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BackgroundBackground

The data entry system developed by 
ACRONET Corp.

Possible of customizing
Operational restriction free
Data entry system suitable for clinical 
trials developed by data manager
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BackgroundBackground
Data collection route 
in the future
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MotivationMotivation
Early stage when development  
started without standardizing process

Development time depended on the 
developer
Quality depended on the developer
Difference of operability occurred by 
difference of development procedure
Expanding risk by repeated entry 
system file copy



6

MotivationMotivation

StandardizationStandardizationStandardization

Solution methodSolution method

Development 
time depended 

on the developer

Development 
time depended 

on the developer

Expanding risk 
by repeated 

entry system 
file copy

Expanding risk 
by repeated 

entry system 
file copy

Quality 
depended on 
the developer

Quality 
depended on 
the developer

Difference of 
operability

Difference of 
operability
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Standardization

SpecificationsSpecifications

Process1Process1

Process2Process2
HereHere

And here?And here?

Data EntryData Entry
SystemSystem

In DevelopmentIn Development
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SpecificationsSpecifications

Standardization

In DevelopmentIn Development

Data EntryData Entry
SystemSystem
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In DevelopmentIn Development

SpecificationsSpecifications

Process1Process1

Process2Process2
All including All including 
processes processes 
should be should be 

standardizedstandardized

Standardization

Data EntryData Entry
SystemSystem



10

In DevelopmentIn Development

Standardization

Data entry system template
Manual of data entry system 
development
Checklist
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Data entry system template

Including only the template program 
and versatile parts commonly used in 
any studies 
Data entry panel can be customized 
according to study
Fewer program settings
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In DevelopmentIn Development

Manual of data entry system 
development

Data entry system specifications
Procedures for data entry system 
development using the template  
Naming rule for each program etc in 
the system 
Validation method
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Checklist

Prepared based on items that the 
developer tend to miss or make 
mistakes in  

Self checking is possible as needed 
during the development 
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TemplateTemplate

ChecklistChecklist

ManualManual



15

In DevelopmentIn Development
Standardization

SpecificationsSpecifications

Process1Process1

Process2Process2

Data EntryData Entry
SystemSystem

TemplateTemplate

ManualManual
&&
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PDCA Cycle

PP
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Effect AchievedEffect Achieved

Number of mistakes specified during 
validation process?

Percentage（%)
Developer Before 

standardization
After 

standardization
A 80

70
50

20
B 20

50
C 30
D 20
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Effect AchievedEffect Achieved

Development time reduced

Developer Percentage（%)

A 60

B 70

C 50

D 55
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Effect AchievedEffect Achieved

Mean development time spent

Post-Marketing Surveillance
Same Developer

Time
(hour) 88.9

56.5
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SummarySummary

Summary
What we have achieved

Early detection of errors
Development time independent of 
developer’s skill
Quality independent of developer’s 
skill
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SummarySummary

Summary
What we have achieved

Standard operation process of data 
entry system
Standard development process of 
data entry system
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SummarySummary
Summary

What we have achieved
Reduced development time
Avoiding risk by repeated entry system 
file copy
Easier to Customize
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ConclusionConclusion

Homogenization of quality 
and operation procedure

More stable data entry system

Importance of
process standardization

Importance of
process standardization
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In DevelopmentIn Development

Data entry system template
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