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Steps and Slides of Implementing Global Standards

Instructions

In the world of standards implementation, many resources including non-profit teams and volunteers have collaborated now hundreds of thousands of hours to

get the many standards to where they are today. This includes among others, CDISC with standards, PhAUSE with work-streams and white papers, and FDA with
guidance to facilitate the submission process. The end goal is always to get drugs and devices to market quicker with ultimate patient safety in mind. The purpose of
this poster is to provide a playful graphic overview of the many resources that are used in developing and implementing standards in a submission by representing the

various steps that are involved in the data flow.

Chutes represent pitfalls In processes or resistance and ladders represent helpful strategies or documents with the end point a successful submission.
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(Dec 17, 2014)
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14) FDA Data Standards Catalog (Version 4.0; (2014-12-10) — Supported and Required Standards
http://www.fda.gov/downloads/Forindustry/DataStandards/StudyDataStandards/lUCM340684.xls

20) Analysis Data Reviewer's Guide (ADRG), Version 1.1, (2015-01-26)
http://www.phusewiki.org/wiki/index.php?title=Analysis Data Reviewer%27s Guide

21) OpenCDISC Open Source Validator for CDISC
http://www.opencdisc.org/

25) Study Data Reviewers Guide (SDRG), Version 1.2, (2015-01-26)
http://www.phusewiki.org/wiki/index.php?title=SDRG

27) National Cancer Institute at the National Institutes of Health, Cancer Topics, CDISC Terminology
http://www.cancer.gov/cancertopics/cancerlibrary/terminologyresources/cdisc

28) FDA Study Data Technical Conformance Guide Version 2.1 (March 18, 2015)
http://www.fda.gov/downloads/Forindustry/DataStandards/StudyDataStandards/UCM384744.pdf

29) CDISC Analysis Data Model Version 2.1, Dec. 17, 2009
CDISC Analysis Data Model (ADaM) Implementation Guide Version 1.0, Dec. 17, 2009
http://www.cdisc.org/adam

32) PhUSE Standard Script Index
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35) CDISC Define-XML Specification, Version 2.0, March 5, 2013
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| 484.679.2400 Global Headquarters
1016 West Ninth Avenue o
| 866 257-7252 King of Prussia, PA 19406 www.TheoremClinical.com



http://www.cdisc.org/sdtm
http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM292334.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM292334.pdf
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xls
http://www.phusewiki.org/wiki/index.php?title=Analysis_Data_Reviewer%27s_Guide
http://www.opencdisc.org/
http://www.phusewiki.org/wiki/index.php?title=SDRG
http://www.cancer.gov/cancertopics/cancerlibrary/terminologyresources/cdisc
http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
http://www.cdisc.org/adam
http://www.phusewiki.org/wiki/index.php?title=Standard_Script_Index
http://www.cdisc.org/define-xml

	PhUSE Poster_Game_Final
	PP33_References for Steps and Slides

