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What	is	Pa)ent	Narra)ve?	
(ICH	E3	CSR	Guidelines)	



Our	Tradi)onal	Process	



New	Process	With	Programmed	
Approach	



Specifica)ons	for	Narra)ves	(1)	



Specifica)ons	for	Narra)ves	(2)	



Data	Sources	Used	

• DM,	DS,	EX,	
MH,	CM	SDTM	

• ADSL,	
ADAE	ADaM	



Narra)ve	Sample	(1)		



Narra)ve	Sample	(2)	



Code	Snippets	(1)	
� Use	of	formats	
	



Code	Snippets	(2)	
�  Formatting	of	text	
	
	
	
� Building	sentence	
	



Code	Snippets	(3)	
� To	handle	text	truncation	issue	
	



Conclusion	
�  Saved	hundreds	of	hours	of	manual	work.		
� Understanding	how	study	data	was	collected	and	
mapped	was	very	critical.		

� You	lose	flexibility	in	terms	of	narrative	writing	based	
on	human	interpretation.	

�  Foundation	for	building	more	robust	and	re-usable	
macro.		

�  Savings	and	accuracy	improvements	greatly	
outweighed	the	risks.	

	


