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Upon completion of this webinar, you should be able to:

▪ Describe the CDISC organization and purpose

▪ Demonstrate finding and downloading the standards

▪ Create an online account

▪ Access the CDISC Library

▪ Explain the high level principles of CDASH, SDTM and Controlled Terminology (CT) standards

▪ Demonstrate the use of the CDISC standards in the NCI GLIB ALS



CDISC Organization

▪ Standards development began in 1997 by volunteers from industry and FDA

▪ Funded and incorporated as non-profit organization (2000)

▪ Robust standards development

▪ 100s of volunteer SMEs

▪ Standards development process controlled by SOP

▪ Global, open, consensus-based

▪ Input from 1000s of stakeholders during public review



CDISC Standards - Supports the Whole Clinical Research Process

www.cdisc.org/standards



Accessing the Standards

▪ Navigate to www.cdisc.org

▪ Create a user account

▪ Use your NIH email (so you have access to Member areas)

▪ Log in

▪ Access standards from the public web pages

▪ Access additional files from the CDISC Library and Archives

▪ Access Controlled Terminology directly from NCI EVS
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http://www.cdisc.org/


CDISC Standards - Why

▪ Defined, consistently formatted data concepts and structures increases predictability, understanding 

and usability of data for all stakeholders, with reduced need for re-training

▪ Standardized data supports a more efficient process throughout the data lifecycle including 

reusability in programming (study databases, edit checks, derivations, tabulations, analysis),

▪ Standardized data supports analytics-based oversight, data aggregation, data mining

▪ Global standard - “everyone” is using it - facilitates more effective collaboration

▪ CDISC standards are useful beyond original use case (interventional, regulatory)



Without Standards- Unnecessary Variability

ID GENDER

A1 Male

A2 Male

A3 Female

A4 Female

A5 Male

USUBID SEX

00011-A 0

00012-A 1

00013-A 1

00014-A 0

00015-A 1
PTID GENDER

01 1

02 1

03 2

04 2

05 1

SUBJID SEX

2001 M

2002 F

2003 F

2004 M

2005 F

Study #2 – dmg.xpt

Study #4 – axd222.xpt

Study #3 – dmgph.xpt

Dataset names are 

inconsistent from 

study to study

Values to represent the same 

concepts are not consistent, 

and sometimes not decoded 

(0? 1? 2?)

Variable names / 

column headers are 

different from study 

to study

Adapted from slide courtesy of Armando Oliva, M.D. and Amy Malla, FDA

Study #1 – demog.xpt



With Standards - Predictable Format/ Organization

USUBJID SEX

DEF-001 M

DEF-002 M

ABC-001 M

DEF-004 F

DEF-005 M

USUBJID SEX

JKL-011 M

JKL-012 F

GHI-003 F

JKL-014 M

JKL-015 F

USUBJID SEX

GHI-001 M

GHI-002 M

GHI-003 F

GHI-004 F

GHI-005 M

USUBJID SEX

ABC-001 M

ABC-002 F

ABC-003 F

ABC-004 M

ABC-005 F

Study #2 – DM.xpt

Study #4 – DM.xpt

Study #3 – DM.xpt

Datasets are defined, 

with standardized 

names.

Value lists are 

standardized and 

always decoded

Variables are defined, 

with standardized 

names, formats, data 

types, etc.

Adapted from slide courtesy of Armando Oliva, M.D. and Amy Malla, FDA

Study #1 – DM.xpt



CDISC Standards - Why

▪ Required by FDA:

▪ SEND, SDTM, ADaM, Define-XML and Controlled Terminology

▪ All NDAs, BLAs and ANDAs with study start dates after 16 December 2016

https://www.fda.gov/forindustry/datastandards/studydatastandards/default.htm

▪ Required by PMDA:

▪ SDTM, ADaM, Define-XML and Controlled Terminology 

▪ Started pilot in October 2016 for NDAs

https://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html

▪ Recommended and used by other global regulatory authorities

▪ Also used by researchers in other types of research (e.g., academic research, public health, 

observational trials)

https://www.pmda.go.jp/english/review-services/reviews/advanced-efforts/0002.html


CDISC Standards - SDTM for Predictable Data Organization to Support Review



SDTM Data Sources
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SDTM

Paper 
CRF

eCOA/ 
ePRO

EDC

‘OmicsWearables

Clinical 
Labs

ECGs 
/ 

EEGs



Standard Organization of Data: General Observation Classes
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Interventions

Events

Findings
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-- means this is Model-

level, generic, “root” 

variables

Data about things the 

study participant takes into 

their body.
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Data about things that 

happen to the participant 

that aren’t planned 

interventions or 

measurements/tests
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Results from planned 

measurements and tests



Organize all data by “Topic”: Domains

16

Order of variables:  (1) Identifiers, (2) Topic, (3) Qualifiers, (4) Timing

Or

Or

• Root variables from one Class in the SDTM (Model) are used to form a topic-based Domain
• Topic/Domain-specific 2 character codes are prefixed to the root variables (AE for Adverse Events, VS for Vital Signs)
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-- has been replaced with a 

2-character Domain code 

to make this topic-specific 

for exposure to study 

treatments
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SDTM Implementation Guide: Standard Domains
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Custom Domains

▪ Based on the same General Observation Classes from SDTM (the Model)

▪ Uses the same root variables

▪ Uses published terminology

▪ Follows same rules that have been used for Standard Domains (in the SDTMIG)

▪ SDTM CDISC Notes

▪ SDTMIG Sections 2, 4 and 8

▪ You have to confirm that it is needed (no published domain for a topic)

▪ You have to create a unique (within your implementation) domain code for the topic

▪ Cannot conflict with a standard domain code (CT DOMAIN list)

▪ X, Y and Z will never conflict - reserved for custom domains

▪ X = Interventions, Y=Events, Z=Findings (not required to use this way)
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Trial Design

▪ Structured datasets to hold protocol-level information

▪ Reference SDTMIG Section 7
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Text-based 

information

Useful for 

Human 

Understanding

SDTM Structured Data 

Useful for Tool-Based 

Activities / Analysis



CDISC Standards - CDASH for Data Collection (Source and EDC)

Clinical Data Acquisition Standards Harmonization: 

CDASH HARMONIZES data collection with SDTM



CDASH

https://www.cdisc.org/standards/foundational/cdash/cdash-20

*Note: you must be logged into the CDISC website to access



Study Site Subject

Sex

Race

Male

Female

Hawaiian or Other Pacific Islander

Other,  (please specify)  __________________________

White

Black or African American

Asian

Native American or Alaska Native

Date  of Birth

Day Month Year

DEMOGRAPHICS

BRTHDTC

SEX

RACE

RACEOTH

BRTHDAT

STUDYID SITEID SUBJID

Birth Date

CDASH Principles (or How CDASH Supports Getting to SDTM)

CDASH specifies a 

minimum set of fields:

- Logical set to have 

a valid record

- Target what is 

required for 

regulatory 

requirements 

including SDTM

CDASH specifies a 

standard variable 

name, with 

recommendations for 

implementation that 

support 

transformation to 

SDTM data

Birth Date



Study Site Subject

Sex

Race

Male

Female

Hawaiian or Other Pacific Islander

Other,  (please specify)  __________________________

White

Black or African American

Asian

Native American or Alaska Native

Date  of Birth

Day Month Year

DEMOGRAPHICS

BRTHDTC

SEX

RACE

RACEOTH

BRTHDAT

STUDYID SITEID SUBJID

Birth Date

CDASH 

specifies 

standard 

wording for the 

data collection 

questions, with 

flexibility to 

handle protocol-

specific 

requirements

CDASH specifies using 

standardized value lists 

that are harmonized with 

SDTM requirements

Birth Date

CDASH Principles (or How CDASH Supports Getting to SDTM)



CDASH- Demographics Example Metadata*

CDASHIG Variable Prompt Controlled Terminology 
Codelist Name

STUDYID [Protocol/Study] N/A

SITEID Site (Identifier) N/A

SUBJID Subject N/A

BRTHDAT Birth Date N/A

SEX Sex (SEX)

ETHNIC Ethnicity (ETHNIC)

RACE Race (RACE)

*There are 18 columns of metadata in the CDASHIG - these 3 are used as examples



CDASH Supports Standardization and

Study Specific Requirements 

▪ CDASH is flexible enough to support the needs of different studies

▪ EDC can be specified per study (and per protocol version)

▪ BUT, CDASH will ensure consistency from study to study for the same concepts
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Study 1:

SEX:  MALE

 FEMALE

Study 2:

SEX:  MALE

 FEMALE

 UNDIFFERENTIATED

 UNKNOWN



Controlled Terminology Principles

• Thousands of standardized, defined terms
• A single way to represent each concept (CDISC Submission Value)
• Synonyms that promote usability
• Unique codes for each term and each codelist to support implementation
• Extensibility defined
• Process to request new terms and new codelists
• Connected to the NCI Thesaurus - many terminologies published and linked
• Published in multiple file formats (xls, CSV, ODM, HTML, PDF…)
• Additional “tools” to support implementation (e.g., files with mappings to related terminologies 

like UCUM and LOINC)



CDISC Standards in the NCI GLIB ALS
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FormOID = 

2 character 

Domain 

Code

FieldOID/VariableOID = 

CDASH (or SDTM) 

variable

DataDictionaryName = 

CDISC Codelist Name

PreText = CDASH 

Question Text 

(Prompt is also 

acceptable)

SASLabel = 

SDTM (or 

CDASH) 

Variable Label
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Q&A
Shannon.Labout@nih.gov
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