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Data Standardization & Traceability 



The Agenda 
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● What is TCG? 
● Why do we need? 
● How to apply the core components? 
● What is new in v3.3? 
● Conclusion  
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Therapeutic Areas 



What is TCG? 
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● Study Data Technical Conformance Guide published by FDA 
 

● Provides technical specifications, recommendations  
     and general considerations on standardized data in 
     IND, NDA, ANDA and BLA 
 
● Promotes interactions between sponsors and FDA 
 

 
 



Why do we need? 
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● To ensure that submitted data are both compliant and useful 
 

● From December 17th, 2016 - CDISC compliant data is mandatory 
 
● The FDA may refuse to file (RTF) for NDAs and BLAs, or refuse to receive (RTR) for ANDAs 

 
● In 2015, FDA refused to receive 14 % of submissions. 

 
● Around 71 submissions are refused due to Technical reasons 

 
 



Core components of TCG 
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Study Data Standardization Plan 
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Planned studies 

Study type  

Study design 

Data standards, Formats, Terminologies & their versions 



SDTM Outlook 
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SDTM Outlook - Exchange Formats 
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[1] For NDAs, ANDAs, and certain BLAs. 
[2] For certain INDs. 



SDTM Outlook - Submission Format 
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 ARM Variables 
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 Trial Design Model 
 
 SUPPQUAL 
 
 Custom Domains 
 
 



SDTM Outlook - .xpt Format 

11 Proprietary & Confidential. © 2017 Chiltern 

 
 
 

Dataset • Size: Should be < 5 GB (if >5 then split by - -CAT and - -SCAT) 
• Length: Name – 8, Label - 40 

Variable • Length: Name – 8, Label - 40 
• Set to maximum length of the variable used across all datasets 

Value • - -TESTCD/ETCD: 8 
• ARMCD/ACTARMCD: 20 

Avoid • Name: Punctuation,  Dashes, Spaces, Non-alphanumeric 
• Label: Unbalanced apostrophe, parenthesis, “<“ , “>” 

Use ASCII text codes only! 



SDTM Outlook - SDRG  
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Introduction 

Protocol Description 

Subject Data Description 

Data Conformance Summary 



ADaM Outlook 
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• ADaM datasets should be used  
• To create and to support the results in CSR 
• Integrated Summaries of Safety (ISS) and Integrated Summaries of Efficacy (ISE) 
• Analysis required for a thorough regulatory review  
 

• ADaM datasets can contain imputed data or data derived from SDTM datasets 
 

• Intention is to perform minimal programing while reporting 
 

• Attributes to be kept unchanged for SDTM variables in ADaM 
 

 
 
 



ADaM Outlook 
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 Core Variables 
 
 Timing Variables 
 
 Endpoints 
 
 Imputed Data 
 
 Software Programs 
 
 



ADaM Outlook - ADRG  
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Introduction  

Protocol Description  

Considerations related to Multiple Analysis 

Data Creation and Processing Issues 

Dataset Descriptions 

Data Conformance Summary 

Submission of Programs 



Electronic Submission Package 
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aCRF 

SDTM Datasets 

Miscellaneous Datasets 

Subject Profiles 

ADaM Datasets 

Define.xml + SDRG 

Define.xml + ADRG 

Overall Reviewer’s Guide 



What's new in v3.3? 
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 Naming convention:  
• For the reviewer’s guide the file names are modified as cSDRG.pdf, nSDRG.pdf and adrg.pdf 
 

 Clarification on DS: 
• When there is more than one disposition event, the EPOCH or DSSCAT variable should be used to 

aid in distinguishing between them 
 

 Use case of VISITDY: 
 For MA, MI, OM, to Indicate groupings of grace day data collections using the VISITDY variable in 

the DS domain 
 For in-life findings, to indicate grouping of measurements across grace days when measurements 

are grouped in the Study Report 
 

 New supported TAs added:   
• Diabetic Kidney Disease, Ebola, Kidney Transplant, Malaria and Rheumatoid Arthritis  
 
 
 
 
 
 



Recap & Conclusion 
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 FDA will validate submissions upon receipt and will assess conformance to required study 
data standards 
 

 Benefits from Good submission package: Less agency questions and Accelerate approval 
 

 Technical Conformance Guide is a key document to help you get it right 
 

 Some of documents or rules are only recommended in current version, but it may be 
changed in the future version 
 

 "In your data submissions, you should follow the most recent Technical 
Conformance Guide." 
 
 



Glossary 
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 ANDA:  Abbreviated New Drug Application 
 ASCII: American Standard Code for Information Interchange 
 BLA:  Biologics License Application 
 CBER: Center for Biologics Evaluation and Research 
 CDER:    Center for Drug Evaluation and Research 
 eCTD: Electronic Common Technical Document 
 IHTSDO:  International Health Terminology Standards Development Organization 
 IND:  Investigational New Drug 
 LOINC: Logical Observation Identifiers Names and Codes 
 MSSO: Maintenance and Support Services Organization 
 NCI:  National Cancer Institute 
 NDA:   New Drug Application 
 NDF-RT:    National Drug File – Reference Terminology 
 SNOMED: Systematized Nomenclature of Medicine 
 UNII:   FDA Unique Ingrédient Identifier 
 VHA:  Veterans Health Administration 
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Questions & Discussion 



21 Proprietary & Confidential. © 2017 Chiltern 



Contact 

Loganathan Ramasamy 
Principal Programmer Analyst,  
Data Technology & Programming 
Loganathan.Ramasamy@chiltern.com 
Direct: +91 80 4064 0400 
Mobile: +91 80500 75285 
Bangalore, Karnataka 
India 
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Sujith KG 
Senior Statistical Programmer,  
Statistical Programming 
Sujith.KG@Chiltern.com 
Direct: +91 80 4064 0400 
Mobile: +91 9961715277 
Bangalore, Karnataka 
India 
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