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Objectives

• Display or tabulate DataFax reports in a
comprehensible fashion to determine patterns, trends,
or discrepancies as a part of better clinical trials data
management.

• Eliminate the needs for additional resources  (SAS, MS-
Excel) or transferring data.

• Generate tools to display data using R.
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Background

• Gulati V. and Green K. (DFUG-2001); Using DataFax
Reports to Monitor and Improve Site Performance.

• R is an open source statistical computation and
graphics software.
http://www.r-project.org/

Introduction

• The data used here are fictional.

• The DataFax report results and R-graphs are not
produced from the same dataset due to the
confidentiality.

• The tools used in this presentation were developed
using only R.
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Ex: Weekly incoming CRFs (DF_WFcrfsperwk)

-Time plots are easily
comprehensible

    --easy to modify

-Bar plots demonstrate the patterns

Ex: Number of QCs per subject (DF_PTqcs)

-Easy to monitor subject’s data retrieval process and QCs
-Snap shot of the clinical trial data
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Ex: Number of QCs per plate (DF_qcsbyfield)

-Existing QCs can either be displayed for each plate as shown above or as fields within a plate
-Inform PIs on error-prone plate or fields on a specific plate
-Data Monitor can train sites on expected trouble plate/s or field/s on a plate

Ex: Simple statistics on demographic value age

-More statistical tools available
-Displays data graphically or in tabular format 
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Ex: How to use this tool from dataFax reporting sytem

-Displays how to run this system

R software development
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Summary

• R-software used to develop graphical tools.

• Our R-based tools can help better manage clinical
trials.

• This tool eliminates data transfer among systems.

• Tools can be run in the study specific report.

Remarks

• This tool can help
Study PIs

-Monitor accrual rates
-Identify or correct where QCs are (site or CRF based) and what
causes them
-Creates snap shots and quality of their clinical data
-Provide simple statistics in a graphical or table format

Data Manager
-Helps determine the work load

  -Quickly identifies sites needing further training or complicated plates
requiring extra detailed attention

 
Clinical Research Associates

Helps to decrease QC rates by paying attention to the specific plate/s
or field/s


