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Blank Case Report Form 
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Annotating the Case Report form 
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§ Critical Component of the NDA Submission 

 
• Source Data Domain 

 
 

• Variable Name 
    
  

• Controlled Terminology 



Annotated Blank Case Report Form 
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(blankcrf.pdf) 

18 
Annotations 

81 page document 



Manual Annotation of the blankcrf.pdf 
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Performed in Adobe Acrobat Using the Comment Tool 

One Annotation at a Time 
Monotonous and Time 
Consuming Task 
Error prone 

Increasingly programmers 
responsibility 



Automating Annotation with Adobe Acrobat 
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Adobe Acrobat annotation attributes 

•  Adobe Acrobat Stores Annotation 
Attributes Internally 

 
•  May be Extracted to an External File 

Called a Forms Data Format (FDF) File 
 
•  Can easily export and then import the file 
 

2305.fdf 



Automation repository 
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§  Rather than create a single re-usable FDF file a better approach is to 
create a repository of annotations and associated attributes which is 
used in the creation of study-specific FDF files 

§  Repository containing a few required annotation attributes is easy to 
set-up and maintain 

§  Simple SAS® programs are created to: 
(1) load individual annotation attributes to the repository 
(2) select study-specific appropriate annotations from the repository, and  

(3) produce study-specific FDF files 

§  As existing CRF pages are updated or new standard CRF pages are 
implemented the repository is easily updated 

§  SAS programs only require updating if the FDF file structure changes 



Building a Repository 
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SVG02 
Study visit 

SVG02.fdf 

IEG03 
Inclusion Exclusion 

 
IEG03.fdf 

 

CMG02 
Prior and Concomitant  
Medications 

 
CMG02.fdf 

 

CM2G02 
Surgeries and Medical  
Procedures 

 
CM2G02.fdf 

 

CRF FDF SAS Repository 



Automating Annotation programmatically using 
Forms Data Format (FDF) File. 
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Start with an annotated CRF 
page and export the FDF file 

Repository dataset 



Using a Repository 

10 

SVG02 
Study visit 
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CM2G02 
Surgeries and Medical  
Procedures 
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CRF FDF SAS Repository 

Create study specific FDF 



Study Specific Driver 
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Build FDF File for Study specific CRF 

§  Created for each new blankcrf.pdf 

§  Only Contains 2 Variables and is 
Used to identify which: 
•  unique CRF pages are used 
•  blankcrf.pdf page they appear on 

§  Template Created Same Time as 
Repository 
•  CRFID and DOMAIN pre-populated 

§  End-user Only Needs to Identify 
Which Page a Unique CRFID is on 



Study specific FDF File 
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%FDF-1.2 

1  0 obj 

<< /FDF << /Annots [2 0 R 3 0 R 4 0 R 5 0 R 6 0 R 7 0 R 8 0 R 9 0 R 10 0 R 11 0 R 12 0 R 13 0 R 14 0 R 15 0 R 16 0 R 17 0 R 18 0 R ] >> >> 

endobj 

2  0 obj 

<</BS 21 0 R/C[0.0 1.0 1.0 ]/Contents(STUDYID )/DA(0 0 0 rg /Helv 12 Tf)/DS(font: Arial,sans-serif 9.0pt; text-align:left; color:##000000  )/F 4/Page 0 /Rect[159.985 554.563 
206.077 568.163 ]/Subj(TextBox)/Subtype/FreeText/T(NCDS)/Type/Annot>> 

endobj 

3 0 obj 

<</BS 21 0 R/C[1.0 1.0 1.0 ]/Contents(CRFID=SVG02 )/Page 0 /DA(1 1 1 rg /Helv 12 Tf) /DS(font: Arial,sans-serif 9.0pt; text-align:left; color:#000000 )/F 4/RC(<?xml style="font-
size:9.0pt;text-align:left;color:#FFAA00 ;font-weight:normal;font-style:norma\/l;font-family:Arial,sans-serif;font-stretch:normal"><p dir="ltr"><span style="color:#FFAA00 ;font-
family:Arial">CRFID=SVG02 </span></p></body>)/Rect[63.7056 14.444 197.171 29.0886 ]/Subj(Typewritten Text)/Subtype/FreeText/T(NCDS)/Type/Annot>> 

Endobj 

........ 

12 0 obj 

<</BS 21 0 R/C[1.0 1.0 1.0 ]/Contents(CRFID=IEG03 )/Page 1 /DA(1 1 1 rg /Helv 12 Tf) /DS(font: Arial,sans-serif 9.0pt; text-align:left; color:#000000 )/F 4/RC(<?xml style="font-size:
9.0pt;text-align:left;color:#FFAA00 ;font-weight:normal;font-style:norma\/l;font-family:Arial,sans-serif;font-stretch:normal"><p dir="ltr"><span style="color:#FFAA00 ;font-
family:Arial">CRFID=IEG03 </span></p></body>)/Rect[63.7056 14.444 197.171 29.0886 ]/Subj(Typewritten Text)/Subtype/FreeText/T(NCDS)/Type/Annot>> 

Endobj 

.......... 

18  0 obj 

<</BS 21 0 R/C[0.0 1.0 1.0 ]/Contents(USUBJID )/DA(0 0 0 rg /Helv 12 Tf)/DS(font: Arial,sans-serif 9.0pt; text-align:left; color:##000000  )/F 4/Page 1 /Rect[401.697 554.17 445.183 
567.77 ]/Subj(TextBox)/Subtype/FreeText/T(NCDS)/Type/Annot>> 

endobj 

trailer 

<< /Root 1 0 R >> 

%%EOF 

§  Produced Using a Simple* SAS Program 

§  Caution: 
• Header and body must align on number of annotations 
• More in header, FDF will not open 
• Less in header, annotations will be missing 



Conclusion 
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§ Production of the blankcrf.pdf doesn't need to be Tedious 
and error prone 

§ With programmer ingenuity 
• CRF Standardization 
• Simplicity of the FDF file structure 
• You are only a few simple steps away from an accurate, consistent, 

automated blankcrf.pdf 
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