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•  Database	design	basics	
– DB	design	process	
– Form	structures	VS.	Dataset	Num	

•  How	datasets	are	generated	
–  Item	A<ributes	VS.	SAS	variable	
– Database	underlying	table	structures	
– Dataset	genera@on	

•  Dataset	common	&	extra	variables	
– Common	Variables	
– Extra	variables	
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DB	design	process	
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Study	

• Events	
• A<ributes	

Events	

• Forms	
• Repea@ng	

Forms	

•  ItemGroups	
• Repea@ng	

Codelists	

•  Codelist		
•  Codelist	
values	

Items	

•  A<ributes	
•  Codelists	
•  Coding	

ItemGroups	

•  Items	
•  Repea@ng	



DB	design	process	
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Codelist 

Items 

Items Groups 



Different	ItemGroup	structures 
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•  Non-repeat	(single-repeat)	
•  Repeat	
•  Repeat	with	default	values	
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•  Non-repeat	(single-repeat)	

•  Export	One	dataset	

Different	ItemGroup	structures 
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•  Repeat	

Different	ItemGroup	structures 
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•  Repeat	with	default	values	

Different	ItemGroup	structures 



Form	structure	VS.	Dataset	Num	

Form	Structure	 Dataset	Num	 DescripAon	

Non-repeat	
only	

1	

Repeat	only	 1	

Non-repeat	+	
Repeat	

1	 Merged	Non-repeat	with	Repeat	in	two	ways:	
1).	Non-repeat	value	display	as	Record	0	
2).	Non-repeat	value	displays	in	each	record	
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All	non-repeat	item	groups	as	one	dataset	
Each	repeat	item	group	as	one	dataset	
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Note:	Form	with	minor	differ(Subsets)	may	have	more	datasets	per	different	
EDC	systems	



How	datasets	are	generated	
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–  Item	A<ributes	VS.	SAS	Variable	
– Database	underlying	table	structures	
– Dataset	genera@on	



Item	AEributes	VS.	SAS	Variable	
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Items	(In	database)	 Variables	(SAS	Dataset)	

Item	Name	 Variable	Name	

Data	Type	
				Char,	Integer,	Float,	Date@me,	Boolean	
Length	
Precision	

Format	

Item	label	 Label	

SAS	Var	Name	 Variable	Name	

SAS	Format	 Format	

SAS	Label	 SAS	Label	



Database	underlying	table	structures	
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•  Horizon	(SDTM	like)	
•  Ver@cal		(One	datapoint	per	line)	
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•  Horizon	(SDTM	like)	
•  Ver@cal		(One	datapoint	per	line)	

Database	underlying	table	structures	



•  Ver@cal	to	Horizon	(Views)	
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Database	underlying	table	structures	
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•  Ver@cal	to	Horizon	(Views)	
Database	underlying	table	structures	



Dataset	generaAon	
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•  From	tables	(Views)	to	SAS	dataset	

Variable Name 
Label 
Format 



Dataset	common	&	extra	variables	

•  Common	Variables	
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OC/RDC	 Rave	 Inform	

Study	Name	 STUDY	 Project	

Site	Name	 INVSITE	 Site	 SITENAME	

Inves@gator	Name	 INV	

Subject	ID	 PT	 Subject	 SUBJECTNUMBERST
R	

Event	Name	 CPENAME	 InstanceName	 VISITMNEMONIC	

Event	RepeatNo	 InstanceRepeatNum
ber	

VISITINDEX	

Form	Name	 DCMNAME	 DataPageName	 FORMMNEMONIC	

Form	RepeatNo	 SUBEVENT	 PageRepeatNumber	 FORMINDEX	

ItemGroup	Name	 QUESTIONGROUP	

ItemGroup	RepeatNo	

Item	Name	



Extra	Variables	

•  OC/RDC	
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•  Item	
– Conform	data	

•  Item_FUL	
– Raw	data	(including	non-
conform	data)	

•  Item_DLV	
– Codelist	label	



Extra	Variables	

•  Rave	(Regular)	
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•  Item	
– Conform	data	

•  Item_RAW	
– Raw	data		
– Applies	to	Num	&	Date@me	

•  Item_STD	
– Codelist	coded	value	
– Applies	to	Text	with	codelist	



Extra	Variables	

•  Inform	
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•  Item	
–  Item	data	

•  Item_ND	
–  Inten@onally	marked	blank	

•  Item_C	
– Codelist	coded	value	

•  Item_U	
–  Item	unit	



Thank	you 


