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Background 
• 13 Scientists 
• 7 Regulatory 
• 12 Consultants 
• 3 QA 
• 9 IT 
• 24 Other 

Sponsor , 42  
(56%) 

CRO, 20 (27%) 

Both Sponsor 
and CRO, 1 

(1.3%) 
Other , 9 (12%) 

Organization Type 

Consulting 

Service or 
Solution Provider Software 

Vendor 
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2016
2017

There has been a 14 percent increase in the number of respondents 
implementing a solution and a 7-9 percent decrease in the number of  
respondents who have not started or responded with Other 
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2016 Activity By Organization Type - Absolute 

Sponsor
(n=50)

CRO (n=36)

Service
Provider
(n=8)
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Participated in 
Fit For Use 

Converting SDTM 
processes over to 
SEND processes, 
creating SOPs 

Validated SEND 
Solution 

Information 
gathering 
and sharing 
with clients 

Currently working on SEND 
package(s) 



Yes,47% 

No, 7% 

Need To 
Confirm, 

35% 

Other, 11% 

2016 (n=111) 

The percentage of respondents that need to confirm has dropped by 20%.  The  
percentage of respondents who know their CRO capabilities increased by 10%. 

2017 (n=72) 

Yes,47% 

No, 7% 

Need To 
Confirm, 

35% 

Other, 11% 

2016 (n=111) 

Yes, 55 

No, 9 

Need to 
confirm, 15 

Other (please 
specify), 23 



Validate, 
64% 

Test,12% 

Will Not 
Test,10% 

Other, 14% 

2016 Type Of Testing Of SEND 
Application For All Org Types 

A majority are validating their SEND solution, while a small fraction 
is planning to do no testing.  81 % of respondents will validate or 
test. 

Validate, 
65% 

Test, 16% 

To Be 
Determined  

, 16% 

Will Not 
Test, 2% 

2017 Type Of Testing Of SEND 
Application For All Org Types 
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2016 -Timing For SEND Dataset Creation - Sponsor and CRO 

Sponsor
(n=68)

CRO (n=44)

SEND datasets will be prepared at all the timings that were available choices in 
the survey. 
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Using SEND datasets for a 
Data Warehouse or 
Visualization are the 
leading additional uses of 
the dataset. 

Data warehouse, 
22 

Visualization, 24 
Report 

table/graphics 
creation, 10 

Only when 
specified in the 

protocol , 8 

other, 15 

2017 - Other Uses For SEND Datasets 
(n) 

We're still discussing this 
point 

 

Internal use and 
comparison of data 

Our organization is not using SEND datasets 
for purposes other than to generate and supply 
to clients. 

Meta-analysis of 
preclinical information 

Plan to eventually use for 
warehousing and visualization. 
Not there yet. 
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2017 QA Involvement 
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Other

55% of respondents will audit the SEND process or not audit.  19% will audit 
as a study activity 
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69 Percent of respondents have submitted at least one trial submission to 
FDA 
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Working Toward The Final SEND Readiness Goal Of 100 Percent.  How 
Can PhUSE Help All Of Us With SEND Readiness? 



Thank You To: 
Wendy Dobson – PhUSE 

 All Survey Respondents 
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Only SEND Service Providers are generally ready in all categories.  



LIMS 
Data 

Tables  
28% 

Final 
Report 
Tables 

46% 

Other  
26% 

Final Report Tables Are The Most Commonly Used Source (2:1 to 
LIMS Data Tables.  Other Have Not Decided 

Original Raw 
Data 

Unknown At This 
Time 

Along With Checks Against 
Study Plan, Schedule, And 
Report 

Report Tables And 
LIMS If Needed 

Report 
Tables 


