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IND Templates, Education & Useful Links

IND Decision Tool

IND Exemption Letter (example 1)
IND Exemption Letter (example 2)
Pre-IND Briefing Packet

Pre-IND Meeting Request

IND Submissions

FDA IND Application

FDA Form 1571 - IND Application and Instructions (not optimized for chrome)
FDA Form 1572 - IND Investigator Statement and Instructions
FDA Form 1572 (Box 8) - Protocol Summary Template

UCLA Form FDA 1572 SOP

FDA Form 3454 - Financial Interest and Arrangement

FDA Form 3455 - Investigator Financial Interest Disclosure
FDA Form 3674 - IND Certification of Compliance

IND Application Template (approved drugs)

IND Application Template (expanded)

IND Cover Letter

UCLA Protocol Template
Request for Orphan Drug Determination

Expanded Access/Compassionate Use

Single Patient IND

Expanded Access IND Submission

Form 3926 (Individual Patient Expanded Access IND)

Form 3926 Instructions

UCLA OHRPP Guidance - Emergency Use of a Test Article

IND Amendments

IND Amendment Cover Letter
IND Protocol Amendment Template
IND Transfer of Obligations

Annual and Final Reports

IND Annual Report Cover Letter (CDER)
IND Annual Report Cover Letter (CBER)
IND Annual Report Template

IND Final Report Cover Letter

IND Final Report Template

Safety Reports
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https://www.researchgo.ucla.edu/ind-templates-education-and-useful-links
https://www.researchgo.ucla.edu/sites/default/files/sites/default/INDDECISIONWORKSHEET_0.pdf
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Exemption_1_Letterexample.JUNE2016.doc.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/RequestforINDexemption.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Pre-IND_Briefing_Packet3.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Request_For_Pre-IND_Meeting2.docx
https://www.fda.gov/drugs/types-applications/investigational-new-drug-ind-application
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/media/71816/download
https://www.fda.gov/media/79326/download
https://www.researchgo.ucla.edu/sites/default/files/sites/default/1572%20Protocol%20Summary%20Example-Box%208_0.doc
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Form1572SOP.docx.docx
https://www.fda.gov/media/70465/download
https://www.fda.gov/media/69872/download
https://www.fda.gov/media/134964/download
https://www.researchgo.ucla.edu/sites/default/files/sites/default/sponsor-investigator_ind_template_simple_version_APRIL2018_0.doc
https://www.researchgo.ucla.edu/sites/default/files/sites/default/sponsor-investigator_ind_template_expanded_May2017.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Cover_Letter%20%281%29.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/Protocol_Template_IIT_JUNE2023.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/ODDRequestTemplate.docx
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm107434.htm
https://www.fda.gov/news-events/public-health-focus/expanded-access
https://www.fda.gov/media/98616/download
https://www.fda.gov/media/98627/download
https://ora.research.ucla.edu/OHRPP/Documents/Policy/8/Emergency_Use.pdf
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Amendment_Cover_Letter2.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/INDProtocolAmendmentTemplateSEPT_2015.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Transfer_of_Obligations_JUNE2016.doc
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Annual_Report_Cover_Letter_CDER_6-21-23.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Annual_Report_Cover_Letter_CDER_6-21-23.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Annual_Report_Cover_Letter_CBER_6-21-23.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Annual_Report_Cover_Letter_CBER_6-21-23.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Annual_Report_Template_6-21-23.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_FINAL_Report_Cover_Letter.docx
https://www.researchgo.ucla.edu/sites/default/files/sites/default/SEPT2015_IND_FINAL_Report_Template_20153%20%281%29.docx
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¢ IND Safety Report Cover Letter
¢ IND Safety Report and Instructions (not optimized for chrome)
e Safety Reporting Guidance

Useful Links

e 21 CFR 312

¢ Biological IND Submissions
e Center for Drug Evaluation & Research Guidance Documents (CDER)
e Center for Biologics Evaluation and Research Guidance Documents (CBER)

e Content and Format of IND Applications
e Exploratory INDs (aka Phase 0)

¢ FAQs about the IND Application

e FAQs about the Pre-IND Meeting

e FDA Form 1571

e FDA Form 1572

e FDA Form 3454

e FDA Form 3455

e FDA Form 3674

¢ Investigational New Drug Applications

e Mobile Medical Apps
e UCLA Guidance for IND

Need assistance or have regulatory questions? Please contact the CTSI Office of FDA Affairs.
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https://www.researchgo.ucla.edu/sites/default/files/sites/default/IND_Safety_Report-Cover.docx
http://www.fda.gov/Safety/MedWatch/HowToReport/DownloadForms/default.htm
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM295636.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM227351.pdf
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?CFRPart=312
http://www.fda.gov/BiologicsBloodVaccines/DevelopmentApprovalProcess/InvestigationalNewDrugINDorDeviceExemptionIDEProcess/default.htm
https://www.fda.gov/drugs/guidance-compliance-regulatory-information/guidances-drugs
http://www.fda.gov/cber/guidelines.htm
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM074980.pdf
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM078933.pdf
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm069898.htm
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/SmallBusinessAssistance/ucm069906.htm
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/71816/download
https://www.fda.gov/media/70465/download
https://www.fda.gov/media/69872/download
https://www.fda.gov/media/134964/download
http://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/default.htm
https://www.fda.gov/medicaldevices/digitalhealth/mobilemedicalapplications/default.htm
http://ora.research.ucla.edu/OHRPP/Documents/Policy/8/Drugs.pdf
mailto:mberro@mednet.ucla.edu?subject=ResearchGo-IND
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