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• What is SDRG? Its purpose?
– Means Study Data Reviewer’s Guide. SDTM数据审阅手册

in Chinese.
– As part of a regulatory submission, provide FDA reviewers 

with a single point of orientation to the SDTM datasets.
– Describe SDTM data submitted for an individual study in 

the Module 5 clinical section of the eCTD.
– Should be PDF format and submit with Define.xml, SDTM

datasets, aCRF and etc..
– Replaced by cSDRG and nSDRG.



About SDRG

dMed	Confidential 503	November	2017

• Component of SDRG – 4 main sections
– Introduction – Overview and inventory of standards used 

on the study.
– Protocol Description – Brief orientation to the study, 

additional context about the Trial Design Datasets.
– Subject Data Descriptions – Additional context for subject-

level SDTM domains that are not adequately documented 
in define.xml or the SDTM Implementation Guide and its 
supplements. Sponsor-specific annotated CRF 
conventions.

– Data Conformance Summary – Documents the validation 
inputs used to evaluate SDTM conformance and 
summarizes conformance findings.
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• Component of SDRG – 2 optional appendices
– Appendix I: Fully describe the inclusion/exclusion criteria 

or as a hyperlink to the full criteria in aCRF.
– Appendix II: A detailed record-level description of 

conformance issues. Not suggested.
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• http://www.phusewiki.org/wiki/index.php?title=Stud
y_Data_Reviewer%27s_Guide



About SDRG
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Thinking: What information can be obtained automatically? 

• 1. Standards used on the study
1.1 SDTM version – Pinnacle report
1.2 Medical Events Dictionary – Pinnacle report or SDTM.SUPPAE

• 2. Protocol description
2.1 Protocol number and title – SDTM.TS
2.2 Protocol design – From protocol, usually insert as an image file

• 3. Subject data descriptions – SDTM mapping specification
3.1 Information of supplemental datasets – SDTM.SUPPXX

• 4. Data conformance summary – Pinnacle report
……

Summarize As the data source for SDRG Automation
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• What is R markdown?
R markdown is an extensible markdown language under 

RStudio which can easily use R code to generate Word 
format report. It includes the core markdown syntax and 
displays the running results of the R code that are inserted 
into the final document.
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• 1) Can connect to almost any data sources, including 
SQL server, SAS datasets, excel files, CSV files. 

• 2) Can use xtable or knitr::kable to insert tables.
• 3) Support ggplot2.
• 4) Can use internal and external links.
• 5) Support external image file.
• 6) Inline R code chunk. 
• 7) It's plain text file, good to be in version control.
• ……

Dynamically generate documents, can be reused.
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• Open the program under RStudio
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• Example	for	the	output	– Basic	information	of	SDTM dataset
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• An example for Data Conformance Summary report
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• Example for the output – Data conformance summary
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• R markdown limitations, for example:
1. Header and footer.
2. No page break, no section break.
3. No tables’ border.
……

• Solution: Run VBA program and adjust format to keep 
the consistence with SDRG template.
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• R markdown can embed R code to handle the 
data source from protocol, SDTM mapping 
specification, SDTM datasets, pinnacle report 
etc. and output to Word document automatically 
which can save time for manual work, improve 
efficiency and reduce human error.

• SDRG Automation’s extension — ADRG
Automation.
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