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Path to Electronic Standardized 

Study data 

Source: FDA CDER Webinar – Ron Fitzmartin (FDA) 
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Value Proposition of Study Data 

Standards 

Source: FDA CDER Webinar – Ron Fitzmartin (FDA) 
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Relationship between documents 
 Food and Drug Administration Safety and Innovation Act (FDASIA) 

 

Technical 
Conformance 

Guidance 

eStudy Data 
Guidance 

Implementation 
Guidance 

⌘ 

⌘ 

⌘: Binding Document  
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The documents 

BINDING DOCUMENTS 
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eSubmissions: How? 

• Final published 
December 2014 

 

• Framework for 
submissions on 
electronic format 

 
• Applicable to INDs, 

NDAs, ANDAs, BLAs 

 

• Exemptions can be 
obtained 
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Study Data Standards: When? 

• Final published December 2014 

 NDAs, ANDAs and certain BLAs  

Must follow details in 
the Data Standards 
Catalogue for all 
studies with earliest 
informed consent 
date 24 months after 
Federal Register 
notice of final 
guidance availability  

Certain INDs 

Must use specified 
formats in studies 
with earliest 
informed consent 
date 36 months after 
Federal Register 
notice of availability 
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Data Standards Technical 

Specifications: How? 

• Version 2.0 published 
December 2014 

 

• Specifications on submitting 
standardized study data 

 

• The document is a mix 
between the CDER 
common data issues and 
new information (e.g. TA 
standards) 

 

• New release always on 15 
March 20xx 
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• FDA Data Standards Catalogue v4.1 
– http://www.fda.gov/ForIndustry/DataStandards/StudyDataStandards/default.htm 

 

What Study Data Standards will be 

Required? (2) 
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Data Standards Technical 

Specifications: Content 

• Sections 1 to 8 provide an 

overview of the following: 
 

– Introduction 

 

– Planning and Providing Standardized Study 

Data 

 

– Exchange Format – Electronic Submissions 

 

– Study Data Submission Format: Clinical and 

Nonclinical 

 

– Therapeutic Area Standards 

 

– Terminology 

 

– Electronic Submission Format 

 

– Data Validation and Traceability 
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FDA Validation Rules (1) 

• Purpose = Communicate FDA requirements 

to the industry and help the industry to 

implement high quality data 

 

• Based on OpenCDISC checks 

 

• Additional rules 

 

• Changes in Severity message 
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FDA Validation Rules (2) 
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Additional rules 

• Checks against MedDRA dictionary 

• Validation rules for FDA specific requests 

– Presence of standard domains 

– Presence of permissible variables 

– Dataset size checks 

– Domain TS specific checks (39) 
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Benefits of JumpStart 
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JumpStart uses SDTM Tabulations 

eCRF 
(Standardized) 

SDTM 
Analysis 
(ADaM 

Preferred) 
Study Report 

Output Report 

• JumpStart uses the following domains: 

– Data Fitness  all datasets submitted for a trial 

– Safety Analysis  DM, DS, EX, AE, LB and VS 

Actually collected May not exactly match 
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Data Fitness Findings Flow 

SDRG/Define File Supplemental Info Controlled Terminology 

Deaths Missing Data CDER Common Issues Duplicates 

Term Matching Standard Units Safety Population Race/Ethnicity 
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Review Questions (1) 

• SDRG 
– Were the SDTM datasets used as sources for the 

analysis datasets? 

– If there are issues with the data, why did the sponsor 
choose not to fix them? 

– What version of MedDRA/WHODRUG did the sponsor 
use? 

– Where is the efficacy data located? 

• Define File 
– How does the information in the annotated CRFs map 

to the datasets? 

– Does the sponsor provide an explanation of the 
codes used? 

 

 

SDRG/Define File 

SDRG/Define File 
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Review Questions (2) 

• Supplemental Information 
– What information is available in the supplemental 

domains? 

– How does the information contained in these 
domains map to the parent domains? 

– What information from the supplemental domains 
could be useful for analysis? 

• Controlled Terminology 
– How does the sponsor’s terminology map to the 

controlled terminology? 

– Which domains do not use controlled terminology? 

– Did a lack of controlled terminology cause ambiguity 
in the data? 

Supplemental 
Information 

Controlled Terminology 
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Review Questions (3) 

• Deaths 

– How many deaths occurred during the study? 

– Where is information about deaths located? 

– Was the death information represented consistently 

across domains? 

• Missing Data 

– What data is missing? 

– How will the missing data impact analyses? 

– Are there other variables that can be used in lieu of 

the missing data? 

Deaths 

Missing Data 



Restricted © Business & Decision Life Sciences 2015 All rights reserved. 

Review Questions (4) 

• CDER Common Issues 
– Does the DM domain include start and end dates, an 

actual arm variable, a death flag, and a date of 
death variable? 

– Are the domains missing the EPOCH variable? 

– Did the sponsor include the trial summary domains? 

– Does the AE domain include a treatment emergent 
flag? 

• Duplicates 
– Do any of the datasets contain potential duplicate 

records? 

– How will these duplicates impact analyses? 

 

CDER Common Issues 

Duplicates 
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Review Questions (5) 

• Term Matching 
– How can you efficiently review coding quality? 

– Was an adverse event mapped to the appropriate 
dictionary term? 

– Was the disposition term reported using the 
appropriate dictionary term? 

– Did the sponsor use the term “Other” appropriately? 

• Standard Units 
– Did the sponsor use standard units? 

– Did the sponsor use the same units for each type of 
test? 

– Did the list of stand units submitted by the sponsor 
match the data? 

 

 

Term Matching 

Standard Units 
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Review Questions (6) 

• Safety Population 
– Are there population inconsistencies between the 

SDTM data and the study report? 

– Are there any subjects who were randomized but not 
treated? 

– Are there any subjects who received a treatment that 
was different from their planned treatment? 

• Race and Ethnicity 
– How does the sponsor indicate race/ethnicity? 

– Where is the detailed information about 
race/ethnicity located? 

– Are there any subjects who are missing race or 
ethnicity data? 

 

 

Safety Population 

Race and Ethnicity 
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Review of the Complementary 

Capabilities of each AE Analysis 

Identify possible safety signals by looking at risk differences and relative risks at 
the PT and SOC levels 

Drill down from the SOC level to see what PTs are driving each SOC and 
check to see if baseline characteristics have an effect on risk estimators 

Easily follow a potential signal across multiple levels of the hierarchy in 
this combined view. Identify any DMEs that occurred in the study 

Drill down to the specific patients for which a signal exists and determine 
if an AE coincides with any other events/exposures 

Determine if similar AEs have been split across SOCs to identify specific medical 
conditions or areas of interest 

Adverse 

Event 

Flow 

MAED 

Jreview AE Risk 
Assessment 

MedDRA at a 
Glance 

Jreview Graphical 
Patient Profile 

SMQs 
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Thank you 
 

London, UK, 19 MAY 2015 
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