
Bilirubin is produced within the reticuloendothelial system through a 
process called hemolysis and is a by-product resulting from the 
breakdown of hemoglobin in red blood cells.  The liver filters bilirubin 
from the body into the bile, which gives its color, and a small amount is 
normally found in serum.  An excess of red blood cell destruction, or a 
reduced capacity of the liver to excrete the normal amounts of bilirubin, 
will result in elevated levels and is important in evaluating hemolytic 
anemias, hyperbilirubinemia and liver function. 
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With each new 
standard, 

regulation or 
guidance, Bili 
earns a merit 
badge as he 
moves along 

the continuum 
from collection 
to submission.
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Conversion factor to derive SI values from conven�onal 
for LBSTRESN, LBSTNRLO & LBSTNRHI within SDTM LB

This poster will trace the path of a single piece of data and identify all the regulatory and standards compliance considerations 
that dot the landscape from initial data collection all the way through submission through the eCTD.  We’ll follow the journey of 
the lab parameter Total Bilirubin, NCI Thesaurus Code C38037, and affectionately known in this poster as “Bili”, while 
demonstrating every influencing factor in the standards and regulatory environment as Bili’s data values and metadata are 
transformed along the way from start to finish.  Standards concepts of CDASH, SDTM and ADaM will be considered along with 
all the regulations defined in the FDA Data Standards Catalog.  Other items will be demonstrated such as data anonymization 
and Define-XMLv2.0 which have an effect of transforming data or metadata for data sharing and submission.  From start to finish, 
Bili’s journey is truly remarkable.

Please visit the FDA web page ucm535180.htm for 
more information on the following eCTD resources:

FDA Guidances
eCTD Submission Standards Catalog

Data Standards Catalog
Technical Conformance Guide

Validation Specifications
Fact Sheets

Additional Resources
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eCTD
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Providing Regulatory 
Submissions in Electronic 

Format - Submissions 
Under Section 745A(a) of 
the Federal Food, Drug, 

and Cosmetic Act

Guidance for Industry
XML

Bilirubin values are not likely to change but direct and quasi-iden�fiers may 
change to protect personally iden�fiable informa�on for data sharing.  
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