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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:

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.

Section 3: Exchange Format - Electronic Submissions — presents the
specifications, considerations. and recommendations for the file formats

currently supported by FDA.

CONFIDENTIAL PAREXEL.

© 2017 PAREXEL INTERNATIONAL CORP. / 2



DEFINITION - CONTINUE

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 Standards — presents supplemental considerations and
specific recommendations when sponsors submit study data using FDA-
supported therapeutic area standards (TA).

Section 6: Terminology — presents general considerations and specific
recommendations when using controlled terminologies/vocabularies for

clinical trial data.

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

Section 8: 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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CHANGES FROM GUIDE V3.0 TO GUIDE V3.1
(RELEASED JULY 2016) —UPDATES IN SECTION 2.1

» For Study Data Standardization Plan the acronym ,SDSP* was added. A specific
template for the Study Data Standardization Plan is not specified but a useful link
as footnote for recommendations (template, completion guidelines and
examples) is included now.

» http://www.phusewiki.org/wiki/index.php?title=Study Data Standardization Plan
%28SDSP%?29
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UPDATES IN SECTION 4.1.
4.1.1.3 SDTM Domain Specifications

* v3.0 v3.1

SDTM submissions as a way to
describe the planned conduct of a clinical trial.
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CONTINUE - UPDATES IN SECTION 4.1.

4.1.3.3 SEND Domain Specification

v3.0 v3.1
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UPDATES IN SECTION 5.2 , SUPPORTED THERAPEUTIC
AREAS

v3.0 v3.1

\
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UPDATES IN SECTION 8.2

8.2.1 Types of Data Validation Rules
Generally, FDA recognizes two types of validation rules:

e v3.0 v3.1
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THANK YOU
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