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Data Management Considerations in EDC Study Setup 



Types of EDC Solutions

Someone builds a custom 
study for you.

• Provide a protocol & 
sample CRFs

• Provide study 
specifications

• Provide feedback

Custom Built to Order Pre-Built Templates Do-it-Yourself 

Someone builds a custom set 
of templates for you.

• Provide sample CRFs and 
modularized components

• Recognize patterns and 
anticipate variations

• Validate once, use many

You build your own study.
• Design eCRFs
• Specify constraints and 

calculations
• Specify visit schedule
• Publish

• Test and accept
• Anticipate how the data are coming out at the back end



EDC sets up the study database at the front 
end instead of the back end.

Photo by Braden Collum on Unsplash

Data Managers now think about what should 
happen instead of what did happen

http://unsplash.com/photos/9HI8UJMSdZA?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText
https://unsplash.com/?utm_source=unsplash&utm_medium=referral&utm_content=creditCopyText


How does one assess the 
quality of the setup?

EDC/CTMS/CDMS are 
changing the world of 
study development 
and operations. 



Quality of the research goes beyond obvious 
measures to include overall performance.

Efficiency measures include:
Fewer patients needed
Cleaner data sooner (fewer queries)
Quicker submissions
Time and money saved



To leverage automation, reexamine and think 
through even common EDC functions.

Edit Checks (Constraints/Calculations)
Are the appropriate edits in place to 

reduce queries?

Change Controls
How are change controls 

being tracked?
What are you learning from 

them?



Categorizing change controls helps provide insight 
into opportunities for quality improvement.
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Analysis of reasons for mid-study updates shows 
where effort should be increased before Go-Live.
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Analysis of reasons for mid-study updates shows 
where effort should be increased before Go-Live.



Focusing on the top reasons for mid-study changes 
provides an opportunity for improved pre-live quality.

1. Permissions: which roles can see/edit/query/sign 
forms, fields; which roles get which notifications



1. Permissions
2. Constraints/Calculations: changes from errors to 

warnings, triggers, cross-form edit checks; 
calculation precision; additional calculations

Focusing on the top reasons for mid-study changes 
provides an opportunity for improved pre-live quality.



1. Permissions
2. Constraints/Calculations
3. Field Changes: change drop-down values, add 

fields, remove fields

Focusing on the top reasons for mid-study changes 
provides an opportunity for improved pre-live quality.



1. Permissions
2. Constraints/Calculations
3. Field Changes
4. Logic: when to show what, flow of data

Focusing on the top reasons for mid-study changes 
provides an opportunity for improved pre-live quality.



1. Permissions
2. Constraints/Calculations
3. Field Changes
4. Logic
5. Form layout: move fields, change form order, 

update labels, change font/color

Focusing on the top reasons for mid-study changes 
provides an opportunity for improved pre-live quality.



Think through setup and automation 
options using EDC beyond form layout.

Make sure nothing falls through the cracks



Ensure that the right data is being collected 
– not too much (!) or too little

make sure nothing falls through the cracks



Does body 
weight matter?

Lbs?
Kgs?

What is the big 
deal?



11 lbs 6 oz
Human conversion…

11.6 * 2.24 = 25.98 kg
Right?

Wrong!!!
11 lbs 6 oz is 11.375 lbs

So it is
25.48 kg  

The difference is 
½ Kg!



Leverage automation to help avoid 
human induced errors into your data.





Because we are all human… give us a 
way out! … an easy way to fix things.



Knowing if something was intentionally left blank or 
not done or not applicable is better than not knowing.



Improve study quality through adequate use 
of role based permissions.



Adequate alerts improve 
study operations and quality.

Set up Automatic 
Notifications for
Lab result receipt

Invoices ready for payment
Check mailed

No appointment scheduled 
within expected window in 

danger of protocol deviation



Previews can help the reviewer know whether 
to view the image in more detail saving time.



Automate critical calculations 
to reduce human error.



Better yet, show them just want they need to know.
This reduces treatment errors.



Make sure there's a way to handle the unexpected.

But what happens if they lose their pills?



Edit checks provide the opportunity to "clean" the 
data as you go. Thinking through these can make the 
difference between evaluable/non-evaluable cases.



When transcribing, e.g., owner questionnaires, group 
them together to reduce navigating.

All in one group versus on different visit dates.



Make repeated measure scales available 
one at a time to reduce bias.



Consider how data can be easily analyzed on the 
back end, with minimal post-processing

make sure nothing falls through the cracks



Lab 
integration

Barcode and RFID Readers 
and other medical devices

Study Operations



Operational considerations drive the flow of 
data collection and hence, EDC setup



Consider the workflow for data collection

Asynchronous (e.g., Phase II / III / IV, After-
Market Trials and Registries)

Synchronous (e.g., POC/Phase I Studies)

Data entered for individual subject on each 
form

Data entered concurrently for multiple 
subjects on a single form

Randomization as subject is enrolled Randomization for groups of subjects

Typically, single user editing form Often, multiple users editing form

Tend to be more customized studies Can often be templated (“Pre-Built”)

Observations and dosing are for a single 
subject.

Observations & dosing can be for a group of 
subjects



Consider the environment and use of integrated 
technology to facilitate safety & rapid data collection.



Integrated labs make results available 
faster at point-of-decision.



Barcode readers can improve quality 
and patient safety.



Integrated invoicing improves accurate and timely 
payments to sites while freeing up monitor’s time 

to monitor data.



Multi-site inventory management can be 
automated, as can automatic reordering.



Use smart medical devices and 
integration to increase quality of data.



Reduce data errors by using the EDC as e-Source.



Contemporaneous is redefined by the EDC… 
When a real-time audit trail is created as upon 

data entry.



EDC implementation significantly impacts study 
enrollment and provides access to care quickly.

Johns Hopkins BIOS



Using the nuts and bolts of the software solution 
strategically can reduce risk and improve quality 

and efficiency in clinical research.
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