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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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UPDATES 4.0
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 1.5

V3.3:

V4.0:       

Link and references have changed
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 2.1
V3.3:

V4.0:
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 2.2

V3.3:

V4.0:
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 4.1

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

-Not available-

V3.3:                        V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

....(ISO) formats.

V3.3:                                                           

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)
V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:



© 2018 PAREXEL INTERNATIONAL CORP.   /  20

CONTINUE – UPDATES IN SECTION 4.1 (ONGOING)

V3.3:

V4.0:
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 5

V3.3:

V4.0:

....
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 6

V3.3:

V4.0:
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 6

V3.3:

V4.0:
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CHANGES FROM GUIDE V3.3 TO GUIDE V4.0 

(RELEASED OCTOBER 2017) – UPDATES IN SECTION 8

.....

V3.3:

V4.0:

....

....
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CONTINUE - UPDATES IN SECTION 8 (ONGOING)

V3.3:

V4.0:
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THANK YOU
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