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Introduction to Authors

ÅSimon Wilcock

ï18 years experience in the Pharmaceutical Industry

ÅWorked in Big Pharma, Biotech sector and now CRO

ÅOver 11 years experience in SAS

Å2 years experience in CDISC 

Å5 years experience in Enterprise Data Management (Database 
Administration, Data Modelling, EDI, ETL)

ÅSireesha Potula

ï5 + years working in Pharmaceutical Industry

Å6 years working as a SAS Programmer for Pharma and CRO

Å2 years within CDISC framework



Introduction to Paper

ÅThere is a lot of talk in the industry, at the moment, 

around Metadata driven processes

ÅThis paper introduces one tool, SAS Clinical DI, and 

considers what impact this might have on the traditional 

programming role 
ïWill programmers need different skillsets?

ïWhat will this mean for roles and responsibilities within an 
organisation? 

ÅThe purpose of the paper is not, necessarily, to answer 

these questions ïbut to open a dialogue.



Quick Definition Stop

ÅMetadata 

ïData about data. 

ïFor example: the data that describes things like dataset 
structures, data types, library names

ÅSAS DI Studio

ïETL tool that uses Metadata driven processes to map from one 
data format from another 

ÅSAS Clinical DI

ïThe Clinical implementation of DI Studio with added CDISC



Metadata ïWhatôs the Big deal

ÅThe continued quest for reusable code

ïto speed up the Clinical Reporting Process

ïto remove the need for constant recoding

ÅMacros can become unwieldy

ïProgrammers have to set multiple macro calls correctly

ïCode needs constant maintenance as new types of data 
emerge 

ÅMetadata offers the solution 

ïdisclaimeréMetadata offers a solution. 



Metadata

ÅIf Metadata drives the process then the system, in theory, 

óknowsô the data requirements

ïThe structure of input and output datasets

ïThe mappings / the macro settings

ÅWe only need to join the dots.

ÅThe potential is there for huge time savings and quality 

improvements.



Impact on Programming

ÅBut what is it like to work in a MetaData environment ?



Metadata Directory Structure

This is not the Concomitant 
Medication dataset but a 
dataset that describes the 
variables in the CM dataset

This subfolder lists all the 
library mappings

The CDISC SDTM structures 
are all kept together in this 
Global Repository



Performing a simple mapping



A more complex transformation

Base SAS approaches:

DATA step with OUTPUT statements
PROC SQL
PROC TRANSPOSE



The ñoutputò way



Trying SQL



PROC TRANSPOSE



Processing within the mapping



Frustrations in the new - Experiences

ÅTraditional SAS programmers can be left tearing their 

hair out with the new tool because:

ïClinical DI does not program as well as they do

ïThere is no FIRST. /LAST. functionality (yet)

ïAdding additional steps, in a job, can be cumbersome

ïThe program is never laid out as a single code stream (except in 
the log)

ïThey like to look at the data when programming each step


