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In an ideal situation, the study design 
assigned at the start of a study is 
perfect. However, design changes are 
necessary for most studies, such as 
when there is an error in the study 
configuration.  

Regulatory inspectors are, of course, 
aware that errors can occur. And they 
do not expect all CRFs to be flawless. 
They want transparency and 
traceability.  

Depending on the type of change to 
the study design, investigative site staff 
might need to review—and even edit—
data that has already been entered in 
the CRFs.  

Traditionally, such data edits were 
documented in a separate document 
called Note to File (NTF). For some 
studies, there were a significant 
number of NTFs, which contributed to 
an increased amount of study 
documentation to manage. 

When using Viedoc, site staff can 
manage needed reviews and data 
edits in the computerized system with 
a full audit trail. Therefore, there is no 
longer any need for separate NTF 
documents. 
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Objective  

This paper aims to explain when changes to the study design or captured 

eCRF data are needed, why they are needed, and how Viedoc makes it easy 

to make these changes while maintaining data integrity.  

Data integrity  

Data integrity is the maintenance and assurance of accuracy, completeness, 

reliability, and consistency of data over its entire lifecycle. Data integrity is 

central to the clinical trial process and is one of the major concerns for a 

regulatory authority.  

Reasons for structure changes 

These are some of the frequently occurring reasons for structure changes:  

1. Correction of errors 

• Is it necessary to correct the error?  

• Could the error have affected the data capture in such a way that it 

would require the investigators to confirm or change the saved form 

data? 

• Does the investigator have a fair chance to correct the error, or is it 

better to leave things as is and thereby reflect the circumstances of the 

data input? The latter would, in most cases, result in better data integrity 

and traceability. 

2. Protocol amendments 

• Is the amendment, in fact, a retrospective change? 

• It is rarely possible to capture more data, or to capture data in another 

way, when the patient has already left the clinic. 

• If it is possible, it might be data that is already available in the medical 

case book. However, using that data might not comply with the given 

informed consent. 
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Two approaches 

In Viedoc, you have the possibility to both create new versions of a study 

design and revise an existing version. 

The general recommendation is: 

• Create a new study design if you need to make changes that you do not 

want to apply to existing data. 

• Revise an existing study design if you need to make changes that you want 

to apply to captured data. 

Create a new study design 

This is a powerful tool for handling study design changes. Create a new 

version of the design and assign it to the study instead of having to change the 

structure or content of saved forms and visits. When the new version of the 

design has been assigned, all subsequent data capture is made according to 

the new and corrected structure. 

This approach might be useful when there is a need to have different versions 

of the study in these cases: 

• Over time, due to protocol amendments. 

• At various sites, because of other legitimate reasons, such as different data 

collection restrictions in different countries.
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Revise an existing study design 

This approach might be useful for study design changes that do not 

necessarily affect the integrity of captured data, such as field length, minor 

spelling errors, and so on. 

When you revise an existing design version and make changes that do or 

could affect the integrity of saved data, a review is needed to ensure that the 

data is still accurate. The types of design changes that require at least a 

review, and possibly a subsequent data edit, are changes to form names, field 

labels, instructions text, and so on. Let’s look at some examples: 

• When a field label, such as a measurement unit, has been changed from 

microgram to milligram, the site staff would need to edit a value such as 500 

to 0,5; doing so ensures that the meaning of the data is still the same when 

the new form structure is applied. 

• With a rephrased field label, you may want to change the text, for example, 

from “Did you take all the doses of the medicine?” to “Did you miss any 

medicine dose?” In this case, a previously entered Yes would need to be 

changed to a No. 

• If a field label has been changed because of a previous minor spelling error, 

the meaning of the captured data should still be the same, and the site staff 

can approve the form structure change. 

Please note that the first two examples above are purely fictitious cases that 

should be avoided. They are listed here only to illustrate the complexity of the 

problem. 
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Regulations regarding changes to 

eCRF data 

The following regulations require a process to ensure that eCRF entries and 

any subsequent modifications are reviewed and approved by the 

investigator: 

• FDA EHR Guidance 

• FDA eSource Guidance 

• FDA and MHRA Data Integrity Discussions 

• ICH GCP 

• JPMA EDC Guidance 

• MHRA GXP Data Integrity Guidance 

• NMPA Clinical Trial DM Guide 

• EMA Reflection Paper on eSource and EDC in Clinical Trials 

• EMA GCP Q&A web page 

Applying structural changes in Viedoc 

When there has been a change to the structure of a form, Viedoc displays a 

message to site staff on the study start page. To see a detailed description of 

the change, they can simply select the message. 

To make things easier for the site staff, Viedoc automatically applies the form 

structure changes that do not affect data integrity. No approval is necessary. 

For changes that can potentially affect data integrity, any affected forms can 

be seen on the Selection page in Viedoc Clinic. A list of forms with a pending 

upgrade can be filtered out by selecting Form upgrade pending in the Issues 

view. By clicking on each form in the list, the respective form is opened, 

highlighting that a structural change was made. This notifies site staff that 

they need to edit the form to load the new structure and review the data. 

When the necessary changes have been made, the new structure is applied 

to the form as it is saved. 

It is also possible to perform a batch approval of all affected forms from the 

upgrade message pane. 
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One approach is to upgrade a few forms manually to fully understand the 

potential impact of the upgrade and then to upgrade the remaining forms 

using the batch approval feature. Please confirm that your selection of 

approach complies with the SOPs used in your study. 

Any site user with data edit permission can approve the changes. Once 

approved, the message will display the date and name of the user who signed 

off on the changes. The form must then be signed again by the investigator. A 

contemporaneous PDF of the form is generated, showing how the form looks 

after the upgrade. 

Without the support of the Viedoc issue flags, the investigators would need to 

review all forms to make sure that they are accurate after a structure 

upgrade. 

Viedoc provides all the features you need to find the affected forms and 

perform the required reviews and approvals. 

Note that some changes are not allowed as part of a revision but require the 

creation of new versions more often than the general recommendation 

suggests. For more information, see the Viedoc eLearning lesson Viedoc 

study configuration management. 
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As this paper has shown, Viedoc 
provides two different approaches to 
changing an assigned study design: 
creating and assigning a new version 
of the design and revising the existing 
version. 

Your choice of approach depends on 
the nature of the changes and the 
outcome of the considerations 
described in section 4 above. 

Irrespective of the approach that you 
choose to use for your study, you can 
rely on Viedoc to help you maintain the 
vital integrity of your data. The current 
version and revision numbers of the 
study design are always visible in the 
footer of the forms, which adds to the 
transparency. 

Of course, everything in Viedoc is fully 
audit-trailed. The Viedoc way: user-
friendly, flexible, and always compliant. 
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