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Julie Ann Hood is a Principal CDISC Consultant at Pinnacle 21 
by Certara, where she contributes to thought leadership, product 
training, data quality initiatives, and regulatory submission 
review. She also serves as an FDA subcontractor, providing Data 
Fitness Analyst support to CBER and CDER.

Her professional journey began with preclinical drug 
development research at the Research Institute on Addictions. 
After completing the Behavioral Neuroscience program at the 
University at Buffalo, she earned a master’s degree in 
psychology. Throughout her career, she has developed broad, 
practical experience across the submission lifecycle, spanning 
preclinical research, clinical data management, and clinical and 
nonclinical data standards. She is actively involved in standards 
development initiatives and regularly speaks at industry 
conferences.



Disclaimer and Disclosures

• The views and opinions expressed in this presentation are 

those of the author and do not necessarily reflect the official 

policy or position of CDISC, Certara, or FDA.
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The Parts of a Magic Trick

The Pledge The Turn The Prestige



The Pledge



The Pledge



What Standardization and Conformance Give Us



A Realistic Validation Report



Views Matter



Background



The Question We Started With



Initial Review Presentation Review*

Timing Beginning October 2025 April 2026 – September 2026

Scope ~100 CRLs 32 CRLs

Application Approved & Nonapproved Nonapproved

Selection Exploratory set Filenames containing 2026

Question Could deficiencies inform 
validation rule development?

What categories of reasons for non-
approval are present?

Output N/A Categorization of issues

What the CRL Review Became

*The 32-CRL set was a pragmatic focused subset, not a statistically designed sample

Two phases. Two different questions.



The Breadth of Categories



The Distance to a Rule



The Turn



CRL Example #1: Clinical Efficacy & Safety

BLA 125745, Jan 9, 2026  (ref. 1)



CRL Example #1: Clinical Efficacy & Safety

BLA 125745, Jan 9, 2026  (ref. 1)



CRL Example #1: Clinical Efficacy & Safety

BLA 125745, Jan 9, 2026  (ref. 1)



Different Views



CRL Example #2: Clinical Pharmacology/Bridging

BLA 761401, Apr 10, 2026  (ref. 1)

BLA 761403, Feb 26, 2026  (ref. 1)



CRL Example #2: Clinical Pharmacology/Bridging

NDA 217644, Jun 4, 2026  (ref. 1)

NDA 220138, Jun 15, 2026  (ref. 1)



CRL Example #3: Study Design, Conduct & Analysis Integrity

NDA 219398, Jan 28, 2026  (ref. 1)



CRL Example #3: Study Design, Conduct & Analysis Integrity

NDA 219398, Jan 28, 2026  (ref. 1)



“Closing” the Loop



Pieces



Change the Unit of the Question



Follow the Evidence



CDISC 360i: A Foundation for the Connections



What Connections Let Us Test

1



Better Questions, Not More Flags



The Prestige



Coherence vs. Defensibility



Where Judgment Begins



Five Questions for the Evidence Chain



Revisiting the Magic Trick

The Pledge The Turn The Prestige



Don’t Stop Validating. Start Asking More.



• Michael Beers, Director Consultative Services

Special Thanks
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