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CDISC References 
Most Current Versions as of November 2014 

Operational Data Model (ODM)  
1.0 

XML specification supporting interchange of data, metadata or  
updates of both between clinical systems  

Clinical Data Acquisition Standards  
Harmonization (CDASH) 1.0 

Data model for a core set of global data collection fields (element 
name, definition, metadata) 

Study Data Tabulation Model (SDTM) 
version 3.1.3, IG 3.1.2 
 
Validation Checks 3.1 

Data model supporting the submission of data to the FDA including 
standard domains, variables, and rules 

Analysis Dataset Models (ADaM) 
version 2.1, IG 1.0 
 
Validation Checks 1.2 

Data model closely related to SDTM to support the statistical 
reviewer by providing data and metadata that is analysis ready 

Define.xml 2.0 
 
Based on ODM 1.3.2, SDTM IG 3.1.2, 
ADaM 1.0, SEND 3.0 

XML Specification to contain the metadata associated with a clinical 
study for submission 

Standards for the Exchange of Non-
clinical Data (SEND) 

Data model extending SDTM to support the submission of animal 
toxicity studies  

 
Protocol Representation Model (PRM) 

Metadata model focused on the characteristics of a study and the 
definition and association of activities within the protocols, including 
"arms" and "epochs" 

Control Terminology 
SDTM - June 2013 
ADaM – Sep 2014 

Standard list of terms across all the CDISC data models 

OpenCDISC 1.5, June 2013, FDA uses 
1.2 

Tool for ensuring clinical data compliance with CDISC standards, 
including SDTM, ADaM, SEND, Define.xml, and others. 

PROC CDISC SAS 9.2, 9.3 Tool to validate 3.1 SDTMs, Read and create ODM-XML files 

SAS Clinical Standard Toolkit 1.6 
 

Tool for ensuring clinical data compliance with CDISC standards, 
including SDTM, ADaM, Define.xml, and others. 

Study Data Standardization Plan 
 

Define standard metadata models to describe usage, structure, 
content & attributes of case report tabulations, and analysis 
datasets submitted to the FDA. 

Study Data Specifications (eCTD) 1.5.1 Directory structure of SDTMs, ADaMs, DEFINE.PDF/.XML, etc. 
Study Data Reviewer’s Guide 
Version 1.1, 2015-03-07  

 

Used as FDA Reviewer’s single point of orientation to the SDTM 
datasets. 

Analysis Data Reviewer’s Guide 
Version  

 

Used as FDA Reviewer’s single point of orientation to the ADaM 
datasets. 

Validation and Data Interpretation Report 

 
Document that explains details of any known issues with the data 
from the process of converting legacy data to CDISC SDTM. 
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Submission Specifications         Review and QC Specifications 
Setup 
ODM, CDASH, SEND, PRM, 
eCommon Technical Document 
 

Study Setup and Review Guide Deliverables 
Study Data Standardization Plan  
Study Data Reviewer’s Guide 
Analysis Data Reviewer’s Guide 

 

Deliverables 
SDTMs, ADaMs Specifications 

Data Deliverables 
SDTM and ADaM Validation checks 

 

SDTM Domains 
Special Purpose 
 

DM, CO, SE, SV 

Interventions 
 

CM, EX, SU 

Events 
 

AE, MH, CE, DS, DV 

Findings 
 

LB, EG, QS, VS, MB, IE, PE, SC, DA, MS, PC, PP 

Findings About 
 

FA 

Trial Design 
 

TA, TE, TV, TI  

Special Relationship 
 

SUPPDM, RELREC 

 

ADaMs 
Subject Level 
 
One record per subject 

ADSL 

Basic Data Structure (BDS) 
 
One record per subject, per analysis 
parameter, per time point 

ADLB, ADVS, ADEFF, ADTTE 

Other - Events 
 
One record per subject, per time 
point, per event 

ADAE, ADCM 
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Getting Started with CDISC 
SASSavvy.com CDISC MindMaps SASSavvy.com Clinical Study Process Flow MindMap 

Introduction to CDISC Standards CDISC: Why SAS Programmers Need to Know 

Case Report Form Annotated with SDTM variables How to annotate CRF with SDTM variables 

Toward a Comprehensive CDISC Submission Data 
Standard 

Practical Methods for Creating  
CDISC SDTM Domain Data Sets from Existing Data 

Using PROC CDISC XML for SAS Programmers 

From ODM to SDTM: An End-to-End Approach 
Applied to Phase I Clinical Trials 

Deep Dive into ODM Validation 

 

 Study Data Tabulation Model (SDTMs) 
SDTM Excel file specifications SDTM Questionnaire Domains 

SDTM Reference Manual 1.2 SDTM Implementation Guide 3.1.2 

SDTM Validation Checks 3.1  

 

Analysis Data Model (ADaMs) 
ADSL Guide 0.2 ADAE Guide 1.0 

ADAM Common Statistical Analysis Methods ADAM Validation Checks 1.2 

ADAM Reference Manual 2.1 ADAM Implementation Guide 1.0 

 

Control Terminology and Metadata 
National Cancer Institute Download Control Terminology files 

SDTM Control Terminology Listing Metadata Submissions Guidelines 1.0 (DEFINE.XML, 
Guidelines for Annotating CRFs) 

 

CDISC.ORG References 
CDISC.ORG CDISC DEFINE.XML, Example, StyleSheet 

CDISC SDTM CDISC FAQ  

CDISC ADAM CDISC Devices Implementation Guide 1.0 

CDISC Devices CDISC ODM 1.3.2, Online Reference 

CDISC Portals CDISC CDASH 1.1 

Case Report Tabulation Data Definition Specification 
(define.xml) 

XML Schema Validation for Define.xml 

 

FDA References 
FDA 21CRFPart11 FDA.ORG 

FDA Data Exchange Standards Catalog FDA Medical Devices 

FDA Study Data Specifications FDA Study Data Standards Resources 

FDA Technical Conformance Guide FDA Electronic Format Standardized Study Data 

FDA Study Data Submissions to CBER FDA Guidance Documents 

FDA Electronic Common Technical Document (eCTD) FDA’s Drug Review Process 

CDER Common Data Standards Issues Document  

  

http://sassavvy.com/Resources/SAS%20Downloads/CDISC_SDTMs_and_ADaMs.htm
http://sassavvy.com/Resources/SAS%20Downloads/clinical_flow.htm
http://www.lexjansen.com/pharmasug/2013/IB/PharmaSUG-2013-IB06.pdf
http://www.lexjansen.com/pharmasug/2003/fdacompliance/fda055.pdf
http://sassavvy.com/Resources/SAS%20Downloads/CRF%20Example.pdf
file:///C:/Users/user/Downloads/CDISC%20Guidelines%20for%20Annotating%20CRF%20(3).pdf
http://www.cdisc.org/system/files/all/reference_material/application/pdf/diaj_submission.pdf
http://www.cdisc.org/system/files/all/reference_material/application/pdf/diaj_submission.pdf
http://www2.sas.com/proceedings/forum2008/207-2008.pdf
http://www2.sas.com/proceedings/forum2008/207-2008.pdf
http://www.nesug.org/Proceedings/nesug06/cc/cc33.pdf
http://www.lexjansen.com/pharmasug/2009/tu/TU10.pdf
http://www.lexjansen.com/phuse/2014/pp/PP05.pdf
http://www.lexjansen.com/phuse/2014/pp/PP05.pdf
http://www.phusewiki.org/docs/2012/PAPERS/TS/TS06.pdf
https://sheet.zoho.com/view.do?url=http://sassavvy.com:80/resources/SAS%20Downloads/sdtm_specs.xls
http://cdiscportal.digitalinfuzion.com/_layouts/mobile/view.aspx?List=c5521f17-9ce1-4e89-8383-6119bcbbaaff&View=54e48e72-cd36-482a-86b3-7b73c5315404
http://www.nthanalytics.com/doc/Study%20Data%20Tabulation%20Model%20v1%202%20Draft%2020070710.pdf
http://meta-x.com/cdisc/doc/SDTM%20Implementation%20Guide%20V3.1.2.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM190628.pdf
http://sassavvy.com/Resources/SAS%20Downloads/ADaMSubject-LevelV0.21.pdf
http://www.cdisc.org/system/files/all/standard_category/application/pdf/adam_ae_final_v1.pdf
http://www.cdisc.org/system/files/all/standard_category/application/pdf/adam_examples_final.pdf
http://sassavvy.com/Resources/SAS%20Downloads/Adam_validation_checks_v1.2.pdf
http://www.cdisc.org/system/files/all/standard/application/pdf/analysis_data_model_v2.1.pdf
http://www.cdisc.org/system/files/all/standard/application/pdf/adam_implementation_guide_v1.0.pdf
http://www.cancer.gov/cancertopics/cancerlibrary/terminologyresources/cdisc
http://evs.nci.nih.gov/ftp1/CDISC/SDTM/
http://evs.nci.nih.gov/ftp1/CDISC/SDTM/SDTM%20Terminology.pdf
http://clinicalsafetygeek.com/wp-content/uploads/2013/08/Metadata-IG-Appendix-for-Comment.pdf
http://cdisc.org/
http://www.cdisc.org/define-xml
http://www.cdisc.org/system/files/all/standard_category/text/xml/defineex1.xml
http://www.cdisc.org/system/files/members/standard/define1_0_0.xsl?hash=sACFDxwoPLXEBaialTWjyc8zJZ3FYq-z1q_4O7gj87Q
http://www.cdisc.org/sdtm
http://www.cdisc.org/site/faqs.php
http://www.cdisc.org/adam
http://www.cdisc.org/system/files/all/standard_category/application/pdf/stdmig_md_v_1_0.pdf
http://www.cdisc.org/devices
http://cdisc.org/odm-v1-3-2
http://sassavvy.com/resources/SAS%20Downloads/ODM1-3-2-Final.htm
http://cdiscportal.digitalinfuzion.com/CDISC%20User%20Networks/default.aspx
http://www.cdisc.org/cdash-v1-1
http://www.cdisc.org/system/files/all/standard_category/application/pdf/crt_ddspecification1_0_0.pdf
http://www.cdisc.org/system/files/all/standard_category/application/pdf/crt_ddspecification1_0_0.pdf
http://www.cdisc.org/system/files/members/standard/definereport_v1_0.pdf?hash=qEb1HtPBUqgDRbxC5BBp8hlOmWkU9nio5zaye5udyxY
http://www.21cfrpart11.com/pages/faq/index.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm121568.htm
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xls
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MDUFAIII/ucm313674.htm
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM199599.pdf
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.fda.gov/downloads/Drugs/Guidances/UCM292334.pdf
http://www.fda.gov/BiologicsBloodVaccines/DevelopmentApprovalProcess/ucm209137.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/ucm121568.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm153574.htm
http://www.fda.gov/Drugs/ResourcesForYou/Consumers/ucm143534.htm
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM254113.pdf
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SAS Institute References 
SAS ADAM SAS Clinical Standards Toolkit 

SAS Clinical Standards Toolkit Value-Level Metadata 9.2 PROC CDISC User Guide, 9.3 PROC CDISC User Guide 

9.2 LIBNAME to access/convert to/from ODM XML/SAS 
Datasets 

PROC CDISC to access/convert to/from ODM XML/SAS 
Datasets, Example ODM XML file 

PROC CDISC qc of SDTMs  

 

Other References 
BRDGE Model Open CDISC Tool 

Medra 16.1 International Conference on Harmonization 

PHUSE Wiki – SDTM Validation Rules CDISC Wiki 

PHUSE Wiki – Analysis Study Data Reviewer’s Guide PHUSE Wiki – Study Data Reviewer’s Guide 

 
 
 
 

http://support.sas.com/documentation/cdl/en/clinstdtktug/64439/HTML/default/viewer.htm#p07eajup75vqymn1ndtupyazrvzk.htm
http://support.sas.com/rnd/base/cdisc/cst/index.html
http://support.sas.com/rnd/base/cdisc/cst/CST_Nested_ValueLevelMetadata.pdf
http://support.sas.com/documentation/cdl/en/cdisc/60755/HTML/default/viewer.htm#a003070417.htm
http://support.sas.com/documentation/cdl/en/cdisc/63176/HTML/default/viewer.htm#titlepage.htm
http://support.sas.com/documentation/cdl/en/engxml/62845/HTML/default/viewer.htm#a002972160.htm
http://support.sas.com/documentation/cdl/en/engxml/62845/HTML/default/viewer.htm#a002972160.htm
http://support.sas.com/kb/25/043.html
http://support.sas.com/kb/25/043.html
http://support.sas.com/documentation/cdl/en/engxml/64990/HTML/default/viewer.htm#n1r8qrykotljhsn1n7omx5mixagt.htm
http://support.sas.com/documentation/cdl/en/cdisc/60755/HTML/default/viewer.htm#a003070831.htm
http://www.bridgmodel.org/
http://www.opencdisc.org/node
http://www.meddra.org/sites/default/files/guidance/file/whatsnew_16_1_english.pdf
http://www.ich.org/products/guidelines.html
http://www.phusewiki.org/wiki/index.php?title=SDTM_Validation_Rules_Project
http://en.wikipedia.org/wiki/Clinical_Data_Interchange_Standards_Consortium
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer%27s_Guide
http://www.phusewiki.org/wiki/index.php?title=Study_Data_Reviewer%27s_Guide

