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» Status of CDISC in Data Submission
» Difficult to implement?

» How to get started to implement
CDISC?
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» FDA:
> 201 6Dec

» PMDA:
- 2016-2020

» CFDA: (27Jul2016)
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v ...to improve the quality of clinical trial data and the quality and
efficiency of statistical analysis, and facilitate the data interchange
and integrated analyses, in NDA, it is suggested to adopt CDISC
ndards in submission of raw and analysis database.”




» 2013

> June: Steering Committee, China CDE Specific Work on Clinical
Data Standardization {540

> August: 5 Working Groups, China CDE Specific Work on
Clinical Data Standardization T{E4R

» 2014 - 2016

- CDASH, SDTM, ADaM, CT, ODM document Translation
> Quarterly Seminar on CDISC
> Public Training

» 2016 Objectives:

- Complete draft proposal for data submission in China
- Including conformance Guide







Scared?

- lack of knowledge and
- Lack of experience
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» Dataset level
Name
Description
Structure
Allowed Variables

» Variable level
> Name
> Label
o Type
> Format
» Value level
> Controlled Terminology
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» Do you need standards?

- Do you want high quality data?

- Do you want to save time?

- Do you have limited resources?

- Do you have limited time to complete our clinical
program?

- Do you ever go to back and look at old data for
knowledge extraction?

- Do you intend or have you acquired another company?

- Do you use partners?







» When to start?

> Now or wait?
- The earlier, the earlier benefited from it
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@ Analysis/Reporting
@ Study Conduct
O Study Start-Up

» 70-90% start-up stage
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70-90% I

BenchMark CDISC Standards Impact

+ Better data quality and accuracy
+ Improve communication among project teams
nable data integration, re-usability

-60% of the non-
subject participation
time

Cycle Time in Months
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» When to start?

- Now or wait?
- The earlier, the earlier benefited from it




» Investment

» Staff

- Hire Experienced Staff
> Train new Staff

» Process
- Template
> tools
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- Dou want to communicate more smoothly?
- Do you want to work more efficiently?
- Do you want to be more professional?




» How?

- Attend CDISC Public training
Do exercise

Communicate and exchange: do not be shame to ask
silly questions

Love thinking
Last but most important: Get a mentor
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» Levels: Study, imitate, think, innovate, master




» Get the process, templates and tools ready
» Leverage knowledge and experience

3 Do Consult
2 Do Supervise
1 Observe Do
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