sort CodeList ltems on exit

You can then search for the codelist. In our case, we use the field and button "Find CodeList"
using the search term "laboratory":

Find CodeList laboratan

CL.CGGT42Y - No Yes Response (Yes only)

New OID: |

New Name: |

Elmasss MedaToom e |‘-.n. nad

When clicking "Find CodeList", we get a list from which we can make a choice:

Select a codelist -

? CL.C160922.LBANMET - Laboratory Analytical Method Calculation Formula
CL.C65047.LBTESTCD - Laboratory Test Code

CL.CGT154.LBTEST - Laboratory Test Name

CL.C102580.LBESTRESC - Laboratory Test Standard Character Result

OK




It is clear that we need the second (Laboratory Test Code), so we select that and then click
"OK", leading to:

|é/ Create new SDTM CedeList from existing CodelList >

a

Find CodeList | llaberatory |
‘CL.CBBNT.LBTESTCD - Laboratory Test Code | = |
New OID: [CL.C65047 LBTESTCD.SUBSET |
New Name: [Laboratory Test Code subset |
New DataType: ‘texl | - |

New SASFormatName: | |
CDISCINCI Codelist version: 2024-09-27
[_] No CDISCINCI Codelist version

Remove rows until only those remain that you want to appear in the CodeList.
Several rows can be removed simultaneously.
You can also add new rows.

Insert row | ‘ Remove row
CodedValue Language Decode Rank MNCI Code ExtendedVyalue
A1AGLP Alpha-1 Acid Glycoprotein C100429 [ -
A1TANTRPF \4lpha-1 Antitrypsin, Functional C181404 [ |=|
A1ANTRYP \Alpha-1 Antitrypsin C30167 L]
ATMCGEXR \4lpha-1 Microglobulin Excretion Rate C186022 [
ATMCREAT \lpha-1 Microglobulin/Creatinine C100462 [
ATMICG \lpha-1 Microglobulin C100461 [
AZMACE \4lpha-2 Macroglobulin C80168 [
ATI0OXC 7-alpha-Hydroxy-4-cholesten-3-one C172524 [
AAMAPAC \lpha-Aminoadipic Acid C154761 [
AAMBTAC Alpha-Aminobutyric Acid C154759 L]
AAP \lanine Aminopeplidase C100430 [
AATZPL \4lpha-1 Antitrypsin Z-Polymer 189527 [
AB42AB40 Amyloid Beta 1-42/Amyloid Beta 1-40 C199923 L]
ABFBCA AB-FUBINACA C184528 L]
ABNCE Abnormal Cells C111124 L]
ABNCECE wbnormal CellsiTotal Cells 150835 [
ABNCELE bnormal CellsiLeukocyles C150834 [ =

Search in CodeList [[] sert CodeList Items on exit

The system already proposing a new OID identifier and a new name for the codelist,
containing the word "subset". Of course one can then still change these.

As for SDTM-ETL, we transformed the codelist for --TESTCD so that also the value of
--TEST is provided in the "Decode" column, it now is easy to find out what each code means.

It now becomes easy to find "leukocytes", "erythrocytes" etc.. In order to do so, use the button
"Search in CodeList" near the bottom:

Search in CodeList

[ | Sort CodeList ltems on exit

0K Cancel

This will add a new dialog:



|£]| Create new SDTM Codelist from existing CodeList >

IE‘ | Find CodeList | ‘Iannramry ‘
|CL.CG§D47.LBTESTCD - Laboratory Test Code | - |
New OID: ‘CL.CSSMT.LEITESTCD.SUEISET ‘
New Name: \Lahnramry Test Code subset |
New DataType: ‘texl | - |

New SASFormatName: ‘ ‘

CDISC/NCI Codelist version: 2024-09-27
[_] No CDISCINCI Codelist version

Remove rows until only those remain that you want to appear in the CodeList.
Several rows can be removed simultaneously.
You can also add new rows.

Insert row | ‘ Remove row

Codedvalue Language Decode ! s NP — = L1
A1AGLP Alpha-1 Acid Glycoprotein Search *
MIANTRPF Alpha-1 Antitrypsin, Functional
AIANTRYP Alpha-1 Antitrypsin Search for: |‘ Search Find Next
MIMCGEXR Alpha-1 Microglobulin Excretion Rate
AMCREAT Alpha-1 Microglebulin/Creatinine [[] mateh case [] Whole words only Add to list Display list
AIMICG Alpha-1 Microglobulin
MZMACG Alpha-2 Macroglobulin
AT 30XC T-alpha-Hydroxy-4-cholesten-3-one | Recreate table from list ‘
IMAMAPAC Alpha-Aminoadipic Acid
ASMBTAC Alpha-Aminobutyric Acid
AP Alanine Aminopeptidase
BATZPL Alpha-1 Antitrypsin Z-Polymer T TCTEIS2T T T T
ADADADAN Araulnid Onta 4 A3 Amalnid Data 4 AN I [~4nnnaa I ] 1

In which we can start searching, e.g. for "leukocytes":

Search oo

Search for: Ieuknqﬂes| Search Find Next

[ | Match case [ Whole words only Add to list Display list

Recreate table from list

OK Cancel

Clicking the "Search" button will start a search from the top of the list, clicking "Find Next"
will start searching from the current position in the list.
First clicking the "Search" button shows us a first possibility:

You can also add nev g, W
? Search for: |leukocytes | Search Find Next E
CodedValue de:
ATAGLP [ ] Match case [_| Whole words only Add to list Display list P
ATANTRYP P
ATMCREAT P
ATMICG ‘ Recreate table from list ‘ P
AZMACG P
AAMAPAC Close P
AAMBTAC P
ALP ALEMTTE AT eI ase - TULEE ST
ABMCE Abnormal Cells C111124
ABMCECE Abnormal CellsiTotal Cells 150835
ABMCELE Abnormal Cells/Leukocytes C150834
ARD AR Blood Groun 125039

"Abnormal Cells/Leukocytes" which however is not what we want. After several times
clicking "Find Next" we get to:



Insert row | ‘ Remove row

CodedValue Language Decode I DBlonls Bl S I Eidamdadiial L1
- = L Search X
VLDLPSZ VLDL Particle Size
WVLDLT VLDL Triglyceride -
VLDLTCT VLDL Trig + Chylomicron Trig Search for: |'e“k°°‘1195 Search Find Next
x:ﬁiDN z!iﬁ?ﬁ (r]v:]:ndelic acid ["] Match case [ | Whole words only Add to list Display list
WVMAEXR Vanillyl Mandelic Acid Excretion Rate
WVOLUME Volume
VRTOXTH Vortioxeting | Recreate table from list
VTD2125 1,25-Dihydroxyvitamin D2
VTD23125 1,25-DihydroxywitD2+1,25-DihydroxyitD3
VTD2D3T 25-Hydromyvit D2 + 25-Hydroxyit D3
VTD3125 1,25-Dihydroxyitamin D3 179754 ]
VTD32425 24, 25-Dihydroxyvitamin D3 C156511 L]
VTRNCTMN Vitronectin C165995 []
WVIWFAAC von Will Factor Act Actual/Contral C147447 L]
VIWFAC —er-eEaetal Actual/Control C170597 L] =
WBC (  |Leukocytes J C51948 O =
s —

Search in CodelList [_] Sort CodeList Items on exit

Which is the one we need. Remark that using the checkbox "Whole words only" would have
sped up the process and considerably decreased the number of clicks required.

As we want to create a "positive" list, we click "Add to list". At any time, the (temporary) list
can be displayed using the "Display list" button:

Ldiiyudye | UeLuug | mdlin

3 : itamin E/Chalesterol i icmam ftems to keep X
_§ Search 3 @ WBC - Leukocytes

3 E‘ Search for: |leukocytes | Search Find Next

: [ ] Match case [ | Whole words only Add to list Display list

| | Recreate table from list

u Remove item from list

VaITeTIa SUILET WITUS Moy T T
Varicella Zoster Virus IgA Antibody Coa795
Varicella Zoster Virus 1gG Antibody CO8796

We can now repeat the same process for "erythrocytes". When an error is made and an item is
accidently added to the list, it can always be removed again using the "Remove from list"
button. For example:

[tems to keep >

@ WBC - Leukocytes
PDRBC - G6PD-Deficient Erythrocyt

RBC - Erythrocytes

Remove item from list

OK

We do not want to have "Deficient Erythrocytes" in the list, so we just select it and then click
"Remove item from list".



We now also add "platelets

Search

7

mean platelet volume" and "platelet distribution width" in the
same way as before. Using "Display list" this leads to:

Search for: |platelet distribution width

[ | match case [ | Whole words only

| search Find Next

Add to list

Display list

| Recreate table from list

We now have all the terms that are represented in CDISC controlled terminology.
When searching for "plateletcrit" we don't find anything, but we do nee it, so we need to

extend the subset.

Close
ltems to keep x
Insert row
@ WBC - Leukocytes

Codedyalue Language RBC - Erythrocytes
PB19GGAB Parvovirus B1 PLAT - Platelets
PE13GMAB Panvovirus B1 MPV - Mean Platelet Volume
PEG Porphobiling PDW - Platelet Distribution Width
PBGCREAT Porphobilino
PC3MPSAM PCA3 mRNAJ
PCA3MRNA Prostate Can
PCDW Platelet Com
PCMNAG Proliferating ¢ Remove item from list
PCO2 Partial Press
PCO2ADJT Partial Press
PCP Phencycliding
PCRKA Pronrotein Cémmererrmserrrmesmreressrrr

First click "Recreate table from list" in the "Search" panel.

This leads to that all items from the (very large) list are removed, and only our 5 items are

retained:

Search

E‘ Search for: platelet distribution width

[ ] Match case [ | Whole words only

| Search

Find Next

Add to list

Display list

‘ Recreate table from list |

Close
Insert row ‘ | Remove row |
CodedValue Language Decode Rank NCI Code ExtendedValue

WMPY Mean Platelet Volume C74730 [] -
PDW Platelet Distribution Width C81962 L]
PLAT Flatelets C51951 L]
RBC Enthrocytes C51946
'WBC Leukocytes C51948 [l

We will now add "plateletcrit" to the list as an "extension". This can easily be done by using
the "Insert Row" button, and then filling the fields "CodedValue" and "Decode":



Insert row | | Remove row

CodedValue Language Decode Rank MNCI Code Extendedvalue
MPY Mean Platelet Volume C74730 [] -
PDW Platelet Distribution Width 81962 []
PLAT Platelets C51951 L]
RBC Enthrocytes CH1946 L]
WBC Leukocytes C51948 []
PLATCRIT Plateletcrit v

Remark that the "CodedValue" must be no longer than 8 characters'. Also remark that the
checkbox "ExtendedValue" is automatically checked, and that it is not possible to add an NCI
code. This is smart, as of course sponsor extensions can never have an NCI code.

Done!

Of course, we need to repeat the whole process for the corresponding "test name" subset. This
is tedious and error prone, so it is better to let the program do that for us.

After clicking "OK", the system will come with a new dialog:

Save to file? ot

Cr ] Do you want the newly generated Codelist CL.C65047.LBTESTCD.SUBSET
= with name Laboratory Test Code subset
to be additionally saved to file (CDISC ODM format) for later reuse?

Yes No

Asking us whether we want to (additionally) store this created subset to an external file for
later re-use, e.g. in other studies. Sponsors can so create a repository with "usually used subset
codelist" and then later, in other mappings, reuse them. The latter can be done using the menu

"Insert — Codelist definitions from file into define.xml". The file format used for storage is the
CDISC ODM format.

When we click "No", another dialog appears:

Create "Test Mame' Codelist? oo

] You seem to have subsetted/extended a 'Test Code’ CodeList
=1  with the name:

Laboratory Test Code subset

The system can now attempt to create the corresponding Test Name' CodelList,
which will get the name;

Laboratory Test Name subset

Do you want the system to attempt to create this ‘Test Name' CodelList automatically?

Yes No

It invites us to have the corresponding "Test Name" codelist generated automatically.

! Another crazy SDTM limitation due to the use of the completely outdated SAS Transport 5 (XPT) format.



Using this feature may save hours of work and avoid errors and mismatches between "Test
Code" and "Test Name" codelists. So we click "OK", leading to:

Message >

@ A 'Test Name' CodelList
with the Name
Laboratory Test Name subset
and the QID
CL.C67154.LBTEST.SUBSET
has been created.

[tis not a bad idea at all
to check this automatically generated codelis for correctness,
using the menu ‘Edit’ - *SDTM CodeList'.

OK

When then using the menu "Edit — SDTM/SEND CodeList" and searching for "subset", we
also find the automatically generated "Test Name" codelist:

| [Find codeList | lsubset |
‘CL.CSH 54 LBTEST.SUBSET - Laboratory Test Name subset ‘ - ‘
Name: |Lab0rat0ryTest Name subset |

(New) SASFormatName: | |

Remove rows until only those remain that you want to appear in the CodeList.
Several rows can be removed simultaneously.

You can also add new rows.

Insert row | | Remove row |
CodedValue Rank MNCI Code ExtendedValue
Mean Platelet Volume C74730 [ ] -
Platelet Distribution Width Cg1962 L]
Platelets C51951 L]
Enjthrocytes C51946 ]
Leukocytes CH1948 []
Plateletcrit v

Which is ... just perfect.
We can still change the Name of the codelist, e.g. in "Laboratory Test Name Hematology-1"
and similarly for the codelist "Laboratory Test Code subset"?.

Assigning the created subset codelist to an
SDTM/SEND variable

We now have created a subset for "test code" and one for "test name". To really use them in
the submission, do not forget to assign them to either an SDTM/SEND variable or to a

"ValueList" variable. For the latter, see the tutorial "Working with the WhereClause in
define.xml 2.0/2.1".

2 In order to have another identifier (the OID) for the codelist, this should be done when creating the subset.



