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Objec&ve		

In	the	hustle	and	bustle	of	things,	we	send	out	deliverables	
to	our	clients	to	review,	then	realize	there’s	a	glaring	typo	
or	en:re	sec:ons	missing.	So	the	key	ques:on	here	is	–		

	
Why,	What	and	How,			

	
to	ensure	quality	in	project	deliverables?	There	are	actually	
many	ways	to	do	this,	and	in	this	session,	we	want	to	share	
with	you	some	:ps	we’ve	picked	up,	learnt	and	prac:sed	

over	the	years. 



Agenda		

§  Aspects	of	Ge#ng	It	Right	First	Time		
§  Intensity	of	Valida&on	@	Different	Levels	
§  Review	of	the	Data	Standardiza&on	Outputs	
§  Review	of	the	Sta&s&cal	outputs	
§  Conclusion	



Aspects	of	Ge#ng	It	Right	First	Time	

REWORK	

§  Resource	u&liza&on	
§  Crea&ng	your	own	signature	

§  Retaining	the	exis&ng	client	

§  Business	growth	

§  Profit	

§  Quality	
§  Cost	Effec&ve	
§  Leading	Indicator	of	

Company’s	Loyalty	
§  Time	Management	

§  Credibility	
§  Diversified	Opportuni&es		

within	the	Company	
§  Mastering	SME	
§  Flexible	Benefits	



Intensity	of	Valida&on	@	Different	Levels	
…Tradi&onal	Way	of	doing..	

TLFs	

ADaM	
SDTM	

Verifica&on	@	Developer	End	
§  Log	Check	
§  Logic	vs	Specifica&on/SAP	
§  Output	Verifica&on	vs	

Standards	doc/Mock	Shell/	SAP	

Valida&on	@	Validator	End	
•  Verifica&on	Checks	
•  Output	Valida&on	by	secondary	

coding	
•  Compliance	Checks	

Review	@	SME	End	
•  Quality	Checks	
•  Traceability	
•  Cross	Valida&on	across	Outputs	



Study	Data	Valida&on		
	To	ensure	that	the	submiKed	data	are	both	

Compliant	and	Intended	use	
	
§  Structure	Checks	
§  Compliance	Checks	
§  Quality	Checks		
§  Study	Data	Traceability	

									Review	of	Data	Standardiza&on	



Structure	Checks	–	To	Ensure	that	the	data	conforms	
to	the	standards	












Compliance	Checks	-	Open	CDISC	Validator		












									Review	of	Data	Standardiza&on	



Quality	Checks		
•  CLASS	Iden:fica:on	-	Deciding	between	SUPPLEMENTAL	

QUALIFIERS,	FINDINGS	and	FINDINGS	ABOUT	
•  Custom	Domain	Assump:ons	
•  Ongoing	Vs	Legacy	Studies	
•  Not	using	Standard	SUPPQUAL	QNAMS	
•  Adding	Duplicate	Data	

•  Numeric	and	Character	Codes	
•  CDISC	Controlled	Terminology	
•  Dates	and	Times	

•  Rela:ng	Records	(RELREC)	

									Review	of	Data	Standardiza&on	



Study	Data	Traceability	-	SDTM	Dataset	vs	aCRF	

Non-Collected	CRF	Variables	Popula:ng	the	Related	Variables	Standardizing	mul:ple	units	

									Review	of	Data	Standardiza&on	



Figures	

Tables	

Lis:ngs	

CRF	

									Review	of	Sta&s&cal	Outputs	



Cross	Valida&on:	Figure	Vs	Table	

									Review	of	Sta&s&cal	Outputs	



Cross	Valida&on:	Table	Vs	Tables	

									Review	of	Sta&s&cal	Outputs	



Cross	Valida&on:	Table	Vs	Lis&ng	

									Review	of	Sta&s&cal	Outputs	



Cross	Valida&on:	Lis&ng	Vs	CRF	

									Review	of	Sta&s&cal	Outputs	



SPOT	CHECKS	-	How	to	Validate	“n”	under	different	scenario	
	
	

§  No of subjects randomized 
=randomiza5on file provided by the 
sta5s5cian


§  Completed subjects + Discon5nued 
=Randomized


§  No of subjects discon5nued =sum (no 
of subjects under different reasons)


§  Number of subjects who have 
discon5nued due to AE= “Any Adverse 
Event leading to Study 
Discon5nua5on”(AE Table)


§  Treatment group “N” should not be 
more than subjects randomized


§  Footnote should be relevant 


									Review	of	Sta&s&cal	Outputs	



§  Check the min, max 
category with the 
Inclusion Criteria


§  Sum (Sub categories)=N


§  Check the categories 
against the CRF


§  Check if the 
measurements are in 
same unit


§  SD should not be 
nega5ve 


	

SPOT	CHECKS	-	How	to	Validate	“n”	under	different	scenario	
	
	

									Review	of	Sta&s&cal	Outputs	



Conclusion	

•  Our	deliverables	 are	 the	 “face”	of	our	project	 and	 they	
make	or	break	the	client’s	impression	on	us.	

•  So	it’s	cri:cal	that	we	get	our	deliverables	in	top	shape.	
•  A	 solid	 quality	 assurance	 process	 is	 important	 for	

ensuring	this.	
•  This	 addi:onal	 step	 and	 extra	 effort	 of	 review	 is	worth	

when	we	get	the	uncompensated	benefit	“Quality”.	





					

Thank You!!!	


