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Disclaimer

• Thanks PhilaSUG for the opportunity
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Disclaimer

• Thanks PhilaSUG for the opportunity
• Any views or opinions in this 

presentation are solely those of the 
author.
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Agenda

• Introduction
• Areas where errors could be 

introduced
• Enhanced double-programming for 

double saving
• Thoughts and discussions
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Introduction

• Topline results require top priority
So important as to be named at or 

near the top of a newspaper 
item…(dictionary.com)
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Introduction

• Topline results require top priority
So important as to be named at or 

near the top of a newspaper item

PhilaSUG 4/19/2017 6



AccuClin Global Services
~Committed To Quantitative Excellence~

Introduction

• Topline results require top priority
Timepressure
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Areas where … could be made

• To explain a few…
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Areas where … could be made

• Baseline derivations: whether to 
include unscheduled visits (certain 
labs), worst case or best case 
scenario
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Areas where … could be made

• Baseline derivations: whether to 
include unscheduled visits (certain 
labs), worst case or best case 
scenario 

Last.USUBJID or
First.USUBJID?
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Areas where … could be made

• Numbers for NA etc. were used 
incorrectly, e.g. when 99 was 
entered in EDC for not done in the 
following pain score…
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Areas where … could be made

• Numbers for NA etc. were used 
incorrectly, e.g. when 99 was 
entered in EDC for not done in the 
following pain score…
Why am I getting mean score >10?
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Areas where … could be made

• Certain questionnaire answers need 
standardization 
Q1: 10 is the best result
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Areas where … could be made

• Certain questionnaire answers need 
standardization 
Q1: 10 is the best result

Q2: 0 is the best result
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Enhanced double-programming for 
double saving

• CDISC requirements HAVEN’T
created these error-prone areas! 
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Enhanced double-programming for 
double saving

• CDISC requirements HAVEN’T
created these error-prone areas! 

• CDISC requirements DO increase the 
complexity of validations!
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Enhanced double-programming for 
double saving

• To validate through the RAW-data 
approach 
Independency

Not mingled with the CDISC 
routines

Directly deriving the primary 
endpoints from the raw data sets 
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Enhanced double-programming for 
double saving

• To validate through the RAW-data 
approach 
Independency
Saving time

No intermediate datasets to 
depend on

Avoiding QC of many variables  
unrelated to the topline results
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Enhanced double-programming for 
double saving

• Raw data approach is not reinventing 
the wheel 
In parallel to CDISC programming
Avoiding many variables required in 

CDISC but unrelated to the topline 
results
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Enhanced double-programming for 
double saving

• Raw data approach is not reinventing 
the wheel 
In parallel to CDISC programming
Avoiding many variables required in  
CDISC but unrelated to the topline 
results
Utilizing the data construct concept, 

etc.
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Enhanced double-programming for 
double saving

• Reconciliations between the QC and 
Production
Results match?
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Enhanced double-programming for 
double saving

• Reconciliations between the QC and 
Production
Results match? If not, then
Endpoint values match at each 

timepoint/visit?
Generally, validation data sets 

should adopt the BDS-like 
structure to facilitate 
comparisons
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Enhanced double-programming for 
double saving

• Reconciliations between the QC and 
Production
Results match? If not, then
Endpoint values match at each 

timepoint/visit?
Allowing flexibility for study 

specific construct for data sets 
in order to increase the clarity and 
effectiveness of comparisons
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Discussions

• How soon to get started on CDISC? 
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Discussions

• How soon to get started on CDISC? 
• What’s the challenge for starting 

CDISC ASAP?
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Discussions

• How soon to get started on 
validations for topline analysis? 
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Discussions

• How soon to get started on 
validations for topline analysis?

• What’s the challenge to start 
validations ASAP? 
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Appreciation

T h a n k s C D I S C
organization and all
who vo lunteered
their valuable time
and efforts on the
ongoing standards
p r o j e c t s !
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Q & A
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Q & A

Further discussions:
haibin@accuclinglobal.com
610.457.8118

PhilaSUG 4/19/2017 30

mailto:haibin@accuclinglobal.com

	How to Ensure Your �Topline Results �Are Correct?
	Disclaimer
	Disclaimer
	Agenda
	Introduction
	Introduction
	Introduction
	Areas where … could be made
	Areas where … could be made
	Areas where … could be made
	Areas where … could be made
	Areas where … could be made
	Areas where … could be made
	Areas where … could be made
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Enhanced double-programming for double saving
	Discussions
	Discussions
	Discussions
	Discussions
	Appreciation
	Q & A
	Q & A

