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Why Do SDTM Annotations? 

 SDTM annotated CRFs is one of the key CDISC format submission deliverables  

 This is a blank CRF annotations that document the location of the data with the 
corresponding names of the datasets and the names of those variables included in 
the submitted SDTM datasets  

 Annotations are meant to help the FDA reviewer find the origin of data variables 
included in the submitted SDTM datasets 

 Annotations should reflect the data submitted within the SDTM and shouldn’t 
include annotations for any Operational or Derived data 

 Annotations should be text-based and searchable using standard PDF viewers 

 There are specific guidelines published by CDISC for annotations. The SDTM 
Metadata Submission Guidelines should be used for additional information on SDTM 
annotated CRFs 
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Process Flow 
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Overview 

 For all the global CRF pages, a Central Annotation Database has been developed 

 For study specific CRF pages, a Secondary Annotation Database could be developed 

 Extract unique CRF pages from the study blank CRF case book and specify the CRF 
IDs/Page No in a Excel spreadsheet for adding bookmarking 

 Automatically create a FDF file specific to the study CRFs using the corresponding 
annotations from Central/Secondary Annotation Database and CRF IDs/Page No 
specification in Excel spreadsheet 

 These comments in the FDF file can be directly imported to study blank CRFs using 
Adobe Acrobat software 
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FDF File 

 FDF stands for "Forms Data Format". FDF is a file format for representing form data 
and annotations that are contained in a PDF form 
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Unique CRF Pages 

 Each unique CRF page has a unique CRF ID to identify it. It is available in the lower 
left corner of every CRF page in Novartis 

 Page No can be found in the toolbar 
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CRF Annotation Tool 
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Overview 

 To streamline study level annotations, a SAS based tool has been developed to write 
SDTM annotations onto blank CRFs 

 This would help reducing time and resources for this task and also help maintaining 
consistency in SDTM across Novartis 
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Primary Input – Central Annotation Database 

 Built from already annotated global CRF pages  

 Maintained in a central location --- CRF Annotation tool can use it as input directly 
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Secondary Input(s) – Secondary Annotation Database(s) 

 Functionality to re-use already annotated study level CRF pages 

 Follows the same structure as Central Annotation Database 

 Export annotations from each already annotated study level CRF pages to a FDF file 

 Create each annotation database with FDF file as input --- Repeat the process for as 
many FDF files as possible 
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SAS Programs 

 Macro name: extract_annotations.sas 

• Inputs: FDF files exported from already annotated study level CRF pages 

• Output: Secondary Annotation Database(s) 

 

 Macro name: create_fdf_file.sas  
• Inputs: 

- Central Annotation Database 

- Secondary Annotation Database(s) (no number limitation), if any 

- CRF IDs/Page No in a Excel spreadsheet 

• Output: study specific FDF file that could be imported to the study blank CRFs 

 Functionality to give user the option to pick the order of preference if annotations 
for same CRF ID are available from multiple sources 

 



Background 

Methodology 

CRF Annotation Tool 

Demo 

Notes 

Agenda 



Demo 

 | 2015 PhUSE Single Day Event in Shanghai, China | Eason Yang | 13-Nov-2015 | Creation of SDTM Annotated CRFs | Business Use Only 16 

Input Files 

 master_annotation.sas7bdat: Central Annotation 
Database 

 BlankCRF_Study2_Demo.pdf: Blank CRFs to annotate 
for Study 2 

 aCRF_Study1_Demo.pdf: Already annotated CRF pages 
from Study 1 

 crfid_pageno.xls: CRF IDs/Page No specification 

 extraction_annotation.sas: SAS program to create 
Secondary Annotation Database(s) 

 create_fdf_file.sas: SAS program to create study 
specific FDF file 
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Create Secondary Annotation Database 

 Open aCRF_Study1_Demo.pdf -> Click on “Comments” on the top right corner of the 
pdf file -> Click on the tab on the right side of “Comments List” -> Click “Export All to 
Data File” 
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Create Secondary Annotation Database (Cont’d) 

 Save as a FDF file named as study1.fdf 

 

 

 

 

 

 

 Call macro %extract_annotation with study1.fdf as input to create Secondary 
Annotation Database named as study1.sas7bdat 
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Create Study Specific FDF File 

 Call macro %create_fdf_file with master_annotation.sas7bdat, study1.sas7bdat and 
crfid_pageno.xls as inputs to create the FDF file for Study 2 named as 
outfdf_demo2.fdf 
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Import Annotations into Study Blank CRFs 

 Open outfdf_demo2.fdf -> Click on “Yes” 
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Import Annotations into Study Blank CRFs (Cont’d)  

 Select the blank CRFs file BlankCRF_Study2_Demo.pdf -> Click on “Open” 
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Import Annotations into Study Blank CRFs (Cont’d)  

 Annotations are successfully imported -> Save and quit this file 
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 When data are recorded on the CRF but are not submitted, the CRF should be 
annotated with the text “NOT SUBMITTED”. There should be an explanation in the 
Study Data Reviewer's Guide stating why data have not been submitted 

 The annotated CRFs should be provided as a PDF with the file name “acrf.pdf” 

 Bookmarking should be done in 2 ways (dual bookmarking) 

• Bookmarks by visits/time points in the study, should be ordered chronologically according to the study 
time and events with study level bookmarks (e.g. Adverse Events) presented last. Within each visit, topic 
bookmarks should appear in order that they appear in the annotated CRF 

• Bookmarks by CRF topics, should be ordered alphabetically. Within each topic all applicable time points 
should be ordered according to the study time and event schedule.  

 SDTM domains do not necessarily have a one-to-one relationship with the CRF 
pages. E.g., both DM and SC are collected on the Demography page, while SC data 
are collected from both the Enrollment page and the Demography page. Hence dual 
bookmarking helps reviewer to navigate either by time points or by CRF topics 
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