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Revision History - Versions 4.8.x

FDA Technical Conformance Guide v5.0

Change / ModificationVersionDate

Section 4.1.3.4 (Scope of SEND) Section 4.1.3.4.1 (Scope of SEND for SENDIGs v3.0 
and v3.1), Section 4.1.3.4.2 (Scope of SEND for SENDIG - Animal Rule v1.0) –
Provided clarification on the expectation of SEND for studies listed in the referenced 
SENDIGs.

4.8September 2021

Footnotes were updated to fix web links and other typos and formatting issues.v4.8.1October 2021
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Revision History - Version 4.9

FDA Technical Conformance Guide v5.0

Change / ModificationVersionDate

Section 3.3.3 (Dataset Column Length) – Provided clarification
Section 3.3.7 (Variable and Dataset Labels) – Provided clarification
Section 4.1.1.2 (SDTM General Considerations) – Provided clarification
Section 4.1.1.3 (SDTM Domain Specifications) – Provided clarification
Section 4.1.3.2 (General Considerations) – Provided clarification
Section 5.3 – Added section “List of Technical Specifications Documents”
Added technical rejection criteria for study data documentation information in the following:

Section 7.1
Section 8.2.2
Appendix F
Appendix G

Section 7.2 (Electronic File Directory) – Added this section ‘to focus on recommended file 
folder structure
Appendix B – Provided clarification
Appendix C – Updated table

4.9March 2022
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Revision History - Version 5.0

FDA Technical Conformance Guide v5.0

Change / ModificationVersionDate

Document first paragraph – added link to Docket for entering comments on this document
Purpose – Added clarification to the use of the word ‘require’
Footnotes – Updated links in footnotes referring to FDA Guidance documents
Section 4.1.2.10 – Clarified language concerning acceptable file extensions that aligns 
with eCTD file format specification
Section 4.1.3.3 – Under BG Domain (Body Weight Gain), removed ‘CDER’ as this applies 
to both CBER and CDER submissions
Section 4.1.4 – General Considerations: SDTM, SEND, and/or ADaM; clarified the use of 
the word ‘required’
Section 4.1.4.1 – Clarified headings
Section 6.5.1.1 – Updated the link to the document entitled Established Pharmacologic 
Class Text Phrase
Appendix B and C – Clarified use of TS Parameters

5.0October 2022
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Background and Structure

FDA Technical Conformance Guide v5.0

The Study Data Technical Conformance Guide (SDTCG) provides specifications,
recommendations, and general considerations on how to submit standardized
study data using FDA-supported data standards.

No changes to the general organization/structure of the documents

Section 1: Introduction – provides information on regulatory policy and guidance background,
purpose, and document control.

Section 2: Planning and Providing Standardized Study Data – recommends and provides
details on preparing an overall study data standardization plan, a study data
reviewer’s guide and an analysis data reviewer’s guide.
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Background and Structure (continued)

FDA Technical Conformance Guide v5.0

Section 3: Exchange Format: Electronic Submissions – presents the specifications,
considerations, and recommendations for the file formats currently supported by
FDA.

Section 4: Study Data Submission Format: Clinical and Nonclinical – presents general
considerations and specifications for sponsors using, for example, the following
standards for the submission of study data: Study Data Tabulation Model (SDTM),
Analysis Data Model (ADaM), and Standard for Exchange of Nonclinical Data
(SEND).

Section 5: Therapeutic Area Topics – presents supplemental considerations and specific
recommendations when sponsors submit study data using therapeutic area
extensions of FDA-supported standards
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Background and Structure (continued)

FDA Technical Conformance Guide v5.0

Section 6: Terminology – presents general considerations and specific recommendations when
using controlled terminologies/vocabularies for clinical trial data or nonclinical study
data.

Section 7: Electronic Submission Format – provides specifications and recommendations on
submitting study data using the electronic Common Technical Document (eCTD)
format.

Section 8: Study Data Validation and Traceability – provides general recommendations on
conformance to standards, data validation rules, data traceability expectations, and
legacy data conversion
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Preface (added text) and General Changes (reference updates)

FDA Technical Conformance Guide v5.0

Preface: Added link to Docket for comments on this document [SDTCG]

Footnotes: Updated links referring to FDA guidance documents
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Section 1.2 - Purpose (added text)

FDA Technical Conformance Guide v5.0

Clarification to the use of the word "require"
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Section 3.3.3 - Data Column Length (added text)

FDA Technical Conformance Guide v5.0

Allotted variable length across datasets to avoid accidental truncation when
merging dataset in the later processing.
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Section 4.1.1.2 - SDTM General Considerations (added text)

FDA Technical Conformance Guide v5.0

When datasets are updated, define.xml and cSDRG should be updated as well.
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Section 4.1.1.3 - SDTM Domain Specification (updated wording)

FDA Technical Conformance Guide v5.0

Clarification dataset name vs. file name
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Section 4.1.2.10 - Software Programs (updated text)

FDA Technical Conformance Guide v5.0

Update file extensions, alignment with eCTD file format specification
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Section 4.1.3.2 - General Considerations (updated text)

FDA Technical Conformance Guide v5.0

Additional clarification regarding submission of SEND datasets
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Section 4.1.3.3 - SEND Domain Specification (removed text)
Section 4.1.3.4 - Scope of SEND (new section)

FDA Technical Conformance Guide v5.0

Section 4.1.3.3 BG Domain, removed restriction to CDER

Section 4.1.3.4 - Scope of SEND

New section presenting a general discussion on the FDA's "current thinking" on SEND.

Section 4.1.3.4.1 - Scope of SEND for SENDIGs 3.0 and 3.1

Section 4.1.3.4.2 - Scope of SEND for SENDIG-Animal Rule 1.0

The Agency’s current interpretation of the scope of SEND is subject to change as new
SENDIGs are supported and required by the Agency.
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Section 4.1.4.1 - Variables in SDTM and SEND: Required, Expected, and Permissible
(added text)

FDA Technical Conformance Guide v5.0

Clarification of the wording "required".



© 2023 Parexel International (MA) Corporation17

FDA, Study Data Technical Conformance Guide v5.0,  Page 33

Section 5.3 - List of Technical Specification Documents (added section)

FDA Technical Conformance Guide v5.0

List of additional FDA technical specifications for specific topics
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Section 5.3 - List of Technical Specification Documents (continued)

FDA Technical Conformance Guide v5.0
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Section 6.5.1.1 - General Considerations [Medical Reference Terminology]

FDA Technical Conformance Guide v5.0

Footnote 59, Link update
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Section 7 - Electronic Submission Format (re-structured, added text)

FDA Technical Conformance Guide v5.0

Section 7.1 - eCTD Specifications

Reference to Technical Rejection Criteria added

Descriptions of Electronic File Directory moved into new section 7.2 
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Section 7 - Electronic Submission Format (continued)

FDA Technical Conformance Guide v5.0

Section 7.2 - Electronic File Directory

New section created from corresponding paragraphs of old section 7.1

High-level description of the Electronic Files Directory

Figure 1 (Folder Structure for Study Datasets) and Table 2 (Study Dataset and File Folder
Structure and Description) moved into this section

No change to text

Section 7.3 - eCTD Sample Submission

Section re-numbered from 7.2 to 7.3

No change to text
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Section 8.2.2 - Support on Data Validation Rules

FDA Technical Conformance Guide v5.0

References to Technical Rejection Criteria (TRC) added section

New structure and re-phrased

Section 8.2.2 - "Introduction" paragraph

Section 8.2.2.1 - TRC for Study Data

Section 8.2.2.2 - TRC and Use of Simplified ts.xpt for Clinical Studies

Section 8.2.2.3 - TRC and Use of Simplified ts.xpt for Nonclinical Studies for CDER

Appendix F: Technical Rejection Criteria for Study Data Validation Important Information

Appendix G: Examples of [simplified] ts.xpt Datasets
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Appendix B & C: Trial Summary (TS) Parameters for Submission

FDA Technical Conformance Guide v5.0

Appendix B: TS Parameters for Submission - Clinical

Parameter SPREFID added

Appendix C: TS Parameters for Submission - Nonclinical

Parameter SLENGTH removed
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Thank you


