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Current	process	

•  Excel	is	widely	used	to	manage	expectaBons	
•  To	list	what	outputs	we	have	to	produce	
•  Define	names	and	locaBons	of	programs	and	
output	files		
• Manage	status	of	programs	and	outputs	
•  State	who	wrote	and	validated	programs	and	
when	



Current	process	



Advantages	&	disadvantages	of	using	Excel	

•  Advantages	
•  Everyone	knows	how	to	use	it	
•  Easy	to	create	and	get	started	
•  Easy	to	manage	and	adapt	
•  Easy	to	share	



Advantages	&	disadvantages	of	using	Excel	

•  Disadvantages	
•  Lack	of	transparency	
•  Lack	of	control	and	traceability	
• Manual	intervenBon	required	
• No	added	benefits	beyond	the	data	



Step	by	step	transi:on	from	Excel	

•  IdenBfy	the	key	data	to	manage	
•  Table	numbers,	Btles		
•  Program	and	output	filenames	and	locaBons	

•  Define	addiBonal	supporBng	data	
•  Table	shell	names	for	each	output		
• Macro	parameter	names	and	values	



Step	by	step	transi:on	from	Excel	



Step	by	step	transi:on	from	Excel	

•  Automate	some	parts:	
• Who	creates/updates	programs	and	when	
• Who	validates	programs	and	when	
•  If	a	program	is	updated	then	change	the	status	
of	validated	outputs	
•  Auto-generate	programs	using	supporBng	data	
•  Produce	summary	of	the	current	status	



Benefits	of	using	a	database	

•  AutomaBcally	document	key	transparency	data,	
e.g.	who	did	what	and	when,	including	changes	

•  Can	be	used	by	applicaBons	to	use	the	data	for	
further	benefits	
•  To	auto	generate	programs	
•  To	submit	programs	
•  To	manage	outputs	



Benefits	of	using	a	database	
Auto-generated	programs	



Benefits	of	using	a	database	
Applica:on	with	summary	of	current	status	



Benefits	of	using	a	database	
Example	of	Study	Status	Reports	



Benefits	of	using	a	database	

•  Can	store	data	about	more	than	one	trial	and	be	
efficient	in	their	usage	
•  Copy	outputs	required	from	study	to	study	
•  Search	historical	studies	for	analysis	
performed	and	associated	programs	
•  Version	control	of	programs	and	outputs	

•  Can	define	and	implement	standards		



Benefits	of	using	a	database	
Search	historical	tables	and	analyses	



Summary	

•  Excel	is	a	quick	an	easy	applicaBon	to	use	and	
yes,	it	can	be	used	to	manage	the	TLFs		

•  Database	allows	automaBc	documentaBon	of	
who	performed	what	task	and	when	

•  Data	from	all	trials	can	be	stored	in	one	database	
•  Databases	allow	standards	to	be	defined	and	
implemented	consistently	through	applicaBons	



Summary	

•  ApplicaBons	built	for	a	database	can	add	many	
funcBons,	including:	
•  Auto-generaBng	programs	
•  ImplemenBng	standards	consistently	
•  Provide	summary	status	informaBon	
•  Look	up	historical	data,	easy	to	see	programs	
&	outputs	used	in	other	trials	



Summary	

Database	

Excel	Metadata	for	TLFs	and	
shells	 Display	current	summary	status	

Auto-generate	and	submit	programs	

Display	Btles	in	an	informaBve	format	

Develop	programs	interacBvely	in	SAS	

Set	program	status		to	validated	that	
change	automaBcally	if	code	changes	

Use	company,	
therapeuBc	area	and	
project	standards	Search	historical	

programs	&	output	
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