
TEMPLATE DESIGN © 2008 

www.PosterPresentations.com 

White Papers to Fill the Gaps of  
Standardization of Tables, Figures, and Listings 

Results - Modeling 

Why Central Tendency? 

Our White Paper on Central Tendency  

ABSTRACT 

The Big Picture 

PhUSE CSS White Paper on Analyses and Displays Associated with Central Tendency 
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Industry standards have evolved for data 
collection (CDASH), observed data (SDTM), 
and analysis datasets (ADaM).  The next step is 
to develop standard tables and figures!  The 
Development of Standard Scripts for Analysis 
and Programming Working Group is leading an 
effort to create several white papers providing 
recommended analyses and displays for 
common measurements, and has developed a 
Script Repository as a place to store shared 
code.   
 
This poster will cover the recommended tables 
and figures associated with measures of central 
tendency (e.g., means and medians), as 
outlined in a final white paper titled "Analyses 
and Displays Associated with Central Tendency 
– Focus on Vital Sign, Electrocardiogram, and 
Laboratory Analyte Measurements in Phase 2-4 
Clinical Trials and Integrated Submission 
Documents”.    This  poster  will  also  cover  
reasons for the recommendations and various 
alternatives that were considered.  Developing 
shared code to create the displays in this white 
paper is planned for the Script Repository.  Input 
for improving the analyses and displays will be 
welcome! 
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WG 1: Data Validation and 
Quality Assessment 

WG 2: Standardizing data 
within the Inspection Site 
Selection Process 

WG 3: Challenges of 
Integrating and Converting 
Data across Studies 

WG 4: Standards 
Implementation Issues with 
the CDISC Data Models 

WG 5: Development 
of Standard Scripts 
for Analysis and 
Programming 

P01: Look for existing scripts 
and store them in the 
repository  

P02: Define validation steps 
for scripts in the repository  

P03: Establish platform 
(repository) for sharing 
scripts  

P04: Legal ownership and 
issues in open source 
repository  

P05: Create templates for 
documenting scripts  

P06: Process for creating 
and editing scripts in Google 
Code  

P07: Develop 
communication plan for 
standard scripts  

P08: Create white 
papers providing 
recommended 
display and analysis 
including Table, List 
and Figure shells 

1. Analyses and Displays Associated 
with Measures of Central Tendency – 
With a Focus on Vitals, ECGs, and Labs 
in Phase 2-4 Clinical Trials and 
Integrated Submission Documents 

2. Analyses and Displays 
Associated with Outliers or 
Shifts from Normal to 
Abnormal – With a Focus on 
Vitals, ECGs, and Labs in 
Phase 2-4 Clinical Trials and 
Integrated Submission 
Documents 

3. Analyses and Displays Associated 
with Adverse Events – With a Focus on 
Phase 2-4 Clinical Trials and Integrated 
Submission Documents 

4. Analyses and Displays Associated 
with Demographics, Medications, and 
Disposition – With a Focus on Phase 2-4 
Clinical Trials and Integrated 
Submission Documents 

5. Analyses and Displays Associated 
with Hepatotoxicity – With a Focus on 
Phase 2-4 Clinical Trials and Integrated 
Submission Documents 

6. Analyses and Displays Associated to 
Non-Compartmental Pharmacokinetics – 
with a focus on clinical trials 

WG 6: Non-Clinical Road-
map and Impacts on 
Implementation 

Data 
Collection 
Systems 

Observed 
Datasets 

Analysis 
Datasets 

Tables, 
Figures 

and 
Listings 

Clinical 
Data  
Flow 

Trial 
Design 

PRM SDTM ADaM No TFL Stds 
Exist 

Industry 
Standards 
Alignment CDASH 

White Paper – Finalized October 2013 

Examples of Discussed Topics 

General Considerations  
Whether to report  P-values and Confidence 

Intervals 
Handling of unplanned measurements 
Handling of measurements post drug 

exposure   
Laboratory Units and Transformations 

ECG Correction Factors 

Recommended Tables and Figures 

• Allows for visual 
inspection of changes 
over time 

• Can visually assess the 
potential impact of 
outliers on the central 
tendency summary 
statistic 

• Out of range values 
in red 

• Easy to see treatment 
differences 

• Summary table 
compliments box plot 
so numbers are 
available for textual 
summaries 

•Only has mean 
and SD - Lacks 
additional useful 
summary 
statistics 

•Outliers not 
displayed 

•Can be 
misleading when 
data are non-
normal 

•Not ideal for 
central tendency 
– more suited for 
outliers and shifts 

•Does not have 
summary 
statistics 

•May be difficult to 
see treatment 
differences 

 For Labs, ECG and Vital 
Signs:  The central 
tendency analysis generally 
compares mean or median 
changes from baseline 
across treatment groups, 
and the review should 
contain the results of these 
analyses for all laboratory 
measurements. Although 
marked outliers are typically 
of greatest interest from a 
safety standpoint, at times a 
potentially important effect 
may be revealed only in 
analyses looking at 
differences in mean change 
from baseline.   
  

Provides the beginning of table and figure 
standardization 

Provides guidance and foundation for the 
work in the Script-athon 

Crowd-source a library of scripts/code 
Feedback is welcome 

Can be incorporated into a version 2.0 

Appendix: Box Plot Interpretation 

Rejected Tables and Figures 


