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The Cast

• Mary Doi, M.D. – Deputy Director, OCS

• Vaishali Popat, M.D. M.P.H – Associate Director for 
Biomedical Informatics, OND

• Elaine Thompson, Ph.D – Senior Staff Fellow, OCS

• Steve Wilson Dr.P.H, CAPT USPHS – Director, DBIII, 
OB

• Jade Chen, Ph.D. – Senior Statistical Reviewer, DBV, 
OB

www.fda.gov



A Few Updates on FDA’s Review 
of PhUSE Deliverables
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FDA Evaluation Process – The Graphical Representation
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UPDATES FROM CDER - SDRG

• SDRG = Study Data 

Reviewer’s Guide

• The Champion: 

Helena Sviglin

• FR Notice published

• FDA Review Finished

• FDA Report Finalized

• Technical Conformance

Guide Updated – Nov. 2016

https://www.federalregister.gov/articles/2015/07/23/2015-18027/intent-to-review-a-study-data-reviewers-guide-template
https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM384744.pdf
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• NSDRG = Nonclinical 

Study Data Reviewer’s 

Guide

• The Champion: Patty 
Brundage

• FR Notice Published

• FDA Review Finished

• FDA Report Finalized 
December 2016

• Technical Conformance 
Guide Update – March 
2017

www.fda.gov

Updates From CDER - NSDRG

https://www.federalregister.gov/articles/2016/03/04/2016-04791/intent-to-review-a-nonclinical-study-data-reviewers-guide-template


7

Updates From CDER - SDSP

• SDSP = Study Data 

Standardization Plan

• The Champion: Nhi 

Beasley

• FR Notice Published

• FDA Review Ongoing

www.fda.gov

https://www.federalregister.gov/documents/2016/11/08/2016-26913/intent-to-review-a-study-data-standardization-plan-template-notice-of-availability-establishment-of
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• ADRG = Analysis Data 

Reviewer’s Guide

• The Chamion: Weiya 

Zhang

• FR Notice – expected 

soon

• FDA Review Ongoing

www.fda.gov

Updates From CDER - ADRG
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Other PhUSE Deliverables

• Inspection Site Selection Standard Data 
Elements: Gap Analysis of FDA Requirements 
and Existing CDISC Standards

• Analysis and Displays Associated with Adverse 
Events: Focus on Adverse Events in Phase 2-4 
Clinical Trials and Integrated Summary 
Documents

www.fda.gov



A Few Updates on Data 
Validation
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eCTD Technical Validation of Study Data
High Level Rule #1 High Level Rule #2

Rule # 1734 : A Trial Summary (TS) dataset 
must be present for each study in module 
4, sections 4.2.3.1, 4.2.3.2, 4.2.3.4 and in 
module 5, sections 5.3.1.1, 5.3.1.2, 5.3.3.1, 
5.3.3.2, 5.3.3.3, 5.3.3.4, 5.3.4, 5.3.5.1, 
5.3.5.2 

Rule #1736: DM dataset and define.xml 
must be submitted in module 4, sections 
4.2.3.1, 4.2.3.2, 4.2.3.4. DM dataset, ADSL 
dataset, define.xml must be submitted in 
module 5, sections 5.3.1.1, 5.3.1.2, 5.3.3.1, 
5.3.3.2, 5.3.3.3, 5.3.3.4, 5.3.4, 5.3.5.1, 
5.3.5.2 

https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmission
Requirements/ElectronicSubmissions/UCM523539.pdf

https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM523539.pdf
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Data Validation Findings
• January 2017 – March 1, 2017

*Spoiler: you’ll hear more in Elaine’s presentation

45%

55%

Potential Rejections/Acceptances (11 NDA Applications)

Potentially Rejected Applications Potentially Accepted Applications
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21%

9%

6.50%

46%

46%

4%

Missing ADSL dataset, Missing define.xml file

Missing define.xml file, Missing DM dataset

Missing TS dataset

Failures by Rules
108 Studies

Application Failures Study Failures



A Few Updates on New Data 
Standards Resources 
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Newly Published Conformance and 
Business Rules

https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
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Data Standards in the Drug Lifecycle 
Infographic 

http://www.accessdata.fda.gov/scripts/cder/data-standards/
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VIDEO: Data Standards: Streamlining FDA 
Reviews and Advancing Public Health

https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/default.htm
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eCTD Submission Requirements: What 
You Need to Know

https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM511230.pdf
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New Requirements for Electronic 
Submissions of DMFs

https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM511231.pdf
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Data Standard Resources
• Newly Published Conformance and Business 

Rules
• Data Standards in the Drug Lifecycle Infographic 
• VIDEO: Data Standards: Streamlining FDA Reviews 

and Advancing Public Health
– YouTube link

• eCTD Submission Requirements: What You Need 
to Know

• New Requirements for Electronic Submissions of 
DMFs

www.fda.gov

https://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm
http://www.accessdata.fda.gov/scripts/cder/data-standards/
https://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/default.htm
https://www.youtube.com/watch?v=7-tJfjgCRvY
https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM511230.pdf
https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM511231.pdf
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