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Trends - Dynamism and Automation in Integration  

Drivers 
Dynamism 

Automation 

•  Source, target and 
transformation metadata vary 
across studies 

•  Physical storage, data 
transfer mechanism and 
relevant data dictionaries may 
vary across studies 

•  Important to minimize code 
change, transformation pre-
processing in ingestion layer 

• Dynamic transformation rules 
needed 

• Cost and time efficiency, 
adoption within enterprise 

•  Key is to minimize code change 

•  Key is to automate data delivery in usable 
format with minimal manual intervention 

•  Store structures in appropriate hierarchy and 
data lifecycle stages 

•  Plan either by leveraging existing metadata 
or manufactured metadata 

•  A robust user interface or means of 
configuration can address gaps 

•  High availability of data to points of analysis 
•  From disparate sources: raw, integrated, 

cleansed/ not cleansed, reconciled, 
aggregated, etc. 

•  Based on use cases: interim analysis, 
submission, central monitoring, etc. 
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Traditional Business Process 
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Enhanced Business Process 
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Transformational Metadata Management 
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TARGET	DATA	
(SAS)	

Metadata	Views	(Oracle)		
(Global,	TA,	Product,	Study)	

ODS	and	DATA	PROCESSING	
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METADATA	MANAGEMENT	SYSTEM	
(AKANA	Seman1cs	Manager)	
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Metadata Driven Clinical Data Flow 
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Source and Target Metadata extracted from Semantics Manager 

Structural	and	Transforma1onal	
Metadata	extracted	from	SM	
drives	dynamic	program	for	
genera1ng		target	datasets	

Deriva1on	
Types	

Deriva1on	
order	of	
execu1on	
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Dynamic Program Execution to generate Target Datasets 

SAS	Macros	
corresponding	to	SM	
transforma1onal	
metadata	

Execute	Dynamic	
Program	as	Batch	
or	Individual	Mode	
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Metadata driven Source to Target Transformation Examples 

Merge	with	MedDRA	
dic1onary	popula1ng	
required	submission	
variables	in	target	

Update	transforma1on	
metadata	in	SM	(Add	a	hyphen)	
for	USUBJID	rule	–	automated	
update		in	target	data		

Source	Date	Update	
reflected	ISO	8601	
format	in	Target	
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Conclusion 

•  High	availability	of	data	(source,	integrated,	and	standardized)	facilitates	
rapid	insights	and	accelerated	1melines	for	submissions	

•  Dynamic	and	automated	genera1on	of	datasets	across	studies	with	
minimal	customiza1on	necessary	results	in	cost	and	1me	savings	

•  Accelerated	response	to	metadata	update	drivers	like	new	versions	of	
standards	and/or	new	regula1ons	facilitate	regulatory	compliance	

•  Reusability	of	standard	algorithms	result	in	enhanced	efficiencies	for	
valida1on	

•  Dynamic	and	automated	processes	driven	by	metadata	limit	the	need	of	
change	control	

•  Full	traceability	for	audit	tracking	provides	controlled	standards	
management	

The	use	of	a	centralized	repository	to	manage	and	govern	metadata	and	
standards	in	a	flexible	source	agnos1c	data	integra1on	plaaorm	provides	
the	following	advantages:	
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