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Revision History

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Revision History- Continue

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Definition

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

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: 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Definition- Continue

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 3.3.1 , v5.1 

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 3.3.2 , v5.5 

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(Dataset Size) – Updated for clarity

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 3.3.3 , v5.5 

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(Dataset Column Length) – Updated for clarity 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 4.1.1.3 , v5.1(IS) and v5.4/5.6 (LB)

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(SDTM Domain Specifications) – Updated language under LB Domain (Laboratory) to address LOINC

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 4.1.1.3 , v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

> (SDTM Domain Specifications) – Added PC Domain (Pharmacokinetic Concentration) and PP Domain                

(Pharmacokinetic Parameters) 

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 4.1.1.3 , v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

> (SDTM Domain Specifications) – Added SV Domain (Subject Visits)

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 4.1.2.6 , v5.1

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(Key Efficacy and Safety Data) – Language added regarding analysis of immunogenicity

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 4.1.4.1 , v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(Variables in SDTM and SEND: CDISC Required, Expected, and Permissible) – Updated to address 

baselines

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 4.1.4.5 , v5.1 and v5.3

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(Data Definition Files for SDTM, SEND, and AdaM) – Updated language for Define-XML

(Data Definition Files for SDTM, SEND, and AdaM) – Updated language

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 5.3 , v5.6

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(List of FDA Technical Specification Documents) – Section updated

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 6.1.3 , v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(Maintenance of Controlled Terminologies) – Updated for clarity

Before

After

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 6.5.1.1 , v5.1 and v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(General Considerations) – Updated for clarity

Before it was TSPARMCD=“PCLAS”

(General Considerations) – Language added to reflect CDER preferences

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Section 6.7.1.1 , v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

(Laboratory Tests) – Updated for clarity

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Appendix D v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

Updated list of SDO properties that align or do not align with current CBER and CDER business 

needs

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Appendix F v5.1

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

Table 6 updated for clarity (changes for clinical studies extracted)

Table header before

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Changes in Glossary v5.1 and v5.5

Study Data Technical Conformance Guide - Technical Specifications Document | FDA

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/study-data-technical-conformance-guide-technical-specifications-document
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Thank you


