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== Submission Data Sets
One of 4 ways to submit Case Report




Organized by Data Domain

Rules and conventions
Standards for new domains
de-SAS-ified

No formats




This means we have a stable model.

submissions.




*Better

*Cheaper
*Optimize use of FDA systems
*No sponsor-specific configuration
*Faster




*Better

*Cheaper
eStandard reporting tools built on standard
data




°|dentify stakeholders

e|dentify scope of implementation




*Clinical Data Management
*Clinical Operations

eStatistical Programming
*eSUB Publishing
*Regulatory




Level 1: Change nothing and make SDTM
Datasets at the end

*Minimal impact on sponsor operations
*Flexible, allows rapid response to SDTM changes

*Disadvantages

» ava [ ) \



Level 2: Implement SDTM outside CDM, use for
CSR reporting

*SAS may be most flexible approach to SDTM
*Data collection and management not affected
*SDTM available for analysis and programming




Level 3: Combined CDM, reporting environment
Implementation

*Can implement significant portion at data source
*Manage challenging parts in SAS

*Maximum flexibility for SDTM revisions and atypical
data




SAVAS

Systems

*Simplify preparation of SDTM d

*Disadvantages
*Complex to implement




*Use SDTM for programming or not?




*This would be a good thing
*Minimize data preparation effort, use what

internal knowledge of data that wi
used by FDA reviewers
*Maximize consistency between SDTM and




*But there are some complications
*Some things are inconvenient

*[ ots of data merging

*Variable labels

*Date/time fields

- need to develop tools to facilitate




*Many reports can be developed from SDTM

°Domain data + important variables
*Common metadata with SDTM
*ADaM general guidelines published
*Three draft models published




*SDTM Is here to stay

*The case needs to be sold within companies

*Retrospective SDTM is not the best approach




Contact Information:

L ots of resources are available at

www.cdisc.org



	Slide 1
	Slide 2
	What is SDTM
	Perceived benefits
	Strategies for Implementation
	SDTM and reporting
	Conclusions

	Slide 3
	CDISC SDTM Version 1.1, April 20...
	Study Data Tabulation Model
	Developed by CDISC Standards Tea...
	 == Submission Data Sets
	One of 4 ways to submit Case Rep...
	Intended to facilitate FDA revie...

	Slide 4
	CDISC SDTM Version 1.1, April 20...
	Organized by Data Domain
	Standard Domain (dataset) names
	Standard Domain variables
	Rules and conventions
	Standards for new domains
	de-SAS-ified
	No formats
	No SAS dates

	Slide 5
	Yes – V1.1 was published 28 Apri...

	Slide 6
	Slide 7
	Enhance FDA reviews
	Better
	SDTM conformance testable - webS...
	Integrates with FDA tools
	Cheaper
	Optimize use of FDA systems
	No sponsor-specific configuratio...
	Faster
	No reviewer ‘relearning’ require...
	Allows reviewer-built re-usable ...

	Slide 8
	Enhance Sponsor Operational Effi...
	Better
	Standard model fits multiple app...
	Cheaper
	Standard reporting tools built o...
	Faster
	Supports FDA systems

	Slide 9
	Identify stakeholders
	Identify scope of implementation
	Scenarios to consider

	Slide 10
	Clinical Data Management
	Clinical Operations
	Biostatistics
	Statistical Programming
	eSUB Publishing
	Regulatory
	FDA Reviewers
	Ok, pretty much everyone

	Slide 11
	Level 1: Change nothing and make...
	Level 2: Implement at the data s...
	Scenario 3: Partial data source ...
	Scenario 4: Implement SDTM in re...

	Slide 12
	Level 1: Change nothing and make...
	Advantages
	Minimal impact on sponsor operat...
	Flexible, allows rapid response ...
	Disadvantages
	Producing SDTM a cost and time c...
	QC/verification required
	No internalization of SDTM

	Slide 13
	Level 2: Implement SDTM outside ...
	Advantages
	SAS may be most flexible approac...
	Data collection and management n...
	SDTM available for analysis and ...
	Disadvantages
	Similar to Level 1
	Requires extensive post-extracti...
	No common language

	Slide 14
	Level 3: Combined CDM, reporting...
	Advantages
	Can implement significant portio...
	Manage challenging parts in SAS
	Maximum flexibility for SDTM rev...
	Disadvantages
	Still requires post-extraction p...
	‘Sort of’ a common language

	Slide 15
	Level 4: Implement with Clinical...
	Advantages
	Establish common language – same...
	Simplify preparation of SDTM del...
	Disadvantages
	Complex to implement
	Not optimized for data collectio...
	Possible interactions with safet...
	Changes to SDTM will impact enti...

	Slide 16
	Use SDTM for programming or not?
	Make analysis (ADaM) datasets fo...
	Slide 17
	This would be a good thing
	Minimize data preparation effort...
	Build internal knowledge of data...
	Maximize consistency between SDT...


	Slide 18
	But there are some complications
	Some things are inconvenient
	Highly normalized data
	It is not ‘one proc away’
	Lots of data merging
	Variable labels
	Date/time fields
	 need to develop tools to facil...

	Slide 19
	Many reports can be developed fr...
	ADaM datasets developed from SDT...
	Domain data + important variable...
	Common metadata with SDTM
	ADaM general guidelines publishe...
	Three draft models published
	More in development

	Slide 20
	Things we can’t avoid
	Controlled Terminology
	Are standard code lists far behi...
	Define.xml
	Is potentially useful for both s...
	Leads to metadata-driven systems...

	Slide 21
	SDTM is here to stay
	It is a GOOD thing
	The case needs to be sold within...
	Retrospective SDTM is not the be...
	Metadata rules!

	Slide 22
	Contact Information:
		lights@dataceutics.com
	Lots of resources are available ...
	www.cdisc.org


