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Background 

Manually annotating 
the CRF takes time and 

consists of many 
routine tasks 

Minimise time spend on creating the 
aCRF by implementing an in-house 
developed tool that supports the 
process of generating a SDTM 

annotated CRF  

Discussions on how 
to automate the 

process 

Due to complexity a simple 
solution that copies annotations 
from already annotated forms 

to a blank CRF 
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Go-live 
29-APR-2016 
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• Very automated, but difficult to 
use 

• Likelihood approach – possibility 
for errors 

• Maintenance of Keywords 

aCRF tool  - based on Keywords 

• Less automated, but easy to 
use 

• What you see is what you get 
• Maintenance of aCRFs in the 

CRF Library 

aCRF tool – based on copying 

aCRF tool 

Challenges and Considerations 

How to ensure optimal Usability and Benefits 
 

15-JUN-2016 



CRF Library 
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Contains aCRF forms used by the aCRF tool 



The aCRF Tool 

Can copy annotations from 
annotated forms in the CRF 

library to a blank CRF 

Ensure the appropriate 
version of Controlled 

Terminology and SDTM 
are available and used 

Ensures alignment of 
SDTM annotations 

across trials 

Can compare two or 
more annotated trials 
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The aCRF Tool 
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Supports the process of generating a SDTM annotated CRF 



aCRF Tool Process 

aCRFs 

Blank CRF 

Page number mapping sheet 

New annotated CRF 

Blank CRF 

aCRF tool 

UNIX SCE 

SAS EG 

XFDF 
import 

file 

XFDF file 

export import 
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aCRF Tool Process 
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1. Setup Copy annotation excel sheet and Map old CRF pages to new pages 
• Setup copy annotation mapping excel sheet (Use standard template) 
• Map old pages from old CRF to new pages in new CRF 

 
2. Export Annotation file (.xfdf) from old CRF or take from CRF library 

• Export annotation file (.xfdf) from old CRF or take from the CRF library 
• Place the XFDF files in the same folder on UNIX SCE 

 
3. Run SAS EG project 

• Open SAS EG project 
• Specify parameters in the form and run the program 

 
4. Import new annotation file 

• Import new annotation file in the target PDF 
• Reposition and QC annotations 



Adobe – CRF to be Annotated  
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MS Excel – Page number mapping sheet (1) 
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MS Excel – Page number mapping sheet (2) 
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Adobe Acrobat Standard – Export XFDF File(s)  
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SAS EG (UNIX SCE) – Run Program 
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Adobe Acrobat Standard – Import XFDF File  
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Comparison Reports 
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aCRF tool 

Feature can be used when comparing internal aCRF with final aCRF to 
ensure all annotations are the same. 
 



 
 

Key Features 
 
• Copy Annotations from 

already annotated forms 
 
• Annotations adjusted 

automatically 
 
• Combine multiple source 

files 
 
• Compare annotations 

 
 

 

 
 

Notes 
 

• Repositioning of 
annotations needed 

 
• Single annotations cannot 

be copied, whole page 
copied 
 

• Manual QC needed 
 
 
 
 

 

 
 

Benefits 
 

• Speed 
 
• Consistency 

 
• Comparison Reports 

 
• Intuitive & easy to 

understand  
 

Key Features, Benefits and Notes 

18 

aCRF tool 

15-JUN-2016 Experience of Implementing an aCRF Tool 



Next steps 

Knowledge sharing 

Report on incidents 

More users 

Optimise tool 
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