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DEFINITION 

• This Study Data Technical Conformance Guide provides specification, 
recommendations and general considerations on how to submit 
standardized study data using FDA–support 

• The guide is separated in the same sections as before: 
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DEFINITION -  CONTINUE 
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 1.4 
V3.3 

 •                                                                                                                                                                                    

 

• more specific : nonclinical study data added 
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 2.2 
THIS POINTS AND LINKS WERE ADDED IN V3.2: 

Presenter
Presentation Notes
But in v3.2.1 regarding the naming convention the nSDRG , cSDRG should be in lower case
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 2.3 
THIS POINT  WAS  ADDED IN V3.2: 

• Additional information about ADRG . This follow the new naming 
convention 

 

Presenter
Presentation Notes
ADRG=Analysis Data Reviewers Guide
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 3.3 
 

v3.1                                                                          v3.3 
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 4.1 
 

 

 

v3.1                                                                          v3.3 
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CONTINUE-UPDATES IN SECTION 4.1. 
v3.1                                                                          v3.3 

 

 

 

Presenter
Presentation Notes
Using of DSSCAT variable to mark an record unique- not really new, hope the Pinnacle 21 checker has this varaibale into to have the record unique



© 2017 PAREXEL INTERNATIONAL CORP.   /   CONFIDENTIAL  10 

CONTINUE  - UPDATES IN SECTION 4.1. 

v3.1                                                                          v3.3 

Presenter
Presentation Notes
This part is for sponsor if specific ADS will be used. Sponsor has to explain why
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CONTINUE  - UPDATES IN SECTION 4.1. 

v3.1                                                                          v3.3 

 

 

 

Presenter
Presentation Notes
No sas file allowed, just main side in ASCII text format
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CONTINUE  - UPDATES IN SECTION 4.1. 

v3.1                                                                          v3.3 

......................                       ................ 

Presenter
Presentation Notes
Passage completely new
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CONTINUE  - UPDATES IN SECTION 4.1. 

v3.1                                                                          v3.3 
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CONTINUE  - UPDATES IN SECTION 4.1. 

v3.1                                                                          v3.3 
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CONTINUE  - UPDATES IN SECTION 4.1. 

v3.1                                                                          v3.3 

 

Presenter
Presentation Notes
Clarification on SEND datasets and Subject Visits in SDTM
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 5 
  

v3.1                                                                          v3.3 



© 2017 PAREXEL INTERNATIONAL CORP.   /   CONFIDENTIAL  17 

CONTINUE  - UPDATES IN SECTION 5 

v3.1                                                                          v3.3 

 

Presenter
Presentation Notes
Passage that sponsor has to explain the reason for using of the TA is important
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 7 
 

v3.1                                                                          v3.3 

Presenter
Presentation Notes
The reference and link were added
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CHANGES FROM GUIDE V3.1 TO GUIDE V3.3 
(RELEASED MARCH 2017) –UPDATES IN SECTION 8 
 

v3.1                                                                          v3.3 

Presenter
Presentation Notes
Expanded Information, Differentiation of Conformance validation and quality checks were added in v3.1 but removed in the next version, point 8.2.2 more concrete what  rules should be used for validation



© 2017 PAREXEL INTERNATIONAL CORP.   /   CONFIDENTIAL  20 

CONTINUE  - UPDATES IN SECTION 8 
 
v3.1                                                                          v3.3 

Based upon reviewer experience, establishing traceability ….. 

....submission to the Agency.  

Presenter
Presentation Notes
Expanded information on traceability
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CONTINUE  - UPDATES IN SECTION 8 
 
v3.1                                                                                 v3.3 

Sponsors should use processes ...... 

…..subsequently converted to a standard format.  

Presenter
Presentation Notes
Clarification on legacy data conversions for nonclinical studies
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THANK YOU 
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