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Overview 

• Known knowns, known unknowns, unknown 
knowns, unkown unknowns 

• Automation and efficiency 
• Team management and communication 
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Receive material 
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Take inventory 
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		 Tabula'on	
data?	 aCRF?	 Analysis	data?	 Analysis	

specs?	 SAP?	 CSR?	 SAS	
programs?	 ...	

Study	1	 ü ü ü ü ü ü ü ü 
Study	2	 ü ü ü ü ü ü ü ü 
Study	3	 ü ü ü ü ü ü ü ü 
Study	4	 ü ü ü ü ü ü ü ü 
Study	5	 ü ü ü ü ü ü ü ü 
Study	6	 ü ü ü ü ü ü ü ü 
Study	7	 ü ü ü ü ü ü ü ü 
Study	8	 ü ü ü ü ü ü ü ü 
Study	9	 ü ü ü ü ü ü ü ü 
Study	10	 ü ü ü ü ü ü ü ü 
Study	11	 ü ü ü ü ü ü ü ü 
Study	12	 ü ü ü ü ü ü ü ü 
Study	13	 ü ü ü ü ü ü ü ü 
Study...	 ü ü ü ü ü ü ü ü 

What you think you‘re getting... 
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What you get 
		 Tabula'on	

data?	 aCRF?	 Analysis	data?	 Analysis	
specs?	 SAP?	 CSR?	 SAS	

programs?	 ...	

Study	1	 ü ü 
Study	2	 ü 
Study	3	 ü ü 
Study	4	 ü 
Study	5	 ü 
Study	6	 ü ü 
Study	7	 ü 
Study	8	

Study	9	 ü 
Study	10	 ü 
Study	11	 ü 
Study	12	 ü ü 
Study	13	 ü ü ü 
Study...	 ü ü ü ü ü ü 
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Find the gaps and fill them in 
		 Tabula'on	

data?	 aCRF?	 Analysis	data?	 Analysis	
specs?	 SAP?	 CSR?	 SAS	

programs?	 ...	

Study	1	 ü ü ü ü 
Study	2	 ü ü 
Study	3	 ü ü ü ü 
Study	4	 ü ü 
Study	5	 ü ü 
Study	6	 ü ü ü ü 
Study	7	 ü ü 
Study	8	 ü ü ü 
Study	9	 ü ü ü 
Study	10	 ü 
Study	11	 ü 
Study	12	 ü ü ü 
Study	13	 ü ü ü 
Study...	 ü ü ü ü ü ü 
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Some gaps may remain 
		 Tabula'on	

data?	 aCRF?	 Analysis	data?	 Analysis	
specs?	 SAP?	 CSR?	 SAS	

programs?	 ...	

Study	1	 ü ü ü ü ü ü û ü 
Study	2	 ü ü ü û ü ü û ü 
Study	3	 ü û ü û ü ü û ü 
Study	4	 ü ü ü û û û û ü 
Study	5	 ü ü û û û ü û ü 
Study	6	 ü û ü ü ü ü û ü 
Study	7	 ü û ü û ü ü û ü 
Study	8	 ü ü ü û ü ü ü û 
Study	9	 ü ü ü û û û ü û 
Study	10	 ü ü ü û û û û ü 
Study	11	 ü ü ü ü û ü û ü 
Study	12	 ü ü ü ü ü ü ü ü 
Study	13	 ü û ü ü ü ü ü ü 
Study...	 ü ü ü ü ü ü ü ü 
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Known knowns, known unknowns,  
unknown knowns, unkown unknowns 
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Efficiency? 
		 Include	in	

IDB?	 Study	status?	 Tabula'on	
data	format	

Data	
submission-
compliant?	

All	metadata	
available?	

Analysis	data	
format	

MedDRA	
version	

WHODRUG	
version	

Study	1	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	2	 YES	 LOCKED	 LEGACY	 YES	 NO	 LEGACY	 ...	 ...	

Study	3	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	4	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	5	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	6	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	7	 YES	 LOCKED	 LEGACY	 YES	 YES	 LEGACY	 ...	 ...	

Study	8	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	9	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	10	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	11	 YES	 LOCKED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	12	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	13	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study...	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	
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Efficiency? 
		 Include	in	

IDB?	 Study	status?	 Tabula'on	
data	format	

Data	
submission-
compliant?	

All	metadata	
available?	

Analysis	data	
format	

MedDRA	
version	

WHODRUG	
version	

Study	1	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	2	 YES	 LOCKED	 LEGACY	 YES	 NO	 LEGACY	 ...	 ...	

Study	3	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	4	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	5	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	6	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	7	 YES	 LOCKED	 LEGACY	 YES	 YES	 LEGACY	 ...	 ...	

Study	8	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	9	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	10	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	11	 YES	 LOCKED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	12	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	13	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study...	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	



10/11/16 14 

Efficiency? 
		 Include	in	

IDB?	 Study	status?	 Tabula'on	
data	format	

Data	
submission-
compliant?	

All	metadata	
available?	

Analysis	data	
format	

MedDRA	
version	

WHODRUG	
version	

Study	1	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	2	 YES	 LOCKED	 LEGACY	 YES	 NO	 LEGACY	 ...	 ...	

Study	3	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	4	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	5	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	6	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	7	 YES	 LOCKED	 LEGACY	 YES	 YES	 LEGACY	 ...	 ...	

Study	8	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	9	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	10	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	11	 YES	 LOCKED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	12	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	13	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study...	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	



10/11/16 15 

Efficiency? 
		 Include	in	

IDB?	 Study	status?	 Tabula'on	
data	format	

Data	
submission-
compliant?	

All	metadata	
available?	

Analysis	data	
format	

MedDRA	
version	

WHODRUG	
version	

Study	1	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	2	 YES	 LOCKED	 LEGACY	 YES	 NO	 LEGACY	 ...	 ...	

Study	3	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	4	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	5	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	6	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	7	 YES	 LOCKED	 LEGACY	 YES	 YES	 LEGACY	 ...	 ...	

Study	8	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	9	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	10	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	11	 YES	 LOCKED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	12	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	13	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study...	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	
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Efficiency? 
		 Include	in	

IDB?	 Study	status?	 Tabula'on	
data	format	

Data	
submission-
compliant?	

All	metadata	
available?	

Analysis	data	
format	

MedDRA	
version	

WHODRUG	
version	

Study	1	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	2	 YES	 LOCKED	 LEGACY	 YES	 NO	 LEGACY	 ...	 ...	

Study	3	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	4	 YES	 PLANNED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	5	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	6	 YES	 LOCKED	 LEGACY	 NO	 NO	 LEGACY	 ...	 ...	

Study	7	 YES	 LOCKED	 LEGACY	 YES	 YES	 LEGACY	 ...	 ...	

Study	8	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	9	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	10	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	11	 YES	 LOCKED	 SDTM	 NO	 NO	 ADAM	 ...	 ...	

Study	12	 YES	 LOCKED	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study	13	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	

Study...	 YES	 ONGOING	 SDTM	 YES	 YES	 ADAM	 ...	 ...	
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Process  



10/11/16 18 

Process 
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Process 
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Process 
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Automation 
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Automation 
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Automation 
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Automation 
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Where is your team headed? 
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All pulling in the same direction? 
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Delegation and development 
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• Questions? 


