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Familiarize yourself with the Regulatory Requirements

FDA Documents
ØFDA Data Standards Catalog
ØFDA Study Data Technical Conformance Guide
ØFDA Business Rules and FDA Validator Rules
ØFDA Technical Rejection Criteria
ØeCTD Guidance

PMDA Documents
ØBasic Principles on Electronic Submission of Study Data for New Drug 

Applications
ØNotification on Practical Operations of Electronic Study Data Submissions
ØData Standards Catalog
ØTechnical Conformance Guide on Electronic Study Data Submisisons (rev Jan 

2019)

http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xlsx
https://www.fda.gov/media/131872/download
https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM546467.xlsx
https://www.fda.gov/media/103587/download
https://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM523539.pdf
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/providing-regulatory-submissions-electronic-format-certain-human-pharmaceutical-product-applications
http://www.pmda.go.jp/files/000229464.pdf
http://www.pmda.go.jp/files/000229465.pdf
http://www.pmda.go.jp/english/review-services/reviews/0002.html
http://www.pmda.go.jp/files/000229468.pdf
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FDA Data Standards Catalog
v Contains specifications for the data standards and versions that the FDA 

supports

http://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM340684.xlsx


FDA Study Data Technical 
Conformance Guide 

Contains technical specifications 
for submission of electronic study 
data. 

Examples of the technical 
specifications in this document 
are: 

vDataset / File sizes 
veCTD directory structure 
vUse of Controlled Terminology
vReviewer’s Guides 
vValidation of CDISC data 
vSubmission of software programs
vData Standards for integrated  

analyses 

The Misery of the Miscellaneous Folder in 
Module 5
Regulatory Requirements

5

Image for placement reference. Please visit the Janssen Identity Library (JIL) 
at https://jnj.sharepoint.com/sites/PHM-GCSP/JIL to access additional 
approved imagery. Delete text box before use.

https://www.fda.gov/media/131872/download
https://jnj.sharepoint.com/sites/PHM-GCSP/JIL


FDA Business Rules

These business 
requirements help ensure 
that study data is 
compliant, useful and 
supports meaningful 
review and analysis.
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Image for placement reference. Please visit the Janssen Identity Library (JIL) 
at https://jnj.sharepoint.com/sites/PHM-GCSP/JIL to access additional 
approved imagery. Delete text box before use.

https://www.fda.gov/downloads/ForIndustry/DataStandards/StudyDataStandards/UCM546467.xlsx
https://jnj.sharepoint.com/sites/PHM-GCSP/JIL


FDA Validator Rules

Provide detail regarding FDA’s assessment of study data for purposes 
of review and analysis.
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Image for placement reference. Please visit the Janssen Identity Library (JIL) 
at https://jnj.sharepoint.com/sites/PHM-GCSP/JIL to access additional 
approved imagery. Delete text box before use.

https://www.fda.gov/media/103587/download
https://jnj.sharepoint.com/sites/PHM-GCSP/JIL
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The Common Technical Document (eCTD)

v An internationally agreed format for the preparation of applications 
regarding new drugs intended for submission to regional regulatory 
authorities in participating countries. 

v Created by International Conference on Harmonisation (ICH)

v Specifies:
vWhat documents should be included in regulatory filings (e.g. Protocols, Clinical 

Study Reports, Risk Management Plans, etc.)
vSpecifications on the content and format of many documents 
vAssociated document type-definitions (DTDs) and stylesheets
vThe folder structure for storing files and the naming conventions for folders and 

files
vTechnical specifications for an XML backbone file providing metadata about 

content files

https://www.fda.gov/regulatory-information/search-fda-guidance-documents/providing-regulatory-submissions-electronic-format-certain-human-pharmaceutical-product-applications
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Image for placement reference. Please visit the Janssen Identity Library (JIL) 
at https://jnj.sharepoint.com/sites/PHM-GCSP/JIL to access additional 
approved imagery. Delete text box before use.

https://jnj.sharepoint.com/sites/PHM-GCSP/JIL


vStudy datasets and their 
supportive files should be 
organized into a specific file 
directory structure 

veCTD Module 5 Folder 
Structure for Study Data 

vAllows automated systems to 
detect and prepare datasets 
for review

vMinimizes the need for 
manual processing by the 
reviewer
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vFDA Study Data Technical Conformance Guide (SDTCG)

vMiscellaneous datasets are those that do not qualify as analysis, 
profile, or tabulation datasets

vPlace in misc folder (formally the listings folder) 

vAny data not captured in SDTM but used in the creation of ADaM
datasets or Tables/Listings/Graphs (TLGs) within the submission
vLook-up tables, such as a list of prohibited concomitant medications
vAEs of special interest
vCTC Toxicity grades 
vDeviations collected somewhere other than on the CRF

vTraceability
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v../m5/datasets/CNTO####/misc

vfiles for the CTC Toxicity Grade (ctcgrd), several files for AEs of 
special interest, a file of new MedDRA terms and the Short Form 36 
Health Survey (SF-36) question score information

vtoxicity grade spreadsheet is used in deriving the toxicity grades for 
laboratory data in the analysis datasets

vfiles for the AEs of Special Interest were used in the creation of 
several of the AE related tables and listings
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v../m5/datasets/CNTO####/misc

vfiles for the CTC Toxicity Grade (ctcgrd)

vfiles for the Cardiovascular Adjudication 
vcec.xpt file contains data transferred from the adjudication committee
vcvadjtrk.xpt is the tracking file containing records from the locked database
vcvadj-tracking.xls is the tracking file used by clinical and contains the dossier 

number for each case to be adjudicated
vused in the creation of the analysis dataset for Cardiac Adjudication. 
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v../m5/datasets/SCE####/misc

vcombining the efficacy data from several studies

vfiles containing the adjusted and unadjusted p-values for the specific 
multiplicity adjusted testing procedure 

vused in the creation of tables in the submission 
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vReview and understand the relevant regulatory requirements 

vDiscuss and plan well in advance the strategy that you will use for items such 
as the handling of non-CRF data within the submission

vIncluded all data sources in the CRT package
vnon-CRF data, such as Excel spreadsheets that are used as look-up tables
vDecide as early as possible whether you will convert these data sources to SDTM, 

provide them in ADaM datasets, or deliver them in the misc folder of Module 5

vWork closely with your companies Regulatory Affairs and/or Regulatory 
Operations department throughout the submission planning and preparation 
process

vDuring the Pre-NDA/Pre-BLA meetings and communications seek agreement 
with the regulatory agencies to confirm the specific requirements and 
preferences for a submission

vEnsure that your documentation is clear and consistent across the submission
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vFDA CDER eData Team
v Send questions to cder-edata@fda.hhs.gov

vPHUSE SDTM ADaM Implementation FAQ Work Group
v Home page 

https://www.phusewiki.org/wiki/index.php?title=SDTM_ADaM_Implementation_F
AQ

http://fda.hhs.gov
https://www.phusewiki.org/wiki/index.php%3Ftitle=SDTM_ADaM_Implementation_FAQ
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vPreparing regulatory submissions packages in the pharmaceutical 
industry can be very challenging 
vlarge amount of work 
vresearch and understand regulatory and CDISC submission requirements
vlarge amount of documentation that goes into a submission

vUnderstanding the data, the analysis that is required and the 
documents needed to support the analysis early in the study will 
assist you in determining how and where you will place this 
documentation in the Module 5 folders and whether you will need to 
utilize the misc folder. 
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