Date Version Summary of Changes
5/8/2015 1.0|Initial Version
Update to PDF Specifications, M1 v2.3 Specifications for eCTD
9/21/2016 2.0|Validation Criteria
9/29/2016 2.1|Update to eCTD Technical Conformance Guide
11/7/2016 2.2|Update to the M1 Specifications for eCTD Validation Criteria
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http://www.accessdata.fda.gov/static/eCTD/valid-values.xml
http://www.accessdata.fda.gov/static/eCTD/valid-values.xml
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315024.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315024.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315024.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315023.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315023.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM315023.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM166254.zip
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM166255.zip
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163552.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163552.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM163552.pdf
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http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM403757.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM441707.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM314501.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366165.pdf
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.fda.gov/downloads/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/UCM366166.xls
http://www.accessdata.fda.gov/static/eCTD/us-regional-v3-3.zip
http://www.accessdata.fda.gov/static/eCTD/us-regional.zip
http://www.accessdata.fda.gov/static/eCTD/applicant-contact-type.xml
http://www.accessdata.fda.gov/static/eCTD/applicant-contact-type.xml
http://www.accessdata.fda.gov/static/eCTD/applicant-contact-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/telephone-number-type.xml
http://www.accessdata.fda.gov/static/eCTD/application-type.xml
http://www.accessdata.fda.gov/static/eCTD/application-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-sub-type.xml
http://www.accessdata.fda.gov/static/eCTD/submission-sub-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/supplement-effective-date-type.xml
http://www.accessdata.fda.gov/static/eCTD/form-type.xml
http://www.accessdata.fda.gov/static/eCTD/form-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-audience-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-audience-type.xml
http://www.accessdata.fda.gov/static/eCTD/promotional-material-audience-type.xml
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http://www.accessdata.fda.gov/static/eCTD/promotional-material-type.xml
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