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A Better Way: eCOA/ePRO Annotated Screen Reports (aSR)
Provide Data Clarity from Data Collection to Submission



Agenda
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3. Transition from paper to digital, and how we can apply the 
principles of the aCRF to the Screen Report

1. Rise of electronic data collection, and need of efficiently mapping 
collected data 

2. Established Use Of Annotated Case Report Form (aCRF)

4. How traceability can be achieved from using annotated Screen 
Reports

5. Implementing the Annotated Screen Reports (ASR) today and 
tomorrow



Rise Of Electronic Data Collection

• In recent years, regulatory agencies 
such as the FDA and EMA have 
increasingly promoted the use of 
eCOA solutions to capture patient 
data in the development and approval 
of investigational products.

• This is because electronic devices can 
be used to motivate and engage 
patients and because ePROs 
simplifies the questionnaire process 
for patients.
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Use Of Annotated Case Report Form

• aCRF is a critical part of study 
documentation that links data 
collection fields used to 
capture data to their 
corresponding values in SDTM

• Allows for traceability from 
collection to analysis 

• Crucial link for all users and 
reviewers

• Figure 1 illustrates a page from 
the aCRF of the (EQ-5D-5L), 
linking the collected data to 
variables and controlled 
terminology
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Figure 1: EQ-5D-5L v1.2 aCFR Page 2



Transition From Paper To Digital

• Questionnaire instruments have 
transitioned from paper to digital.

• There are a series steps that take place 
between the software/device provider, 
the study team, and the copyright holder 
for the instrument to ensure that nothing 
is lost or changed about the collected 
data. 

• The electronic version of the instrument 
(eCOA/ePRO), while collecting the 
same data in an approved way, often 
has a different presentation of the 
instrument to the user that needs to be 
accounted for. 
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Figure 2.  EQ-5D-5L Page 2 eCOA Screen Report



Following Principles of Annotated Case Report Form 

• Fundamental principles that have 
been developed to annotate the CRF 
(Case Report Form) can readily be 
applied to the approved screen 
reports.

• For many instruments, the 
annotations and controlled 
terminology can be copied directly 
from the already existing CDISC 
QRS supplements.

• This example shows the SDTM 
domain as well as all variables 
collected from this page.
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Figure 3.  EQ-5D-5L Page 2 eCOA annotated Screen 
Report



Achieving Traceability 

• Figure 4 illustrates the same aSR 
(from previous slide) from the 5Q-
5D-5L with the addition of the 
unique vendor record identifiers 
(Yellow) and how these data may 
flow into a sponsor data warehouse 
(Gray). 

• Improved granularity especially 
helpful to data management teams 
trying to reconcile databases.
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Figure 4. EQ-5D-5L Page 2 aSR with data mapping



Annotating The Screen Reports: Today & Tomorrow
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Create the aSR in much the same way as the aCRF1
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As Of Now Manual Process: Data standards expert reviews the screen reports in 
addition to data for each questionnaire then manually adds standardized 
annotations to the .PDF file using a PDF writer.  
This process is manual, requires expertise, and several hours to complete. 

The road to automating the annotation of the screen reports is also being paved



Benefits of Annotated Screen Reports (aSR) 

• Provide clear mapping of the collected eCOA data to the corresponding variables or 
discrete variable values. 

• Facilitates clear and transparent review to help identify incorrect data mapping decisions 
that may delay the eventual analysis. 

• Fills the need of data traceability not only for reviewers at regulatory agencies but also 
for any stakeholders working with the data from collection to submission and beyond.

• Easy to implement using existing standards and methods and has room for 
improvements with automation and the inclusion of additional metadata. 

• Simplifies analysis but also has the potential to improve the study design.
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If introduced early the aSR can ensure that data collected meets the needs and 
expectations of data analysis.  



Closing and Questions
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Contact:

Frank Menius 
YPrime 
3301 Benson Dr #300 
Raleigh, NC 27609  
267-536-3268  fmenius@yprime.com 
https://www.yprime.com
https://www.linkedin.com/in/frank-menius/
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