
Summary 
The  FDA’s  acceptance  of  CDISC’s  SDTM  and  ADaM  models  has  contributed  to  the  
increased use of CDISC standards in clinical trials.  The use of standards and meta-
data for analysis reporting lags behind that of database production. Extending the 
end to end concept to analysis reporting can not only facilitate display production, 
but can also improve efficiency throughout the life cycle of a clinical trial. A tables-
first approach produces more targeted CRF design and data collection; more  
efficient database and display creation; and improved quality based on the  
elimination of redundant processes. 

CDISC Standards in Reverse: A More Efficient Approach to Clinical Trials Design 
Rob Woolson, Jeff Abolafia, Ryan Burns, Karen Wade 

Rho, Inc. 
Chapel Hill, NC USA 

Table, Listing, and Figure Library 
 
Internal library of displays contains shells 
that are annotated for ADaM and are linked 
to metadata, programs, and documentation. 
 
Mock displays to include in the final CSR are 
chosen at the time of protocol  
development . 

The Tables Last Approach 
(…  aka  how  things  are  sometimes  done  today  …) 

 

Parameter and Outcome Metadata Library.  This library is populated from a  
repository of study parameters and outcomes. Parameters of interest for the  
display and expected outcomes are selected. 

Visit/Timepoint Metadata Library.  This library is populated based on visits and 
data collection timepoints described in the protocol.  Visits and timepoints are 
selected based on what will be shown in the display. 

Variable Metadata Library. Certain displays require that some ADaM permissible 
variables be included in ADaM dataset(s).  Displays within the display library are 
linked to a variable library of permissible and conditional ADaM variables.  
For example, the display selected is a shift table.  This requires that BASE, BASEC, 
SHIFTy, and SHIFTyN be included in the ADPE dataset. 

Treatment Metadata Library. This library is populated based on protocol-specified 
treatment groups—selections are made by display. 

The Display Library is linked to four metadata libraries: 
Treatments, Visits, Parameters, and Variables.  The 
selections made within these libraries will not only inform 
the table, but also inform the ADaM metadata, the SDTM 
dataset metadata, the clinical datasets, and the CRF panels.  
Note: The information in these libraries is known before study start-up. 

The Tables First Approach 
 

•Each  study  has  a  purpose  in  a  drug  development  program 
•All  required  displays  should  be  known  prior  to  study 
start-up 
•Use  what  is  needed  in  tables  to  drive  database  design 
•Standard  ADaM/SDTM  metadata  facilitates  a  tables  first   
approach 

…  or  shown  another  way  ... 
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Display Library 
 
The selections made within the display 
library will not only inform the table, but 
also inform the ADaM metadata, the SDTM 
dataset metadata, the clinical datasets, and 
the CRF panels. Along with study-
independent standards, this is the source of 
most of the metadata used in a study. 

Study Level SDTM Metadata 
 
The ADaM dataset metadata (a combination of 
ADaM, internal library, and table metadata) is 
combined with SDTM to create the study level 
SDTM dataset metadata. This combination leaves 
little to be defined on a custom basis. 

SDTM Metadata 
 
Similar to the previous steps, metadata from the 
ADaM datasets are filtered through SDTM 
standards. Metadata from the SDTM standard are 
robust and does not require a separate internal  
library. 
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Tables First 
Tables are designed at the 
time of study and protocol 
development. The tables 
inform all aspects of database 
design and creation. 

Tables inform 
analysis 
metadata 
Table level metadata are 
filtered through ADaM and 
internal standard metadata 
libraries to pre-populate study 
level analysis metadata. 

Tables inform 
SDTM metadata 
Analysis metadata, which 
contains table level metadata, 
are filtered through SDTM 
standard metadata libraries to 
pre-populate study level SDTM 
metadata. 

Tables inform 
data collection 
Table metadata are used to 
pre-populate clinical database 
metadata and CRF panels. 

Study Level Analysis Dataset  
Metadata 
 
The three sources of metadata (ADaM, internal 
library, table metadata) are combined to create 
the ADaM dataset metadata. Often these three 
sources are all that is needed, but if not, the 
amount of original thought will be minimal and 
restricted to places where thinking is desirable. 

ADaM Metadata and Internal Metadata Library 
 
Information from the table metadata libraries is 
filtered through two other sources: the ADaM 
standard and an internal metadata library. This 
creates a foundation more complete and 
reliable than starting from scratch or copying 
metadata from an unrelated study. 


