IND Forms and Instructions

Information for Sponsor-Investigators Submitting Investigational New Drug Applications
(INDs), including:

e Mailing addresses
« Instructions for forms
o FDA's receipt of the IND

Forms:

e Form FDA 1571 (PDE - 221KB): Investigational New Drug Application (IND)
o Form FDA 1571 Instructions
e Form FDA 1572 (PDF - 208KB): Statement of Investigator
o Form FDA 1572 Instructions
e Form FDA 3674 (PDF - 411KB): Certification of Compliance
o Form FDA 3674 Instructions
e Form FDA 3454 (PDF - 47KB): Certification: Financial Interests and Arrangements of
Clinical Investigators
o Form FDA 3455 (PDF - 56KB): Disclosure: Financial Interest and Arrangements of
Clinical Investigators
e Form FDA 3500 (PDF - 1MB): MedWatch Medical Product Reporting Program -
Voluntary
e Form FDA 3500A (PDF - 1MB): Medwatch Medical Products Reporting Program -
Mandatory

For electronic form submissions, see Electronic Requlatory Submissions.



http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm071098.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm071098.htm
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083533.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ssLINK/ucm071098.htm#form1571
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM074728.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ssLINK/ucm071098.htm#form1572
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM048364.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ssLINK/ucm071098.htm#form3674
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM048304.pdf
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM048310.pdf
http://www.fda.gov/downloads/Safety/MedWatch/HowToReport/DownloadForms/UCM082725.pdf
http://www.fda.gov/downloads/Safety/MedWatch/HowToReport/DownloadForms/UCM082725.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm085324.htm
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