
David Ju 
ERT Inc. 

PharmaSUG China 2017 



2 

The information in this presentation was 
compiled from sources believed to be reliable 
for informational purposes and the 
presentation reflects the views of the author 
only.  

Disclaimer 
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 This is the provisional version of the 
Therapeutic Area Data Standards User Guide 
for QT Studies. 

 

 Source Documents: 
◦ SDTM v1.4, SDTMIG v3.2, and SDTMIG-MDv1.0 

◦ ADaM v2.1 and ADaMIG v1.0. 

◦ Supplementary material includes an expanded 
domain model, a draft domain model, and a draft 
relationships dataset specification. 
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 CFAST* QT Studies Team 

◦ Critical Path Institute 

◦ Association of Clinical Research Organizations 

◦ Innovative Medicines Initiative 

◦ National Cancer Institute - Enterprise Vocabulary 

Services 

◦ TransCelerate BioPharma Inc. 

◦ U.S. Food and Drug Administration 

Source: https://www.cdisc.org/partnerships/cfast 

* The Coalition For Accelerating Standards and Therapies  
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 TA standards are not data standards 
◦ rather extend the CDISC foundational standards (e.g., 

SDTM and ADaM) to represent data that pertains to 
specific disease areas.   

 
 TAUGs should not be interpreted as FDA guidance.  

 
 Sponsors may use new TA extensions 
◦ not required until the extensions have been incorporated 

into a SDTMIG version supported by FDA (the supported 
SDTMIGs are listed in the Data Standards Catalog). 

   

 The TA extensions that are currently incorporated 
into FDA supported CDISC foundational standards 
include QT and 10 other areas 

Source: https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf 
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 Other CDISC therapeutic area user guides: 
◦ categorize the concepts covered into subject/disease 

characteristics, disease assessments, and routinely 
collected data 

 

 TAUG-QT: 
◦ associated with drug safety  
◦ (as opposed to, associated with a particular disease or 

condition to be treated)  
 

 ICH Efficacy (E) 14 Guidance for Industry 
◦ E14: The Clinical Evaluation of QT/QTc Interval 

Prolongation and Proarrhythmic Potential for Non-
Antiarrhythmic Drugs (May 2005)  

◦ associated Question and Answers (R1 and R2) 
documents (May 2012 and March 2014, respectively)  
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 Introduction 

 ECG Overview 

 Summary of Approaches to Studying QT/QTc 
in Clinical Studies 

 The Thorough QT (TQT) Study 

 Trial Design 

 Subject Characteristics and Eligibility 

 Study Assessments 

 Statistical Analysis 
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 PhUSE Analysis and Display White Papers Project 
Team published “Analyses and Displays Associated 
with Thorough QT/QTc Studies”  
◦ provides recommended analyses and displays for common 

measurements 

◦ proposes the two following hypothesis tests to perform on 
TQT/QTc studies: 
 1. The hypothesis test to confirm no study drug effect that results in a 

relevant prolongation of the QT/QTc as compared to the placebo group; 

 2. The study is capable of detecting differences in QT/QTc, (to establish 
the assay sensitivity) by demonstrating the QT/QTc effects of an active 
control that results in QTc prolongation only slightly longer than can be 
observed by chance with placebo (5 to 10 msec range, ideally) can be 
detected. 
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 ADaM Basic Data Structure (BDS). 
 Key variables: STUDYID, USUBJID, PARAMCD, APERIOD, AVISITN, ATPTN, ADT, ATM  
 ADEG.sas: a SAS program in which ADEG has been generated (EG and ADSL) 
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 ADaM Basic Data Structure (BDS). 

 Key variables: STUDYID, USUBJID, AGRPID, PARAMCD  

 ADQT.sas is a SAS program in which ADQT has been generated; ADQT will mainly 
have come from QT if it exists 
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 Analyses and Displays Associated with Thorough QT/QTc 
Studies 
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 Box Plot 
◦ Tasks > Graph > Box Plot 

◦ Creates codes 

◦ Run the program and review results 

 

 Snippets 
◦ SAS programmers can also prepare the template 

programs of figures 

◦ Save them snippets 

◦ Open the program and change parameters 

◦ Run the program and review results 

SAS studio 
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 Quality is critical: even a few milliseconds 
matter 

 Study design is a science: borrow brains 

 QTc calculation 
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 Regulatory agencies around the globe may 
not share the same opinions or statuses on 
adopting CDISC for submission and review  
◦ consult with the intended regulatory agency to 

confirm the requirements when planning trial 

 Get involved and join CDISC as a member: 
http://cdisc.org/register 

 Submit comments in public reviews 

 Participate in a working group 



Questions? 

Source: http://www.gaychristian101.com/images/DesperateQuestions.jpg 
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