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Accessible AT

FDA Adverse Event Reporting System (FAERS) Electronic
Submissions —Web page

https://www.fda.gov/drugs/questions-and-answers-fdas-adverse-
event-reporting-system-faers/fda-adverse-event-reporting-system-
faers-electronic-submissions

FDA Regional Implementation Guide for E2B(R3)
Electronic Transmission of Individual Case Safety Reports
for Drug and Biological Products (Aug 2022)

https://www.fda.gov/requlatory-information/search-fda-quidance-
documents/fda-regional-implementation-quide-e2br3-electronic-

transmission-individual-case-safety-reports-drug

FDA E2B(R3) Core and Regional Data Elements and Business
Rules v1.5 (Oct 2023)

https://www.fda.gov/media/157982/download

FDA E2B(R3) Forward Compatible Rules (Apr 2022)

https://www.fda.gov/media/157993/download

FDA ICSR XML Instances (Sep 2023)

https://www.fda.gov/media/157983/download

Electronic Submission of IND Safety Reports —Technical
Conformance Guide (Apr 2022)

https://www.fda.gov/requlatory-information/search-fda-quidance-
documents/electronic-submission-ind-safety-reports-technical-

conformance-qguide

Electronic Submission of Expedited Safety Reports From
IND-Exempt BA/BE Studies - Draft Guidance for
Industry (Aug 2022)

https:.//www.fda.gov/requlatory-information/search-fda-quidance-
documents/electronic-submission-expedited-safety-reports-ind-exempt-
babe-studies-quidance-industry
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