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Blinded Data Analytics (BDA):  Overview

BDA vs Risk-based Monitoring
• The review of accumulating 

blinded data in ongoing trials:
• Primary and key secondary 

endpoints 
• Identifying outlier performance 

at the site or rater level
• Support study management 

decision making

BDA:  Service vs. Sponsor
• Most eCOA vendors offer some 

form of blinded oversight
• Rater performance, KPI/KRI 

(“Flags”), endpoint trajectory





Blinded Data Analytics (BDA):  Overview

BDA vs Risk-based Monitoring
• Here, BDA refers to the review 

of accumulating blinded data 
in ongoing trials:
• Primary and key secondary 

endpoints 
• Identifying outlier performance 

at the site or rater level
• Support study management 

decision making

BDA:  Service vs. Sponsor
• Most eCOA vendors offer some 

form of blinded oversight
• Rater performance, KPI/KRI 

(“Flags”), endpoint trajectory

• The sponsor remains the 
decision-maker
• Integrate data from multiple 

sources
• Balance risk/benefit of action



BDA:  Factors Influencing Sponsor Action

Blinded Data is Incomplete
• Looking for outliers in blinded 

data → site or study outcomes
• Significant outliers may invalidate 

statistical assumptions
• Established risk factors such as 

erratic raters, low baseline acuity

• Once you’ve taken the BDA out of 
the box you can’t put it back
• Inaction becomes an action
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• Inaction becomes an action

Decisions Not Made in a Vacuum 
• Pressure to meet study timelines

• Stopping sites → reduced enrollment
• Go slower (GASP!) or reallocate

• Operational limitations
• Disqualifying raters 
• Managing site relationships

• Limited opportunities to intervene
• GET IT RIGHT, but without all the data



BDA:  Pragmatic Examples

A Phase 3 Acute Schizophrenia Program
• How we monitored blinded endpoint data in real time
• Examples of decisions made

• Were we right or not (answer:  sometimes)?

Trial Details
• Acute 5-week inpatient study in adults with schizophrenia

• Minimum PANSS score of 80

• Highly statistically significant and clinically meaningful effect of 
drug vs placebo



BDA:  Pragmatic Example (Three Sites)

Study Average Site A Site B Site C
Screened 407 9 17 23
SCF Rate 38% 33% 41% 30%
ET Rate 23% 0% 20% 19%
Age (Years) 46 40 48 42
PANSS Total 98 106 100 98
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Site A:  Flagged by eCOA Vendor



Site A:  Baseline eCOA Performance



Site A:  Additional Context

Study screening opened January 15th 
• On that day, five subjects were screened by Site A



Site A:  Additional Context

Study screening opened January 15th 
• On that day, five subjects were screened by Site A

Abnormalities in eCOA recordings
• Stopping and restarting interview at key moments

Previously worked with the site…
• But insisted on a PI change coming from Phase 2 

to Phase 3

?



Site A:  Treatment Progression



Site A:  Visit 7 PANSS Duration



Site A:  Decision

Decision:  Site was closed to further enrollment

Factors impacting decision
• Site enrollment vs study enrollment
• Previous experience with the site
• Multiple indicators of potential poor quality

Alternative options considered
• Disqualify the rater
• Pace enrollment and continue to monitor



Study-wide 
CFB at Endpoint
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Site B Site C



Site B/C:  Context

Site B & C were generally good performers
• eCOA BDA flags were, if present, not overly concerning
• Rater performance was adequate to good
• Baseline data was consistent with study average

Both sites show mean change larger than study average
• Risk is potential placebo response
• Site B is new to the program, whereas Site C participated in Phase 2



Site B/C Decisions

Site B closed to enrollment
• New site showing a pattern of 

response that may be indicative 
of placebo response

• Intervention would introduce 
bias toward non-response

• Study-wide enrollment was 
ahead of projections

Site C continued enrollment
• Phase 2 showed a similar 

pattern of response, but good 
drug/placebo separation

• No other risk indicators at this 
site



So… Genius (Brain) or Idiot (Pinky)?



Site A:  Outcome



Site B Site C



In Summary

Making decisions based on BDA is HARD
• Once you begin reviewing blinded data, inaction is an action…

• Decisions to pause or end enrollment often conflict with pressure 
to complete studies on time
• Replacement sites may not be better performers

• Decisions based on BDA are BEST GUESSES
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