
LPO Webinar Series: CDASH Conformance
Session 1

Using CDASHIG Domains to find the right Rave Form in the GLIB ALS



Session Topic Covered

1 Introduction to how CDASH is harmonized with 
SDTM at the Model and IG level

2 Conformance Rule: Use Variable Naming 
Conventions that make it easy to create SDTM 
datasets

3 Conformance Rule: Use the required SDTM 
controlled terminology to collect data

4 Conformance Rule: Use the published Question 
Text or Prompt to ask the questions on the CRF

5 Conformance Rule: Follow the Core Designations
Conformance Rule: Follow CDASH Best Practices

CDASH Conformance Rules Webinar Series

• CDASH Conformance Rules 
describe how to “conform” to the 
CDASH standard in such a way that 
the “harmonization” with SDTM is 
maintained

• This Webinar Series will cover each 
conformance rule, with examples 
of which rules are “built in” to the 
NCI GLIB ALS and how they have 
been addressed



Review SDTM and CDASH General Observation 
Classes
• SDTM Model - Root Dataset Structures:

• Observation Class-based sets of variables (with some “Special Purpose” 
datasets) designed to model all clinical data from a study

Interventions

EventsFindings

Special 
Purpose

Variables for descriptions and amounts of treatments 
and other substances or procedures that could be 
reasonably expected to cause a physiological change 
in the subject.  Root Variables: --TRT, --DOSE

Variables for descriptions of things that happen, which 
may or may not happen to all subjects, and may happen 
differently for different subjects. 
Root Variables: --TERM, --SEV

Variables for results from planned 
measurements, tests, observations and other 
assessments. Also includes results from 
unplanned instances of same. Root Variables: --
TESTCD, --TEST, --ORRES

Sets of variables that are 
only useful for a single 
topic of data, such as 
Demographics.



Review SDTMIG and CDASHIG Domains

Interventions

EventsFindings

Special 
Purpose

• One topic of data per 
domain

• Each domain based 
on a single SDTM 
(Model) Class

• Demographics (DM)
• Subject Visits (SV)

• Exposure as Collected (EC)
• Conmeds (CM)
• Procedures (PR)
• Meal Data (ML)

• Laboratory results (LB)
• Vital Signs (VS)
• Tumor Identification (TU)
• Tumor Results (TR)
• Questionnaires (QS)
• Disease Response (RS)

• Medical History (MH)
• Adverse Events (AE)
• Healthcare Encounters (HO)
• Disposition (DS)
• Protocol Deviations (DV)

A 2-character domain code is specified and reserved for each standard topic / domain



Example Class-Based Variables From SDTMIG

Interventions

Events

Findings

• Medical History (MHTERM, MHSEV)
• Adverse Events (AETERM, AEDECOD, AESEV)
• Healthcare Encounters (HOTERM)
• Disposition (DSTERM, DSDECOD)
• Protocol Deviations (DVTERM, DVDECOD)

The 2-character domain code prefix makes the Class-based root variables unique and specific to the domain topic.

• Laboratory results (LBTESTCD, LBTEST, LBORRES)
• Vital Signs (VSTESTCD, VSTEST, VSORRES)
• Tumor Identification (TUTESTCD, TUTEST, TUORRES)
• Tumor Results (TRTESTCD, TRTEST, TRORRES)
• Questionnaires (QSTESTCD, QSTEST, QSORRES)
• Disease Response (RSTESTCD, RSTEST, RSORRES)

• Exposure as Collected (ECTRT, ECDOSE)
• Conmeds (CMTRT, CMDOSE)
• Procedures (PRTRT, PRDOSE)
• Meal Data (MLTRT, MLDOSE)



Where to Find Domain Codes
• Two primary sources where Domain information is published

• SDTM Controlled Terminology (Domain Abbreviation codelist C66734)
• SDTMIG Domain Index



DOMAIN Controlled Terminology (CT) 

Reference the DOMAIN 
Controlled Terminology 
(C66734) for a list of all 
reserved domain codes, 

domain names and 
definitions.



Domain Index in SDTMIG



Domain Index in SDTMIG



Domain Index in SDTMIG



Review CDASH Alignment to SDTM

• Same general observation classes
• Same special purpose domainsSame overall structure

• However, CDASH does not put restrictions on how to organize questions

• Multiple domain questions can be on the same data collection form (DM, VS)

• Multiple data collection forms can all be about the same topic (VS at each 
visit)

Same domain topics and 
naming conventions (DM = 

DM, AE=AE)

• Same meaning (definitions are important) ensured through QText/Prompt 
(PreText)

• A few differences to meet data collection needs  DAT/TIM vs DTC, Findings class 
with multiple TESTs)

• Additional variables (e.g., common non-standard concepts, edit checks)

Mostly the same variables

• Same meaning (definitions)
• Can display synonyms (user friendly) but should store the CDISC Submission 

Value to avoid transformations

• Use --TESTCD terminology to construct FieldOIDs/ --TEST for PreText

Same terminology

Interventions

EventsFindings

Special 
Purpose

Covered in more detail in 
future sessions



CDASH Conformance 

Relevant CDASH conformance considerations:

• Use the available domains for their intended purpose

• Use Model to create new domains

Achieve CDASH conformance at this level (Model and IG) by using the right 
Forms from the NCI GLIB ALS

• NCI GLIB ALS has SDTMIG/CDASHIG domains “built in” 

• To conform to CDASH, use the right Form in the GLIB ALS for the data you 
need to collect

• Create new (custom) forms that also conform to CDASH



Finding the Right Form in Rave GLIB ALS - Step 1 
Identify the SDTMIG / CDASHIG Domain Code

Identify 
Domain 

Code

DOMAIN CT

SDTMIG Index

--TESTCD CT



Find the right Form in the GLIB ALS: Step 1-
Identify the Correct Domain

In the SDTMIG: 
Identify the correct 
domain “topic” of 
the data you are 
collecting by 
reviewing the 
Domain 
Descriptions in the 
SDTMIG Index

Hint: identifying 
the Observation 
Class first can help 
guide you to the 
right Index.

Interventions

Events

Findings



(or) In SDTM CT: 
Identify the correct 
domain “topic” of 
the data you are 
collecting by 
reviewing the 
DOMAIN 
terminology 
codelist names and 
Definitions

Domain ‘topic’ definitions

Find the right Form in the GLIB ALS: Step 1-
Identify the Correct (SDTMIG/CDASHIG) Domain

Domain ‘topic’ names



Benefit of using SDTMIG to identify the 
domain: Assumptions and Examples

If you need more 
information than 
what the definition 
/ description 
provides: 
• Look at the 

Assumptions 
and Examples

AG?



Benefit of using SDTMIG to identify the 
domain: Topic Terminology

If you need more 
information than 
what the definition 
/ description 
provides: 
• Look at the 

Assumptions 
and Examples

• Look at CT for 
the “Topic” 
variable (or its 
Synonym 
Qualifier 
variable)



Benefit of using SDTMIG to identify the 
domain: Topic Terminology

If you need more 
information than 
what the definition 
/ description 
provides: 
• Look at the 

Assumptions 
and Examples

• Look at CT for 
the “Topic” 
variable



Benefit of using SDTMIG to identify the 
domain: Topic Terminology

If you need more 
information than 
what the definition 
/ description 
provides: 
• Look at the 

Assumptions 
and Examples

• Look at CT for 
the “Topic” 
variable



Benefit of using DOMAIN CT to identify the 
domain: Comprehensive

ALL domains from 
ALL published IGs are 
included in a single 
list

RECOMMENDATION: 
Start with DOMAIN 
CT, then if you need 
more information 
about a domain, find 
it in the SDTMIG and 
review Assumptions 
and Examples, or  
review Topic CT.

SDTMIG

SDTMIG-AP

SDTMIG-PGx

SDTMIG-MD



Finding the Right Form in Rave GLIB ALS - Step 2 
Find the Rave GLIB ALS FormOID that Matches the 
Domain Code

Identify 
Domain 

Code

DOMAIN CT

SDTMIG Index

--TESTCD CT

Match Domain Code to Rave 

GLIB ALS FormOID

Step 1 Step 2



Find the right Form in the GLIB ALS: Step 1-
Identify the Correct (SDTMIG/CDASHIG) Domain

Either method 
(SDTMIG Index or 
DOMAIN CT) will give 
you the 2-character 
domain code

Domain codes



Find the right Form in the GLIB ALS: Step 2 - Find 
the FormOID that matches the Domain code

FormOID=Domain Code

In the GLIB ALS: 
Look for the 
FormOID that 
matches the 
Domain Code



Example: Identify the right domain for “prior 
radiotherapy”

Review 
definitions

probably 
“Procedures”

Review the DOMAIN CT for definitions that include 
“Therap” (therapy, therapeutic…)

Review definitions for domains that are filtered



Example: Identify the right domain for “prior 
radiotherapy” SDTMIG V3.3

Confirm by reviewing the Procedures Assumptions and 
Examples in the SDTMIG.

Domain code is “PR”



Example: Identify the right domain for “prior 
radiotherapy”

NCI GLIB ALS

1. Find the PR FormOID in the 
GLIB ALS.

2. Update PreText to be specific 
to Radiotherapy (e.g., replace 
[PR_PRTRT] with 
Radiotherapy).

3. Remove unnecessary fields.



Default 
FormOID = 
CDASHIG 

Domain Code

What to do when you need to combine fields from 
more than one Form.

• NCI GLIB ALS uses the standard domain codes as the FormOID

• However, CDASH rules give us the flexibility to use Fields from more than one domain on the same 
Form 

Date: (TU_TUDAT)
Target Lesion Location: (TU_TULOC)
Target Lesion Diameter: (TR_TRORRES_DIAM)

So, If you want to combine 2 or 
more domain questions on the 
same Form, you can update the 
FormOID (e.g., TU_TR) to reflect 
multiple target domains. 



What to do if you don’t find the Domain Code in the 
GLIB ALS

If you need a 
domain that is not 
published in the NCI 
GLIB ALS, you can 
create your Rave 
form based on the 
same General 
Observation Class 
(Interventions, 
Events or Findings) 
using the published 
Domain Code.

This will apply to 
any domains from 
SDTMIG-AP, 
SDTMIG-PGx and 
SDTMIG-MD and to 
custom domains.

Definition will provide 
the Observation Class



What to do if you don’t find the Domain Code in the 
GLIB ALS

Example: 
Biospecimen Events 
(to collect genetic 
sample shipping)

First, Identify the 
Observation Class of 
the Form you need 
to add to the ALS 
(e.g., Biospecimen 
Events is an Events 
class domain)

Based on “Events” 
Observation Class



What to do if you don’t find the Domain Code in the 
GLIB ALS

Example: 
Biospecimen Events 
(to collect genetic 
sample shipping)

Next, Copy an 
existing “Events” 
class Form (e.g., 
Medical History)

Copy MH rows



What to do if you don’t find the Domain Code in the 
GLIB ALS

Example: 
Biospecimen Events 
(to collect genetic 
sample shipping)

Then, Change “MH” 
to “BE” on copied  
FormOID,  FieldOID, 
VariableOID



What to do if you don’t find the Domain Code in the 
GLIB ALS

Example: 
Biospecimen Events 
(to collect genetic 
sample shipping)

Delete unnecessary 
rows



What to do if you don’t find the Domain Code in the 
GLIB ALS

Example: Biospecimen Events (to collect genetic 
sample shipping)

Update the PreText (e.g., Shipping Date)

Biospecimen 
Event: 
Sample 
Shipped



Session 1 Summary

• CDASH and SDTM use the same
• General Observation Classes (Interventions, Events, Findings)
• Domains 

• Each standardized domain
• Is based on one General Observation Class
• Has a standard 2-character domain code
• Is defined / described in

• SDTM Controlled Terminology (DOMAIN codelist C66734)
• SDTMIG Class-based Domain Index

• The NCI GLIB ALS uses the standard domain codes as the FormOID to name the standard 
forms
• Find the right form by matching the Domain Code to the FormOID
• You can update FormOID to reflect more than one target domain (e.g., TU_TR)

• You can create new Forms using the published DOMAIN codes with existing Rave Form 
metadata from same General Observation Class



Q&A


