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When SDTM was first developed, there were about 20 domains, and everybody (except a few) was
expecting that this number would not increase very much. In the SDTM-IG version 3.4 there are
about 80 domains, and this number is expected to further increase in the next version of the
SDTMIG. Many of these domains are "Findings" domains

In the past, in version 3.1.2, it was decided to split off findings that are related to interventions and
to events. For this, the FA domain "Findings about Events and Interventions" was created. In the
SDTM-IG 3.2 it was described as:

6.4.1 When to Use Findings About

It is intended. as its name implies. to be used when collected data represent "findings about™ an Event or
Intervention that cannot be represented within an Event or Intervention record or as a Supplemental Qualifier to such
a record. Examples include the following:

*  Data or observations that have different timing from an associated Event or Intervention as a whole:
For example, if severity of an AE is collected at scheduled time points (e.g.. per visit) throughout the
duration of the AE. the severities have timing that are different from that of the AE as a whole. Instead. the
collected severities represent “snapshots™ of the AE over time.
¢ Data or observations about an Event or Intervention which have Qualifiers of their own that can be
represented in Findings variables (e.g., units, method):
These Qualifiers can be grouped together in the same record to more accurately describe their context and
meaning (rather than being represented by multiple Supplemental Qualifier records). For example. if the

and so on.

The SDTM-IG lets implementers the choice between a single FA dataset, and a series of "splitted
domain" datasets for findings about different existing SDTM "Events" and "Interventions" domains.
In the latter case one may e.g. have an "FAMH" dataset ("Findings About Medical History") and an
"FAAE" ("Findings About Adverse Events") dataset.

The name "splitted" is confusing, as one will usually not split a single FA dataset in datasets such as
FAMH and FAAE, but one will create a single "FA" instance for "Medical History" and one for
"Adverse Events" right from the start.

This tutorial explains how to proceed for both cases.
As of SDTM-ETL v.4.0, when one "drags-and-drops" the FA row to the bottom (after the last

template domain row), or when one selects the FA row from the template and then uses the menu
"Edit — Copy Domain" followed by "Edit — Paste Domain", the following dialog is displayed:



Copy Domain FA *

Copy STUDYID from loaded ODM
Copy DOMAIN from originator
Automatically add USUBJID
Automatically add -SEQ

DK Cancel

Which is the usual dialog asking whether mappings for STUDYID, DOMAIN, USUBIJID, and

FASEQ can be automatically generated (recommended when using standard ODM as the source).

After clicking OK, the following (new) wizard is displayed:

F& dataset

7

Do you want to create a generic FA datasets
or a domain-specific FA dataset?
GEMNERIC FA : Findings About Events or Interventions

FAAG

FACM :

FAEC:
FAEX:
FAML

FAPR:
FASU:

FAAE:
FABE :
FACE

FAHO
FAMH

: Finding About Procedure Agents

Finding About Concomitant/Prior Medications
Finding About Exposure as Collected
Finding About Exposure
: Finding About Meal Data

Finding About Procedures

Finding About Substance Use

Finding About Adverse Events

Finding About Biospecimen Events

: Finding About Clinical Events
FADS:
FADV :

Finding About Disposition

Finding About Protocol Deviations

: Finding About Healthcare Encounters
: Finding About Medical History

OK Cancel

The software automatically looks up all "Interventions" and "Events" domains in the template, also

sponsor-defined ones, and then creates a list of "FA domain specific" domains such as "FACM",

FAEC, ... The first entry however is "Generic FA", meaning that a single FA instance will be

created, which should then contain all "Findings About" entries, independent of what the related
domain is. If one selects "Generic FA", a single row is created at the bottom, from which one can

start the mappings to a "generic" FA dataset:

This is the simplest case and does not deviate from the usual case for any other domain.

One can then start generating the mappings in the usual way.

In a number of cases however, one will want to generate "domain-specific' FA datasets, such as

|srR STUDYID DOMAIN USUBJID SR.SRSEQ SR.SRGRPID SR.SRREFID SR.SRSPID SR.SRTESTCD [SR.SRTEST SR
“|RELREC STUDYID ROOMAIN UsSUBJID IDVAR IDVARVAL RELTYPE RELID

“/|SUPPQUAL STUDYID RDOMAIN USUBJID IDVAR IDVARVAL IOMAM QLABEL IOVAL IQORIG QE
“|IMyStudy:FA STUDYID DOMAIN USUBJID FAFASEQ FAFAGRPID FAFASPID FAFATESTCD  |FAFATEST FAFAQB) FA



FAMH ("Findings About Medical History") or FACE ("Findings About Clinical Events"). For
example, when one wants to create an FAMH dataset instance, one would choose:

F& dataset oo

e ] 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
FAEC : Finding About Exposure as Collected
FAEX : Finding About Exposure
FAML : Finding About Meal Data
FAPR : Finding About Procedures
FASU : Finding About Substance Use
FAAE : Finding About Adverse Events
FABE : Finding About Biospecimen Events
FACE : Finding About Clinical Events
FADS : Finding About Disposition
FADV : Finding About Protocol Deviations
FAHO : Finding About Healthcare Encounters
|FM|I'IH : Finding About Medical History

OK Cancel

meaning that an FAMH dataset will be created.

After clicking OK, a new wizard is displayed, the system collects information about possible
codelists for use with the FA domain, showing a "indeterminate progressbar"

o ot

Capturing information about possible codelists for the FA domain

This process my take about 15 seconds

and when done (giving a short message), leading to another dialog:



FATESTCD associated codelist

You may select to add a CDISC codelist to FATESTCD,
depending on the type of findings area.

You can however also create and add your own codelist.
Asthma Findings About Test Code

Cardiovascular Findings About Test Code

CDAD Findings About Test Code

COPD Findings About Test Code

Crohn's Disease Findings About Test Code

Diabetic Kidney Disease Findings About Test Code
Duchenne Muscular Dystrophy Findings About Test Code
Ebola Virus Findings About Test Code

Lung Cancer Findings About Test Code

Malaria Findings About Test Code
Multiple Sclerosis Findings About Test Code
Nutrition Findings About Test Code
Pancreatic Cancer Findings About Test Code
Pediatric Findings About Test Code
Psoriasis Findings About Test Code

Schizophrenia Findings About Test Code

Tobacco Findings About Test Code

Tuberculosis Findings About Test Code

Type 1 Diabetes Findings About Test Code
Vaccines Findings About Test Code

OK

Cancel

In the SDTM-IG 3.4, it is stated that the codelist "FATESTCD" needs to be used for the variable

FATESTCD:

______ J— ———— — ———

FASPID Sponsor-Defined Identifier |Char

Identifier

Name

FATESTCD  [Findings About Test Short |Char  |(FATESTCD)

Topic

e wm mm  ——

Sponsor-defined reference
explicit line identifier or d
Line number on a CRF.

Short name of the measurn
can be used as a column n
horizontal format. The val
nor can it start with a num
characters other than lette:

This codelist, with over 220 (!) entries however seeems to be a combination of several other
codelists, related to several sub-domains and "Therapeutic Area User Guides".

Indeed, a number of disease-specific "FATESTCD" codelists have been developed by the CDISC-
CT team. All these obey to the pattern "-FATSCD", and the corresponding codelist for "FASTEST"
obeys to the pattern "—FATS". For example, for "COPD Findings About Test Code", the identifier

is "CPFATSCD" and the NCI code is "C122007".

In the wizard, when hovering the mouse over an entry, all the allowed values for that codelist is

displayed. For example, for "CPFATSCD":


https://www.cdisc.org/standards/therapeutic-areas/published-user-guides

FATESTCD associated codelist hod

- You may select to add a CDISC codelist to FATESTCD,
depending on the type of findings area.

You can however also create and add your own codelist.
Asthma Findings About Test Code

Cardiovascular Findings About Test Code

|-CGPD Findings About Test Code

Diabetic Kidnow Nicoaco Findinne Ahoont Toet Codo
Codelist Mame: COPD Findings About Test Code

Duche

Members:
Ehola.‘l CUMEXP - Cumulative Exposure
Malarii eppLDMUM - Number of Mild Episodes
Multipll EPMODNUM - Number of Moderate Episodes
Schiza EPSEVMUM - Mumber of Severe Episodes
Tuberculosis Findings About Test Code
Vaccines Findings About Test Code

0K Cancel

This allows to easier find a suitable codelist.

It is not mandatory to select an "—FATSCD" codelist, one can also choose to not select anything (or
click the Cancel button). One can then still later attach a codelist to both variables, and/or create a
new one and attach it.

Also, when selecting an "—FATSCD" codelist, also the corresponding "—FATS" codelist will be
loaded.

For example, when the "COPD Findings About Test Code" is selected, and OK is clicked, not only
the FAMH instance will be created, but the system also immediately proposes to generate a

ValueList to be assigned to FASTRESC:

Create Valuelist? o

? Do you also want me to set up a prototype ValueList for FASTRESC
based on the CodeList CPFATSCD (COPD Findings About Test Code),
with the following content?

WhereClause: FATESTCD = CUMEXP (Cumulative Exposure)
Datatlype: integer

WhereClause: FATESTCD = EPMLDONUM (Number of Mild Episodes)
Datatlype: integer

WhereClause: FATESTCD = EPMODNUM (Number of Moderate Episodes)
Datalype: integer

WhereClause: FATESTCD = EPSEVNUM (Number of Severe Episodes)
Datalype: integer

You can always remove/add items and change any of the properties.

Yes No

and when then clicking "Yes", the system also immediately suggests to add properties to the
ValueList in the underlying define.xml:



Selected Valuelists to be edited ot

2 =
= VLFASTRESC.CPFATSCD ]
OK Cancel
and when "OK" is clicked, the "Value List Editor" is provided.
| £ Edit SDTM Valuelist X

[vLrasTREsC.cPFATSCD [~]

oD Name DataType | Length | SignDigits | Origin | Commen t Description derDisplay.| Method | CodeList | WhereClause

IT FASTRESC CPF/ CUMEXP UMEXP integer asure ASTRESC CPFATSCD. CUMEXP
IT FASTRESC CPF/ EPMLDNUN ___|[EPMLDNUM [WC FASTRESC CPFATSCD EPMLDNUM
IT FASTRESC CPF/ EPMODNUM __|EPMODNUNM ASTRESC CPFATSCD. EPMODNUIM
IT FASTRESC CPF/ EPSEVNUM___|EPSEVNUM A ATSCD EPSEVNUM

RESC.CPF/

where FATESTCD EQ EPSEVNU'

‘ Retrieve Metadata from ODM source using SDTM Annotations ‘ ‘ Retrieve Metadata from ODM source using (CRF) item Name ‘ ‘ Generate WhereClause automatically ‘

\ nsortion I e \

‘ Validate ‘

—

All that is missing in this ValueList definition is the "Length" for each item. This can easily be seen
by clicking the "Validate" button.

We e.g. assign "2" for the length, meaning that the "number of ..." is expected to be not more than
99:

QD Mame Diata Type Lenath Sign.Digil
IT FASTRESC CPFATSCD. CUMEXP CUMEXP integer 2
ITFASTRESC CPFATSCD EPMLDMUM EFPMLDMURM integer 2
IT FASTRESC CPFATSCD EPMODMNUM EFMODMLUIRM integer 2
IT FASTRESC. CPFATSCD EPSEVMUM EFPSEVMUM integer 2

The "Where Clauses" have already been assigned automatically, e.g.:

iList WhereClause
WC FASTRESC.CPFATSCD.CUMEXP
WC FASTRESC.CPFATSCD.EPMLDMUM

_% where FATESTCD EQ "EPMLDNUN %’;‘

so there is nothing more that needs to be done.

Clicking "OK" twice then leads to the message:



Message

®

o

If not already done, please do not forget to assign
the created ValuelList to a{n) SDTM variable!

OK

one sees that a "study-specific" instance of FAMH is generated and added:

:|RELREC STUDYID ROOMAIN USUBJID IDVAR IDVARVAL
||SL.| PPOUAL STUDYID ROOMAIN USUBJID IDVAR IDVARVAL
§§||I'u'l].rStu dy:FAMH  |STUDYID DOMAIN U2UBJID FAMH.FASEQ FAMH.FAGRPID

And the "COPD Findings About Test Code" is attached to FATESTCD:

RS.RS3SPID

FAMH.FATESTCD

NMSNVSTESTY

Mandataory: Yes

FAFATEST(

OrderMumber: 7

SR.SRSPID

Role: Topic

RELID

ltemDeffSDTM Mame: FATESTCD

QLABEL

Diata type: text

FAMH.FATE!

Length: G

#

Description: Findings About Test Short Mame

Codelist CL.C122007 CPFATSCD

And the corresponding codelist is attached to FATEST:

WS VETEST
FAFATEST
SR.SRTESTCI

WAL
FAMH.FATEST
Il

FAMH.FATEST

Mandatory: Yes

OrderMumber: 8

Role: Synonym Clualifier

temDeffSOTM Mame: FATEST

Data type: text

Length: 22

Description: Findings About Test Mame
Codelist CL.C122006.CPFATS

When then checking on FASTRESC, by selecting it, and then using the menu "Edit - SDTM
Variable Properties" (Ctrl-E) one finds that the valuelist has already been correctly assigned to

FASTRESC:




Edit Properties for SDTM Variable FAMH.FASTRESC

Iz‘ olD: FAMH.FASTRESC
[] New OID | Edit
Name: FASTRESC
SASFieldName: FASTRESC
Data type: |text
Current Length: 80

[] New Length:

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

[] New Role

Current Role CodeList:

[_] New Role CodeList
Current Origin/Source:

[] Edit Origin/Source:

Comment:

External document for comment

Current CodeList
[] New CodeList:

Description:

Result Qualifier

NONE DEFINED YET

Edit

NO CODELIST ASSIGNED

Select CodelList

Character Result/Finding in Std Format

current def:DisplayFormat:
[_] New def:DisplayFormat:

current ValueList OID: VL.FASTRESC.CPFATSCD
—

[] New ValueList OID |

One can now start mapping as in the usual case, for example for all findings about medical history
of COPD. In that case, one will probably want to set "COPD" as the value for FAOBIJ:

r Mapping Description and Link to external Document
SOTM-ETL mapping for FAMH.FADBJ

Origin: No Origin has been added yet!

r The Transformation Script
1 $FAMH.FAOBJ = 'COBD'

with the "Origin" being "Assigned":



Edit Properties for SOTM Variable FAMH.FAOB)

ol FAMH.FAOBJ

[] New OID | Edit
Name: FAOBJ

SASFieldName: FAOBJ Designing/Updating Origin for ltem: FAOE)

Data lype: |text

Current Length: 80 LT

] New Length: 1 ) Mot Available Source type:
Current Significant Digits: | ® Assigned O Subject

[] New Significant Digits: | ) Protocol ) Investigator
Current Role: Record Qualifier : ) Derived ) Vendor

[L] New Role | ) Predecessor ]
Current Role CodelList: ) Collected

[_] New Role CodeList | 4 Origin description
Current Origin/Source: NONE DEFINED YET el
Edit Origin/Source: |
SIITEE ‘ Document {leaf) 1D:

External document for comment |

Current CodeList NO CODELIST ASSIGNED O No page details

[] New CodelList: ) Page list (physical reference)
Description: Object of the Observation 2 Named destinations




