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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)
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Ex: Number of QCs per subject (DF_PTqcs)
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-Easyto 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_qgcsbyfield)

PLATE FIELD DESCRIPTION TOTAL MISS RANG CONS LEGI FAXN OTHR
1 17, Problem_DEscription ate 0 1 0 0 0 0
1R3! problem DEscription it 0 1 0 0 0 0
1 21, Test2nd i3 o 1 0 0 o 0
1 23, Test3rd 13 0 1 0 0 0 0
2 9. Entry Date 1 )] o 1 0 0 0
2 11, Date of Birth 4 o o 2 0 o 0
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-Existing QCs can either be displayed for each plate as shown above or as fields within a plate
-Inform Pls 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

Age

DF Stats for Plate 1 DataFax Test Study Jan 05,2006 14:38

8. PINIT: Patient Initials

Text Found 6 100,00% ¢
Text Length 3*3
9. AGE: Age
Legal Values 6 100,00%
ean 52.83
Standard Deviation 7.19
Range 45%61]
10. SEX: Sex
1 = male 3 50.00%
2 = female 3 50.00%

-More statistical tools available
-Displays data graphically or in tabular format

Age for each Gender

8 ey

Age (v7s)
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Ex: How to use this tool from dataFax reporting sytem

Rt O Mon i 91536572

crfPertk: Display Number of Incoming CRFs
Number of Incoming CRF

Start: Hon Jan 9 16:37:36 2006
Output From: “crfPerlik:  Display Nunber of Inconing CRFs"

’— O e,
rning: found while parsing * (KeyaplineDel:
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Cannat. convert, string "
rning: Unable to load any usable
rning: Unable to load any useble Fontset
02002 Jan203 A
. . Morths.
-Displays how to run this system
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R software development

# Function criBarplot

"crfBarPlot" <- function(shMatrix,titleOfPlot=NULL)
{

barValsLoc=30 #it locates the bar values location maxVal/barValsLoc
scaleCex=0.5

# Label bars with their values

sumval<-sum(shMatrix(1,])

perVals<- 100*(shMatrix[1,]/sumVal)

maxPerVal<-max (pervals)

barvals<-array(1:length(pervals))

#identify the ymax for the ylimits
if (maxPerval<=91) {
#set the ticks for next 10th value
yLimMax<-10*ceiling (maxPerval/10)

Jelse{yLimMax<-100}

yoffset=1.5

#give space to Write last Value
deltay<-yOffSet+l.S*scaleCex

if((yLimMax -maxPerval)<deltaY) {yLimMax<-yLimMax+deltaYy}

bp<-barplot (pervals,ylim=c (0, yLimMax) ,ylab="\% of Incoming CREs")

for(i in 1: length(barvals)){
barvals[[i]]<-sprintf("32.2f", pervals[i])

}

box ()

text (x=bp, y=yOffSet+pervals ,cex=(1.S5*scaleCex), labels=barvals)

#mtext (titleofPlot, side=3,1line =3, at=titleLoc,cex=3*scaleCex, font = 2,adj=0.5)

mtext (titleOfPlot,side=3,line =1, cex=2*scaleCex, font = 2,2dj=0.5)

Brext (paste ("n = ", shMatrix[1,], sep=""),side=1,1ine=0,at=bp,cex=1.0*scaleCex)

1
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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 Pls
-Monitor accrual rates

-ldentify 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




