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INTRODUCTION

• Designed by Programmers for Programmers

• Used to review the quality of submissions
- Find issues that affect FDA/PMDA review
- Fix quality issues at data cuts while studies are ongoing
- Avoid costly delays in regulatory review

• Advocate for your data
- Data Reviewer’s Guide (SDRG and ADRG)
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P21 – DATASET SUMMARY
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P21 – ISSUE SUMMARY
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THE FLAWS OF PINNACLE 21

Does the report need to be completely issue-free?
Are we ready for regulatory submission, after we created an issue-free report?
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P21 OUTPUT

Does the report need to be completely issue-free?

True Positive False Positive

True NegativeFalse Negative

Reported issues 
that need a fix 

before submission

Reported issues that 
are no real issues;

Report in xDRG
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FALSE POSITIVES
• P21 Warnings are no real checks, but messages you need to review

• Reported warnings/issues can be False Positives

The report needs to be error-free, but not warning/issue free. 

• Example: inconsistencies between guidelines for ARM/ACTARM
• SDTM IG 

- recommended terms “Screen Failure”, “Not Assigned” and “Not Treated” 
• FDA Study Data Technical Conformance Guide 

- Missing value in ARM variable for all Screen Failure subjects
- Missing value in ACTARM variable for all non-treated subjects
- False Positive result in P21

• PMDA requirements (<-> FDA)
- Missing value in ARM or ACTARM variables is a violation 

Report remaining 
findings in xDRG
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Does the report need to be completely issue-free?
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P21 UNREPORTED ISSUES

Are we ready for submission, after we created an issue-free report?

True Positive False Positive

True NegativeFalse NegativeIssue present, but 
NOT reported!

No issue present, 
and not reported 
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FALSE NEGATIVE

• Due to missing validation messages:
• False Negatives, that shouldn’t be ignored, often go unnoticed. 

• Minimize False Negative results 
• Non-reported violations of Rejection Regulatory rules will delay 

submission review
• Low quality data may compromise results

• Reasons:
• Incorrect algorithms for existing checks 
• No check available in current P21 version
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• Complex Algorithms are not checked by P21
• Algorithms are set-up based on the information presented in 

protocol/SAP
• In metadata, they are explained in user-friendly language for reviewers

• Example of an issue that will not be detected

Review by Biostatistician

FALSE NEGATIVE: EXAMPLE 1
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• Labels of variables:
• Should be consistent no matter the data structure (BDS or OCCDS)
• Inconsistent labels not detected by P21

• Example: Concomitant vs Prior Medications

Double QC by another 
team member

FALSE NEGATIVE: EXAMPLE 2A
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FALSE NEGATIVE: EXAMPLE 2B

• Check that SDTM variables copied in ADAM remain the same with all attributes.

Double QC by another team member/
Use macros to automate checks
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FALSE NEGATIVE: EXAMPLE 3

• Code lists that don’t make sense will not always be detected by P21
• For example, code lists that are not part of CT need to be checked 

manually
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Are we ready for submission, after we created an issue-free 
report?
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SOLUTION: CHECKLIST (USE MANUAL CHECKS AND MACROS)



Issues and challenges

Solution

Results and Benefits

• False Positive warnings

• Unreported Issues (False Negative results)

• Use xDRG to report False Positives

• Final checklist of items that cannot be validated by P21; 
manual check + use of macros

• Be time efficient

• Avoid costly delays in Regulatory Review

CONCLUSION: P21 IS NOT FLAWLESS
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Q&A
THANK YOU FOR YOUR ATTENTION
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