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Agenda
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• Welcome, CDISC Overview, Regulatory Environment - Rhonda

• CDISC SDTM overview and practical implementation examples - Christine

• Analysis Results Metadata and practical implementation examples - Richard

• JMP Clinical background and usages in regulatory agencies - Wenjun

• Q & A

• Break

• JMP Clinical Demo – Geoffrey

• Import, functions, reports, templates, AE reporting strategies Q & A

• Adjourn



CDISC Standards and Global Regulation
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BINDING 
DOCUMENTS

• CDISC standards are required for submission to FDA and Japan PMDA

• CDISC standards are the only standards recognized for submissions by China NMPA
• CDISC standards can be used for patient-level data submission to EU EMA 

https://www.fda.gov/media/88120/download https://www.fda.gov/media/82716/download https://www.fda.gov/media/147233/download

Translation: Guidance for 
Submission of Drug Clinical Trial 

Data (Draft) 

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



Data Standards Catalogs  
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CDISC Standards US Japan China

Controlled Terminology

SEND

SDTM Recommended

ADaM Recommended

Define-XML

Analysis Results Metadata (ARM)



CDISC SDTM and Implementation Examples

Bess LeRoy

Head of Standards Projects



About SDTM

The Study Data Tabulation Model (SDTM) is part of the CDISC suite of standards.

The SDTM supports the research process by providing a standard way to organize 
and format data that are collected and generated during a study.
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About SDTM

The SDTM is: 

• A CDISC foundational standard that establishes a standard way to tabulate 
data across studies. 

• Tabulation refers to the organization of data in tables.

• Designed to represent: 
• Collected data regardless of the method of collection

• e.g., Data collected via Case Report Forms (CRFs), data from vendors 

• Prespecified data such as data defined in a protocol

• Selected derivations to support data use
• Such as submission and review

Data represented per the SDTM are “as collected” without imputation rules or 
other rules that may be needed for analysis applied.
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About SDTM

The SDTM defines the building blocks to organize data using standard variables with 
standard data types and other standard metadata

Most data collected or generated as part of a study will be represented using SDTM 
General Observation Classes and Special Purpose Domains

Data can also be represented using SDTM Trial Design Model, Study References, and 
Relationship Datasets 
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Special Purpose Interventions Events Findings

General Observation Classes

Trial Design
Study 

References
Relationships



About SDTM

The SDTM defines the building blocks to organize data using standard variables with 
standard data types and other standard metadata
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Implementing the SDTM

SDTM is a foundational model from which we build different implementations.

CDISC Implementation Guides provide instructions to implement standard variables 
with standard data types and other standard metadata in the SDTM.

The SDTM is implemented for drug submissions per the:
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Implementing the SDTM

Standard variables with standard data types and other standard metadata in 
the SDTM are implemented as domains per Implementation Guides

Domains are:

• Logical groupings of related data 

• Generally aligned with implementation of a single dataset file to represent 
data in scope for a domain

• In some cases, a dataset implemented for a domain may be split into physically separate 
dataset files to support submission when needed and as allowable by the regulatory authority.
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The SDTM and Implementation

The SDTM and SDTMIG Human Clinical Trials
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Special Purpose Interventions Events Findings

General Observation Classes

Trial Design
Study 

References
Relationships

Comments (CO)

Demographics (DM)

Subject Elements (SE)

Subject Disease 

Milestones (SM)
Subject Visits (SV)

Concomitant/Prior 

Medications (CM)

Exposure as Collected

Exposure (EC, EX)

Procedures (PR)
Substance Use (SU)

Adverse Events (AE)

Clinical Events (CE)

Disposition (DS)

Medical History (MH)

Protocol Deviations (PV)

Product Accountability (DA) Nervous System Findings (NV) 

Death Details (DD)  Ophthalmic Examinations (OE) 

ECG Test Results (EG) Urinary System Findings (UR)

Inclusion/Exclusion Crit. Not Met (IE) Physical Examination (PE)

Biospecimens Findings (BS) Reproductive System Findings (RP)
Cell Phenotype Findings (CP) Respiratory System Findings (RE)

Immunogenicity Spec. Assess. (IS) Urinary System Findings (UR)

Laboratory Test Results (LB) Physical Examination (PE)

Microbiology Specimens (MB) QRS Functional Tests (FT) 

Microbiology Susceptibility (MS) QRS Questionnaires (QS) 
Microscopic Findings (MI) Disease Resp. and Clin. Class. (RS)

Pharmacokinetics Concentrations (PC) Subject Characteristics (SC)

Pharmacokinetics Parameters (PP) Subject Status (SS)

Morphology (MO)  Tumor/Lesion Identif ication (TU)

Cardiovascular System Findings (CV) Tumor/Lesion Results (TR) 
Musculoskeletal Findings (MK) Vital Signs (VS) 

Trial Arms (TA)

Trial Elements (TE)

Trial Visits (TV)

Trial Dis. Assess. (TD) 

Trial Incl/Excl. Crit. (TI)
Trial Summary (TS)

Device Identif iers

Non-host Org. Id. (OI)

Related Rec. (RELREC)

Supplement. Qual (SUPP)

Related Subj. (RELSUB)

Rel. Spec. (RELSPEC)

* Not all domains are shown



Implementing the SDTM

All implemented datasets are structured as flat files with: 

• Rows representing collected observations 

• With data points for observations represented in columns, i.e., variables
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The Goal

When the SDTM is implemented, data collected and generated for the same 
topic look the same from study to study, and from sponsor to sponsor. 

This standardization enables:

• Familiarization with standard datasets such that implementers and 
reviewers can find the data they need

• Data storage/warehousing

• Analysis and reporting activities, including:
• Further standardization downstream to support analysis and reporting

• Use of automated tools, such as JMP, to support analysis and reporting
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A bit about ADaM

The Analysis Data Model (ADaM) is also part of the CDISC suite of standards.

The ADaM supports the research process by defining standards for the creation and 
submission of analysis datasets and results, such datasets:

• Are generally based on SDTM datasets

• Support use of automated tools, such as JMP, to support analysis and reporting
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Implementation Examples

There are many SDTM practical implementation examples to review.

For this workshop, we will focus on implementation of domains generally used 
to evaluate safety.

• Demographics (DM)

• Exposure (EX)

• Adverse Events (AE)

• Laboratory Test Results (LB)

• Disposition (DS)
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Demographics (DM)
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Exposure (EX)

18



Adverse Events (AE)

19



Laboratory Test Results (LB)
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Disposition
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JMP Clinical Background and Usage at 
Regulatory Agencies

Dr. Wenjun Bao



Thank You!
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