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•  Provides FDA Reviewers with additional context for 
SDTM datasets received as part of a regulatory 
submission.  

•  Per the completion guidelines, intended to describe 
SDTM data submitted for an individual study in the 
Module 5 clinical section of the eCTD (also Module 4) 

•  Purposefully duplicates information found in other 
submission documentation (e.g. the protocol, clinical 
study report, define.xml, etc.) to provide FDA 
Reviewers a single point of orientation   

•  Highlights SDTM version, Special/Custom Domains, 
Controlled Terminology, Define version, Dictionary 
versions, Data Conformance issues 

•  Developed to complement the define.xml to enable the 
reviewers to understand the data representations 
included in a submission 

•  A Living Document! 

WHAT IS IT? SDRG PURPOSE 
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•  Per the FDA’s Study Data Technical Conformance 
Guide the SDRG is recommended as an integral 
part of a standards-compliant data submission 

•  Attention from the start ensures that all critical 
information is captured 

•  Maintains all relevant study information in one 
place which provides a central location to 
communicate decisions made throughout the 
course of a study to a regulatory body 
e.g. SDTM mapping decisions  

•  Creates transparency for the reviewer, team and 
sponsor 

•  SDRG’s use in explaining data beyond what can 
easily be described in define 

•  Achieves Clarity between all documents and data 
where gaps currently exist 

 

WHY IMPORTANT & IMPORTANT FROM START 
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SDRG Work 
Package 

How do I know if I 
am populating the 

document correctly? 
Completion Guidelines 

Is there a completed 
SDRG that I can 

reference during the 
process? 
Samples 

Where do I obtain 
the package? http://
www.phusewiki.org/

wiki/index.php?
title=Study_Data_Revi

ewer's_Guide  

Where do I start? 
Template 

USE THE DOCUMENT TO YOUR ADVANTAGE 
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•  Contains 4 Main Sections (Text from SDRG 
Completion Guidelines) 

•  Introduction: Provides an overview and 
inventory of standards used on the study. 

•  Protocol Description: Provides a brief 
orientation to the study and, if necessary, 
provides additional context about the Trial 
Design Datasets. 

•  Subject Data Descriptions: Provides additional 
context for subject-level SDTM domains that 
are not adequately documented in define.xml 
or the SDTM Implementation Guide and its 
supplements. 

•  Data Conformance Summary: Documents the 
validation inputs used to evaluate SDTM 
conformance and summarizes conformance 
findings (“Issue Summary” Worksheet in 
OpenCDISC Report).  

SDRG TEMPLATE HIGH LEVEL OVERVIEW (MAIN) 
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•  Contains 2 Optional Appendices (Text from SDRG 
Completion Guideline) 

•  Appendix I: Inclusion/Exclusion Criteria: If the 
inclusion/exclusion criteria cannot be fully 
documented in the Trial Inclusion/Exclusion 
Criteria (TI) dataset due to SAS v5 limitations, 
the criteria can either be provided in Appendix 
I, or as a hyperlink to the full criteria in an 
annotated CRF.  

•  Appendix II: Conformance Issues Details: A 
detailed record-level description of 
conformance issues may be included in 
Appendix II (“Details” Worksheet in 
OpenCDISC Report). Sponsors are strongly 
discouraged from including Appendix II due to 
its limited usefulness for FDA Reviewers. 

SDRG TEMPLATE HIGH LEVEL OVERVIEW (OPTIONAL) 
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DON’T SEE A SECTION FOR IT? ADD IT. 

•  Template is a starting point 
 
 
 
 
SECTION NOT NECESSARY? REMOVE IT. 

•  Not all sections in Template are required 
 

SDRG: FLEXIBILITY AND CUSTOMIZABILITY 
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study-data-reviewers-guide-example-001a-2014-08-06.doc 



•  Sections with additional content added include… 
•  Section 2.3 Trial Design Datasets 

•  Additional context for the Trial Design datasets is necessary for both simple 
and complex protocol designs that are not adequately documented in 
define.xml or self-evident in the Trial Design Dataset content. 

•  Section 3.1 Overview 
•  Provide key information describing datasets containing subject data  

•  Section 3.3.X Dataset – Dataset Label 
•  Provide explanations beyond what is documented in define.xml or the 

SDTM Implementation Guide and its supplements  

SDRG: SECTIONS WITH ADDITIONAL CONTENT 
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•  Optional Sections Include... 
•  Section 1.2 Acronyms 

•  Can be removed if sponsor-specific or non-industry standard acronyms are not used in the SDRG 
•  Section 2.2 Protocol Design 

•  Can be removed if a visual representation or brief textual description of the protocol design is not 
necessary 

•  Section 3.2 Annotated CRF’s 
•  Can be removed if there are no deviations from the Metadata Submission Guidelines for Annotating 

and Bookmarking CRFs 
•  Section 4.3 Additional Conformance Details 

•  Can be removed if summary findings from validation rules other than the ones reported by 
OpenCDISC, which in the sponsor’s opinion merit explanation  

•  Appendix I: Inclusion/Exclusion Criteria 
•  Can be removed if the inclusion/exclusion criteria can be fully documented in the Trial Inclusion/

Exclusion Criteria (TI) dataset  
•  Appendix II: Conformance Issues Details 

•  Sponsors are strongly discouraged from including this appendix due to its limited utility for FDA 
Reviewers  

SDRG: SECTIONS SUBJECT TO REMOVAL 
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The Earlier, The Better 
•  Populate corresponding sections as each step 

of the study is started 
•  Protocol - Section 1: Introduction, Section 

2: Protocol Description  
•  CRF Annotations/SDTM mapping - 

Section 3: Subject Data Description 
•  SDTM Programming - Section 4: Data 

Conformance Summary 
•  Living document throughout the life of the 

study 
•  Add Complex Derivations and Key 

Additional Content as they are first 
discussed. 

•  Reduce the risk of forgetting to add critical 
information 

•  *Avoid Scrambling at the end of the study* 

SDRG: WHEN DO I START CREATING IT? 
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PRACTICAL USE: USING THE SDRG DYNAMICALLY  

This is where a reviewer is 
going to look for information. 
Why can’t your team use it 
dynamically throughout the 

project?  

Important decisions are constantly 
being made throughout the course 
of a project, and this is where they 
ultimately need to be presented. 
Build it from the beginning, not at 

the end.  
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•  Keep a decision log 
•  A simple spreadsheet of decisions made gives you the answers to many of the questions that a reviewer 

is going to have.  

•  You already have all of the answers 
•  The template is right there. Your team has the answers. Build it with your study. 

•  You’re going to have questions too! 
•  If a reviewer is going to benefit from having all of the information in one place, won’t your team? 

PRACTICAL USE: USING THE SDRG DYNAMICALLY  
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REAL EXAMPLES: MULTIPLE STUDIES IN ONE 

Not every project is for the 
submission of a single 
study. What if there are 
multiple studies being 
worked on at once?  

The template is flexible. If a section 
is not relevant, it can simply be 

removed. This makes it very easy to 
summarize multiple studies within 

one document.  
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REAL EXAMPLES: MULTIPLE STUDIES IN ONE 
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•  Case 1: ~50 protocols, standard set of domains within each study, no supplemental qualifier 
datasets 

•  Lengthy Information that would need to be repeated for each protocol can be removed 
•  Protocol design, trial design datasets, supplemental qualifier information, inclusion 

exclusion criteria, etc.  
•  Most remaining information applies to all studies within the review guide 



REAL EXAMPLES: MULTIPLE STUDIES IN ONE 
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•  Case 2: 8 protocols, variety of domains and coding dictionaries used between studies 
•  Some information needs to be expanded upon for each protocol, but other sections can 

be removed 
•  Remove protocol design, trial design datasets, supplemental qualifier information, 

inclusion exclusion criteria, etc.  
•  Expand on Study Data Standards and Dictionary Inventory and SDTM Subject 

domains 



REAL EXAMPLES: MULTIPLE STUDIES IN ONE 
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•  Study Data Standards and Dictionary Inventory 



REAL EXAMPLES: MULTIPLE STUDIES IN ONE 
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•  SDTM Subject Domains 



•  Issues Summary 
•  Becomes an exceptional location to communicate decisions made throughout the course of a project 

•  Store all of your OpenCDISC findings and justifications in one document 

REAL EXAMPLES: MULTIPLE STUDIES IN ONE 
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•  Per the FDA’s Study Data Technical Conformance 
Guide the SDRG is recommended as an integral part 
of a standards-compliant data submission. 

•  Per the Completion Guidelines, the document should 
be called the study-data-reviewers-guide.pdf and link 
to the blankcrf.pdf; however the FDA’s Study Data 
Technical Conformance Guide now requests acrf.pdf 
instead of blankcrf.pdf. 

•  This document needs some minor updating 
•  Recommendation to standardize SDRG 

conformance issue explanation text on the Sponsor 
level where possible. 

•  Flexible, Customizable, Living document, start from 
the beginning of a project 

•  Creates transparency for the reviewer, team and 
sponsor 

•  Achieves Clarity!! 

FINAL THOUGHTS 
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THANK YOU 


