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• This Study Data Technical Conformance Guide provides specification, recomendations 

and general considerations on how to submit standardized study data using FDA –

support 

• The guide is separated in sections as before: 

  

 

 

DEFINITION 
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CONTINUE 
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•  In both versions the text is the same, but for version 2.3 the link doesn‘t work anymore. Old 

link refers a new place but not a concrete link is mentioned.  

 
CONTINUE     - UPDATE IN SECTION 3.3.2 

CHANGES FROM GUIDE V2.3 TO GUIDE V3.0 

(RELEASED MARCH 2016) –UPDATES TO SECTION 2 

V2.2                                                                                    V3.0 

 

V2.2                                                                                v3.0 
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CONTINUE     - UPDATES IN SECTION 4.1. 

V2.2                                                                                  V3.0 
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CONTINUE     - UPDATES IN SECTION 4.1. 

Possible values of variables annotation on aCRF 

V2.2                                                                                       V3.0 
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CONTINUE     - UPDATES IN SECTION 4.1. 

Define.xml version 2.0 is preferred version  

V2.2                                                                                     V3.0 
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CONTINUE     - UPDATES IN SECTION 5. 

V2.2                                                                            V3.0 
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CONTINUE     - UPDATES IN SECTION 6.1.2.1 

Not recommended to use „OTHER“ if controlled term is available, if the word 

„OTHER“ in ~TERM variables then they are not unique anymore  

V2.2                                                               V3.0 
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CONTINUE     - UPDATES IN SECTION 8.3.1 

Flow diagram is recommended to show traceability   

V2.2                                                                                   V3.0 
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SUMMERY OF CHANGES FROM VERSION 2.2 TO 3.0 

- BLANKCRF.PDF RENAMED TO  ACRF.PDF 

- DEFINE.XML VERSION 2.0 IS NOW THE PREFERRED VERSION 

- DATASETS GREATER THAN 5 GB SHOULD BE SPLIT (BEFORE THE LIMIT WAS 2 GB)  

- IT IS NOT RECOMMENDED TO USE „OTHER“ IN VARIABLES AND CT 

- A FLOW DIAGRAM IS RECOMMENDED TO SHOW TRACEABILITY 

- TAUGS ARE  COMPRISED OF EXISTING DATA ELEMENTS , NEW ELEMENTS WILL GO 

INTO NEW GUIDES, NEW TAUGS  

- TAUGS RELEASED FOR PUBLIC BUT NOT ALL  SUPPORTED BY FDA  

- FDA OFFERS HELP TO SMOOTH THE PROCESS (TEST SUBMISSIONS , TOOLS FOR 

VALIDATION) 

 

 

 

 

-   
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                 THANK YOU  


