
CDISC Newcomer Webinar



Panelists

Kit Howard, Director of Education, CDISC

Shannon Labout, CCDM, Interim Chief Standards Officer; VP of 
Education, CDISC
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Question & Answer

• ‘Panelist’: Question

OR

• ‘Presentation’: Question

Examples:

1) What should be supported by ADaM datasets?

2) Is there a limit to the number of variables that can be in 
ADSL?



Content Disclaimer

The purpose of CDISC webinars is to provide examples of 
implementation and should not be considered official 
recommendations by the standards development teams or CDISC 
unless otherwise stated in the presentation. 

Webinars are not considered to be authorized CDISC courses, are not 
developed or delivered under COP-005, and should not replace a 
published IG or UG. Please refer to the latest published standards 
documents for the most authoritative implementation information.
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What is CDISC?
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 Global Standards Development Organization (SDO)

 Founded in 1997 (all volunteers)

 Incorporated in 2000 as a non-profit organization

Mission:  To develop and support global, platform-independent data 

standards that enable information system interoperability to improve 

medical research and related areas of healthcare

Clinical Data Interchange Standards 
Consortium



CDISC Standards Development

• >440 organizational members 

• Consensus based standards development 

• Standards for clinical & translational research

• Standards are freely available at www.cdisc.org

• IP Policy ensures open standards

• Ongoing global research support in the Americas, 

Europe, Japan, China, India, Korea and other 

regions

• Standards downloaded in 90+ countries

SHARE API

http://www.cdisc.org/


CDISC members



Alliances



Education

• Standards from the Start

• SDTM

• CDASH

• ADaM primer

• ADaM Theory and Application

• Define-XML

• Controlled Terminology

• SEND

• BRIDG

• Smarter Research Symposium



Why Standards are needed



Homonyms

If you misunderstand the 
meaning of clinical 

concepts you can’t merge 
or make any meaningful 

connections or 
conclusions.

Definitions

If you have different 
definitions for clinical 

concepts you can’t merge 
or make meaningful 

connections or 
conclusions.

<< 5 companies oncol
project ex.>>

Relationships

If you don’t see the 
relationships between and 

amongst you create 
variability in how 

standards implemented.

Terminology

If you can’t agree on the 
naming conventions and 
where to use them, you 

can’t merge or make 
meaningful connections or 

conclusions.

Organization

If you can’t find the data 
you waste time and 

resource.

Data Sharing

You can’t share data in a meaningful and efficient way without addressing each of the above aspects.  

SUBJ
ID

SEX

0001 M

0002 F

0003 F

0004 M

0005 F

USUBI
D

SEX

0001 0

0002 1

0003 1

0004 0

0005 1

Why Standards are Needed
(the Pillars of Misunderstanding)



What are CDISC models 
and what are they used for?



Published Standards

• Foundational Standards
• Protocol - Data Collection - Aggregation - Analysis - Reporting

• Operational Data Model

• Controlled Terminology

• Therapeutic Area Standards
• Examples of how to implement the foundational standards for 

particular disease or therapeutic area research
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Support Common Functions for All Research
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Data Collection

Providing Common Structure & Terminology for:

Data Aggregation 
(Tabulation)

Data Analysis Data Transfer



Use of CDISC Standards in the Clinical Trial Process

Controlled terminology

TAUGS

SDTM ADaMCDASH

Protocol eDC Build Data Capture Analysis Data 

and Results
AnalysisData Storage 

and Review

Study 

Reports

Define.xml

Collect Aggregate Analyze

Define Define



CDASH
Clinical Data Acquisition Standards Harmonization 

• Best Practices and Implementation Guides

• Standardized CRF questions

• Controlled Terminology

• Aligned with SDTM

Collect



Example

PROTOCOL ABC-DIA-0012

SUBJECT Z0001

VISIT WEEK 4
  

WERE VITAL SIGNS COLLECTED?       YES          NO

DATE _ _ / _ _ _ / _ _ _ _ [DD/MON/YYYY]

PLANNED TIMEPOINT ACTUAL TIME TEST RESULT UNIT CLINICALLY SIGNIFICANT

1. PRE-DOSE _ _ : _ _ Height _ _ _ cm

Weight _ _ _ kg

Systolic Blood Pressure _ _ _ mmHg

Diastolic Blood Pressure _ _ _ mmHg

Pulse Rate _ _ _ beats/min

Temperature _ _ _       C           F

Respiratory Rate _ _ breaths/min

Interpretation       NORMAL           ABNORMAL       YES          NO

2. 30 MINUTES _ _ : _ _ Systolic Blood Pressure _ _ _ mmHg

Diastolic Blood Pressure _ _ _ mmHg

Pulse Rate _ _ _ beats/min

Temperature _ _ _       C           F

Respiratory Rate _ _ breaths/min

Interpretation       NORMAL           ABNORMAL       YES          NO

VITAL SIGNS



PROTOCOL STUDYID 9999-0001 [PREPRINTED]

SUBJECT SUBJID 000011

VISIT VISIT BASELINE
  

WERE VITAL SIGNS COLLECTED?       YES          NO

VSPERF

DATE _ _ / _ _ _ / _ _ _ _ [DD/MON/YYYY]

VSDAT

PLANNED TIMEPOINT ACTUAL TIME TEST RESULT UNIT CLINICALLY SIGNIFICANT

1. PRE-DOSE _ _ : _ _ Height _ _ _ HEIGHT_VSORRES cm HEIGHT_VSORRESU

VSTPT VSTIM Weight _ _ _ WEIGHT_VSORRES kg WEIGHT_VSORRESU

Systolic Blood Pressure _ _ _ SYSBP_VSORRES mmHg SYSBP_VSORRESU

Diastolic Blood Pressure _ _ _ DIABP_VSORRES mmHg DIABP_VSORRESU

Pulse Rate _ _ _ PULSE_VSORRES beats/min PULSE_VSORRESU

Temperature _ _ _ TEMP_VSORRES       C           F TEMP_VSORRESU

Respiratory Rate _ _ RESP_VSORRES breaths/min RESP_VSORRESU

Interpretation       NORMAL           ABNORMAL       YES          NO

INTP_VSORRES VSCLSIG_VSORRES

2. 30 MINUTES _ _ : _ _ Systolic Blood Pressure _ _ _ mmHg

Diastolic Blood Pressure _ _ _ mmHg

Pulse Rate _ _ _ beats/min

Temperature _ _ _       C           F

Respiratory Rate _ _ breaths/min

Interpretation       NORMAL           ABNORMAL       YES          NO

VITAL SIGNS

VSSPID

Example – with CDASH metadata
1. CDASH annotations

2. Prompts

4. Best Practices

3. Controlled 
Terminology

HEIGHT

WEIGHT

SYSBP

DIABP

PULSE

TEMP

RESP

INTP

HEIGHTU

WEIGHTU

SYSBPU

DIABPU

PULSEU

TEMPU

RESPU

VSCLSIG



CDASH – Data Collection



CDASH – EDC Data Extract

STUDYID SUBJID VISIT VSPERF VSDAT VSTIM VSSPID VSTPT HEIGHT HEIGHTU WEIGHT WEIGHTU

1 9999-0001 000011 BASE LINE YES 14/06/2017 8:55 1 PRE_DOSE 184 cm 100 kg

2 9999-0001 000011 BASE LINE YES 14/06/2017 9:31 2 30 MINUTES

SYSBP SYSBPU DIABP DIABPU PULSE PULSEU TEMP TEMPU RESP RESPU INT VSCLSIG

1 130 mmHg 80 mmHg 62 BEATS/MIN 36 C 12 BREATHS/MIN NORMAL kg

2 150 mmHg 100 mmHg 95 BEATS/MIN 36 C 30 BREATHS/MIN ABNORMAL NO



SDTM
Study Data Tabulation Model

• Standard representation of collected data

• One model - multiple implementations
• Clinical (SDTMIG)

• Non-clinical (SEND)

• Medical Devices

• Pharmaco-Genomics (PGx)

Aggregate



Interventions Special
Purpose

Demographics [DM]

Subject Elements [SE]

Subject Visits [SV]

Findings

ECG [EG]

Inclusion/Exclusion Criteria Not Met [IE]

Events
RELREC

SUPPQUAL [SUPP--]

Disposition [DS]

Comments [CO]

Trial Design

Trial Elements [TE]

Trial Arms [TA]

Trial Visits [TV]

Trial Inclusion/Exclusion [TI]

Adverse Events [AE] 

Medical History [MH]

Deviations [DV]

Clinical Events [CE]

PK Concentrations [PC]

Vital Signs [VS]

Microbiology Specimen [MB]

Questionnaire [QS]

Drug Accountability [DA]

Subject Characteristics [SC]

Labs [LB]

Microbiology Susceptibility [MS] 

PK Parameters [PP]

Physical Exam [PE]

Trial Summary [TS]

Relationships

Findings About [FA]

Procedures [PR]

Healthcare Encounters [HO]

Exposure as Collected [EC]

Substance Use [SU]

Exposure [EX]

Con Med [CM]
Death Details [DD]

Immunogenicity [IS]

Tumor Identification [TU]

Disease Response [RS]

Reproductive System Findings [RP]

Tumor Results [TR]

Subject Status [SS]

Microscopic Findings [MI]

Morphology [MO]

Trial Disease Assessments [TD]

Findings About

Findings About [FA]

Skin Response [SR]

• SDTM is organized in classes

• SDTM is designed to aggregate data

• SDTM can handle all data!!



Example – with SDTM metadata

PROTOCOL STUDYID 9999-0001 [PREPRINTED]

SUBJECT SUBJID 000011

VISIT VISIT BASELINE
  

WERE VITAL SIGNS COLLECTED?       YES          NO If NO, VSSTAT = NOT DONE when VSTESTCD = VSALL

[NOT SUBMITTED]

DATE _ _ / _ _ _ / _ _ _ _ [DD/MON/YYYY]

VSDTC

PLANNED TIMEPOINT ACTUAL TIME TEST RESULT UNIT CLINICALLY SIGNIFICANT

[VSTESTCD] VSTEST VSORRES VSORRESU VSCLSIG in SUPPVS

1. PRE-DOSE _ _ : _ _ HEIGHT Height _ _ _ cm

VSTPT WEIGHT Weight _ _ _ kg

SYSBP Systolic Blood Pressure _ _ _ mmHg

DIABP Diastolic Blood Pressure _ _ _ mmHg

PULSE Pulse Rate _ _ _ beats/min

TEMP Temperature _ _ _       C           F

RESP Respiratory Rate _ _ breaths/min

INTP Interpretation       NORMAL           ABNORMAL       YES          NO

2. 30 MINUTES _ _ : _ _ Systolic Blood Pressure _ _ _ mmHg

Diastolic Blood Pressure _ _ _ mmHg

Pulse Rate _ _ _ beats/min

Temperature _ _ _       C           F

Respiratory Rate _ _ breaths/min

Interpretation       NORMAL           ABNORMAL       YES          NO

VITAL SIGNS

VSSPID

VSDTC

VSCLIG in SUPPVS

[NOT SUBMITTED]

If NO. VSSTAT = NOT DONE when VSTESTCD=VSALL

[VSTESTCD]

HEIGHT

WEIGHT

SYSBP

DIABP

PULSE

TEMP

RESP

INTP

VSTESTCD



SDTM Data Storage and Review

STUDYID DOMAIN USUBJID VSSEQ VSSPID VSTESTCD VSTEST VSORRES VSORRESU VSSTRESC VSSTRESN VSBLFL VSDRVFL VISITNUM VISIT VISITDY VSDTC VSTPT

1 9999-0001 VS 9999-0001-000011 1 1 HEIGHT HEIGHT 184 CM 184 184 Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

2 9999-0001 VS 9999-0001-000011 2 1 WEIGHT WEIGHT 100 KG 100 100 Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

3 9999-0001 VS 9999-0001-000011 3 BMI BODY MASS INDEX 29.54 KG/CM2 Y Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

4 9999-0001 VS 9999-0001-000011 4 1 SYSBP SYSTOLIC BLOOD PRESSURE 130 mmHG 130 130 Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

5 9999-0001 VS 9999-0001-000011 5 1 DIABP DIASTOLIC BLOOD PRESSURE 80 mmHG 80 80 Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

6 9999-0001 VS 9999-0001-000011 6 1 PULSE PULSE RATE 62 BEATS/MIN 62 62 Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

7 9999-0001 VS 9999-0001-000011 7 1 TEMP TEMPERATURE 36 C 36 36 Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

8 9999-0001 VS 9999-0001-000011 8 1 RESP RESPIRATORY RATE 12 BREATHS/MIN 12 12 Y 2 BASELINE 10 2017-06-14T08:55 PRE-DOSE

9 9999-0001 VS 9999-0001-000011 9 1 INTP INTERPRETATION NORMAL NORMAL 2 BASELINE 10 2017-06-14T09:31 30 MINUTES

10 9999-0001 VS 9999-0001-000011 10 2 SYSBP SYSTOLIC BLOOD PRESSURE 150 mmHG 150 150 2 BASELINE 10 2017-06-14T09:31 30 MINUTES

11 9999-0001 VS 9999-0001-000011 11 2 DIABP DIASTOLIC BLOOD PRESSURE 100 mmHG 100 100 2 BASELINE 10 2017-06-14T09:31 30 MINUTES

12 9999-0001 VS 9999-0001-000011 12 2 PULSE PULSE RATE 95 BEATS/MIN 95 95 2 BASELINE 10 2017-06-14T09:31 30 MINUTES

13 9999-0001 VS 9999-0001-000011 13 2 TEMP TEMPERATURE 36 C 36 36 2 BASELINE 10 2017-06-14T09:31 30 MINUTES

14 9999-0001 VS 9999-0001-000011 14 2 RESP RESPIRATORY RATE 30 BREATHS/MIN 30 30 2 BASELINE 10 2017-06-14T09:31 30 MINUTES

15 9999-0001 VS 9999-0001-000011 15 2 INTP INTERPRETATION ABNORMAL ABNORMAL 2 BASELINE 10 2017-06-14T09:31 30 MINUTES

STUDYID RDOMAIN USUBJID IDVAR IDVARVAL QNAM QLABEL QVAL QORIG QEVAL

1 9999-0001 VS 9999-0001-000011 VSSEQ 15 VSCLSIG CLINICALLY SIGNIFICANT NO CRF



• Single file per trial

• Documentation of the metadata, standards and versions used

• Machine Readable & Human Readable

• Components

• XML : Machine Readable code

• XSL (stylesheet) : Transforms XML into HTML to make it human readable

What is define.xml?



Define.xml (SDTM Metadata)



• Provides information about statistical parameters (plan) and how they are applied in the analysis (report)

• Enables traceability back to aggregated data so reviewers understand the statistical method applied and 

how the conclusions were reached 

• Standard structure of analysis data

• Supports the documentation of Tables, Listings, Figures (TFLs) in Clinical Study Report (CSR) 

• One PROC away 

ADaM
Analysis Data Model

Analysis



Analysis Dataset



Define.xml (ADaM metadata)



Analysis Results



Define.xml (Analysis Results metadata)



Therapeutic Area User Guides
- Based on Foundational Standards



Therapeutic Area User Guide overview
Oncology Infectious

Diseases
Mental & 
Behavioral 
Disorders

CV Neurology Chronic 
Respiratory 
Diseases

Auto-
immune 
Diseases

Endocrinology Other

Breast Cancer v1 Tuberculosis v1
Tuberculosis v2, 
Gates

Schizophrenia FDA Dyslipidemia v1 Parkinson’s 
Disease v1

Asthma v1 Rheumatoid 
Arthritis v1

Polycystic Disease v1
University of Rochester

Pain v1
University of 
Rochester

Prostate Cancer v1 
FDA

Influenza v1 Alzheimer’s v1, v2 CV Endpoints v1 
FDA

Multiple Sclerosis
v1 MS Society

COPD v1 Diabetes v1 Solid Organ 
(Kidney 
Transplant) 
v1 FDA

Colorectal Cancer 
v1 FDA

Hepatitis C, v1 FDA Parkinson’s v1 CV Imaging v1 Duchenne 
Muscular 
Dystrophy v1

Diabetic Kidney Disease 
v1

Lung Cancer v1 
FDA

Virology v1, v2 FDA Traumatic Brain 
Injury v1 One Mind

QT Studies v1 Huntington’s 
Disease v1

Malaria v1 
Gates / WWARN

Major Depressive 
Disorder v1 
FDA

Parkinson’s v2

Ebola v1 Post Traumatic 
Stress Disorder v1 
Cohen Veterans 
Bioscience

Vaccines v1 Bi-Polar v1

HIV v1
NIAID & FDA

General Anxiety 
Disorder v1

CDAD
FDA

4 9 8 4 5 2 1 3 2

Bold - ongoing
Planned



Therapeutic Area-
Concept Map (example)
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Therapeutic Area-
Annotated Case Report Forms and Datasets
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Therapeutic Area-
Analysis Datasets and Results (example)
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Industry Regulatory Requirements



Last Century FDA Regulatory Review

39



40 Cooper, 2008



Regulatory Review Tools

41

CARS Project Patient Profile Viewer

Fendt Szarfman/Korvick



FDA & CDISC Data Standards

42



The Journey

43



https://www.fda.gov/ForIndustry/
DataStandards/StudyDataStandards/
default.htm

http://www.pmda.go.jp/english/revie
w-services/reviews/advanced-
efforts/0002.html



https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm

PMDA Data Standards Catalog (2017-03-03) - Data Exchange Standards

Use 
Data Exchange 

Standard

Supported 

Version(s)

Implementation Guide 

Version

Exchange 

Format

Date Support 

Begins 

(YYYY-MM-DD)

Date Support Ends 

(YYYY-MM-DD)
Notes

Clinical study datasets -

Transport
SAS Transport (XPORT) 5 - XPT 2016-10-01

Clinical study datasets SDTM 1,4 3,2 XPT 2016-10-01

Clinical study datasets SDTM 1,3 3.1.3 XPT 2016-10-01

Clinical study datasets SDTM 1,2 3.1.2 Amendment1 XPT 2016-10-01

Clinical study datasets SDTM 1,2 3.1.2 XPT 2016-10-01

Clinical study datasets ADaM 2,1 1.0 XPT 2016-10-01

Clinical study data definition 

files
Define 2.0 - XML 2016-10-01

Clinical study data definition 

files
Define 1.0 - XML 2016-10-01

Documents PDF 1.4-1.7 - PDF 2016-10-01

In principle, eCTD PDF 

specification should be 

referenced for details.

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



https://www.fda.gov/ForIndustry/DataStandards
/StudyDataStandards/default.htm#guides



How does CDISC work?



As a CDISC newcomer, you may want to

• Subscribe to the newsletter

• Find information on the CDISC website

• Attend a CDISC training course or conference

• Become a member

• Participate in public review

• Volunteer on a standards development team

48



Announcements
• On the website

• E-mail “blasts” to our mailing list
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5
0

Standards



Education
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Standards Development Process

• COP 001 describes the process

• Check out Policies, too
• Code of Ethics
• Intellectual Property



Join over 440 member 

organizations who collaborate 

through CDISC to foster Smarter 

Research to Unlock Cures

www.cdisc.org



Members section
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Get Involved with CDISC

• Volunteer to:

• Participate in public review of the standards

• Join a team and help us develop standards



What is out for review?

• On the website

• E-mail “blasts” to our mailing list
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Wiki/JIRA Registration

• Separate from CDISC website registration

• Register from the wiki

• https://wiki.cdisc.org

• One userid/password for both wiki and JIRA

• https://jira.cdisc.org

57

https://wiki.cdisc.org/
https://jira.cdisc.org/


Standards in the wiki
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Creating a Comment

• From the wiki, highlight text, then click to create JIRA issue
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Recording a Comment

• Choose the project

• Write comment in box 

• Create

60



Joining a Standards Development Team

• Volunteer form

• Collaboration tools



Volunteer form

• On the CDISC website home page
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Collaboration Tools – CDISC wiki

• Standards are developed in the wiki
• Lots of help at https://wiki.cdisc.org/display/TTD/TechOps+Template+Development+Home

63

https://wiki.cdisc.org/display/TTD/TechOps+Template+Development+Home


Summary

• CDISC is a non-profit SDO, developing and maintaining data standards 
that support medical research

• CDISC standards are required for submissions to FDA and PMDA

• You can learn more about CDISC through our website, webinars, 
training courses and conferences

• You can get involved by becoming a member, reviewing standards, 
and joining a team



Questions…



© CDISC 2018

Upcoming CDISC Webinars
• CDISC Standards Updates – CDAD TAUG v 1.0

• Version 1.0 of the Therapeutic Area User Guide for Clostridium Difficile Associated Diarrhea (TAUG-
CDAD) is developed under the CFAST program and the CDISC Standards Development Process. TAUG-
CDAD v1.0 describes the most common biomedical concepts relevant to CDAD, and the necessary 
metadata to represent such data consistently with CDISC standards.23 Jan 2018 – 10am CST

• 8 Feb 2018, 10am CST/5p CET
• For registration, visit our webinars page at www.cdisc.org/education/webinars

• Members-Only TECH Webinar – Getting Started with SHARE API v1.0

• Join the CDISC SHARE Team for a technology webinar introducing the CDISC SHARE Application Programming Interface (API), which is available free to CDISC Platinum 
Members as a 2018 Member benefit.

• The CDISC SHARE API, a RESTful web service, allows real-time access to standards in a variety of formats (XML, RDF and JSON) for programmatic use by developers to 
create CDISC metadata libraries within your metadata repositories, support CDISC standards in electronic case report forms, and use within clinical research and learning 
health systems. The API facilitates the implementation of CDISC standards to further automate clinical research processes.

• 13 Feb2018 – 10am CST/5pm CET
• For registration, visit our webinars page at www.cdisc.org/education/webinars
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