Selected List of Resources for IND

Before Trial During Trial

Maintenance Activities

Amendments °

End of Trial

FDA Guidance Research INDs and subsequent amendments Withdrawal of IND

(CDER) (Drugs/ Small Molecules)
* IND ° CDER NextGen Portal ° Protocol Amendments ination of IND
Exemption- e  Information Amendments (new toxicology, CMC info e  lerminationo _
EDA Guidance e  CDER NextGen Portal FAQs etc.) e  Form 1571 (Instructions
e IND Safety Reports Mplet_m?)
Exemptions - ° CSEGR NextGen Portal Reference e  Form 3500A*(Instructions for completion) e  Final Report
LanU”! o gEM'onic Submission Gateway ° For.m 1571 (Instructions fOI’ comolgtlon) *Template on our Regulatory Support Office
Marketed (ESG) (for < 10 Gb or less) ° Guidance: Safety Reporting Requirements for INDs and webpage
T BA/BE studies
D.M—/. Research INDs and subsequent amendments ° Final Rule: IND Safety Reporting Requirements for
Biological JesE e e e s beis) Bioavailability and Bioequivalence Studies in Humans
Products e  eCTD Specifications Guidance (for e  Sponsor Responsibilities- Safety Reporting
(Treatment of >10 Gb) requirements for IND and BA/ BE studies guidance for
Cancer) . Industry
e IND e  Sample submission- eCTD e Investigator Responsibilities- Safety Reporting for
Applications- e  IND Submission - CBER Guidance Investigational Drugs
Sponsor ° Electronic Submission Gateway ° Guidance for Clinical Investigators, Sponsors- AE

Investigator
Request for

(ESG) (for < 10 Gb or less)

Reporting
° Where to Send Completed Form FDA 3500A

Designation Forms & Other Guidance documents MANDATORY Reporting Form
(RED) e  Requesting a Pre-Assigned Annual Reports

Other useful Links

Pre-IND
Consultation

Program (FEDA)

Pre-IND
Consultation
CDFR

application Number

° List of Requlatory and
Administrative Components- IND

° Form 1571 (Instructions for

completion

° Form 1572 (Information sheet
quidance for Sponsors. Clinical
Investigators and IRBs)

Py Form 2674*(In<triictions for

° Form 1571 (Instructions for completion)
° Information list- to be included in Annual Report

° Guidance for Clinical Investigators. Industry and FDA
Staff: Financial disclosure by Clinical Investigators

*
Open the link to this form and if you see the ‘Please wait’ page, download and open with Adobe
Acrobat to use this form



https://www.fda.gov/media/79386/download
https://www.fda.gov/media/79386/download
https://www.fda.gov/media/79386/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/71627/download
https://www.fda.gov/media/92604/download
https://www.fda.gov/media/92604/download
https://www.fda.gov/media/92604/download
https://www.fda.gov/media/92604/download
https://www.fda.gov/media/80495/download
https://www.fda.gov/media/80495/download
https://www.fda.gov/media/80495/download
https://www.fda.gov/drugs/investigational-new-drug-ind-application/pre-ind-consultation-program
https://www.fda.gov/drugs/investigational-new-drug-ind-application/pre-ind-consultation-program
https://www.fda.gov/drugs/investigational-new-drug-ind-application/pre-ind-consultation-program
https://www.fda.gov/media/77025/download
https://www.fda.gov/media/77025/download
https://www.fda.gov/media/77025/download
https://www.fda.gov/media/77025/download
https://www.fda.gov/vaccines-blood-biologics/industry-biologics/interact-meetings
https://www.fda.gov/vaccines-blood-biologics/industry-biologics/interact-meetings
https://www.fda.gov/vaccines-blood-biologics/industry-biologics/interact-meetings
https://www.fda.gov/media/124044/download
https://www.fda.gov/media/124044/download
https://www.fda.gov/media/124044/download
https://www.fda.gov/media/124044/download
https://www.fda.gov/media/136301/download
https://www.fda.gov/media/133335/download
https://www.fda.gov/media/128774/download
https://www.fda.gov/media/128774/download
https://www.fda.gov/industry/electronic-submissions-gateway
https://www.fda.gov/industry/electronic-submissions-gateway
https://www.fda.gov/media/135373/download
https://www.fda.gov/media/135373/download
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/submit-ectd-or-standardized-data-sample-fda
https://www.fda.gov/media/76466/download
https://www.fda.gov/industry/electronic-submissions-gateway
https://www.fda.gov/industry/electronic-submissions-gateway
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/requesting-pre-assigned-application-number
https://www.fda.gov/drugs/electronic-regulatory-submission-and-review/requesting-pre-assigned-application-number
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-applications-clinical-investigations-regulatory-and-administrative-components
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-applications-clinical-investigations-regulatory-and-administrative-components
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/media/71816/download
https://www.fda.gov/media/78830/download
https://www.fda.gov/media/78830/download
https://www.fda.gov/media/78830/download
https://www.fda.gov/media/69901/download
https://www.fda.gov/media/86100/download
https://www.fda.gov/media/86100/download
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-procedures-clinical-hold
https://www.fda.gov/about-fda/center-drug-evaluation-and-research-cder/cder-offices-and-divisions
https://www.fda.gov/about-fda/center-biologics-evaluation-and-research-cber/center-biologics-evaluation-and-research
https://www.fda.gov/media/105405/download
https://www.fda.gov/media/105405/download
https://www.fda.gov/media/105405/download
https://www.fda.gov/media/105405/download
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-reporting-protocol-amendments
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-reporting-information-amendments
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-reporting-information-amendments
https://www.fda.gov/safety/medical-product-safety-information/medwatch-forms-fda-safety-reporting
https://www.fda.gov/safety/medwatch-forms-fda-safety-reporting/instructions-completing-form-fda-3500
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/media/79394/download
https://www.fda.gov/media/79394/download
https://www.fda.gov/drugs/investigational-new-drug-ind-application/final-rule-investigational-new-drug-safety-reporting-requirements-human-drug-and-biological-products
https://www.fda.gov/drugs/investigational-new-drug-ind-application/final-rule-investigational-new-drug-safety-reporting-requirements-human-drug-and-biological-products
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/sponsor-responsibilities-safety-reporting-requirements-and-safety-assessment-ind-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/sponsor-responsibilities-safety-reporting-requirements-and-safety-assessment-ind-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/sponsor-responsibilities-safety-reporting-requirements-and-safety-assessment-ind-and
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/investigator-responsibilities-safety-reporting-investigational-drugs-and-devices
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/investigator-responsibilities-safety-reporting-investigational-drugs-and-devices
https://www.fda.gov/media/72267/download
https://www.fda.gov/media/72267/download
https://www.fda.gov/safety/reporting-serious-problems-fda/where-send-completed-form-fda-3500a-mandatory-reporting-form
https://www.fda.gov/safety/reporting-serious-problems-fda/where-send-completed-form-fda-3500a-mandatory-reporting-form
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-reporting-annual-reports
https://www.fda.gov/media/85293/download
https://www.fda.gov/media/85293/download
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.38
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/CFRSearch.cfm?fr=312.38
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/media/77596/download

Selected List of Resources for IDE

Before Trial During Trial

End of Trial

Pre-IDE IDE Material Preparation

Maintenance Activities Withdraw/Termination

(Consultation) & Submission

FDA Guidance IDE Submission to CDRH Amendments ®  Suggested Format for

. Q-Submission ° eCopy Program- FDA ° FDA Guidance: Changes or Modifications During the Conduct IDE Final Report
Program: quidance of a Clinical Investigation e  Investigator Final
—C'—Egeéf:(t:if:; d ° eCopy Program ° IDE Modifications Reports
Meetings (Medical ° :anSSltJrl;jritlltct)grS eCopies Tool
Device) e ——— : IDE Reports

. Sianificant Risk ° eSubmlFter.chk Guide o Sponsor Reports
and Nonsignificant O IDE Application

Suggested Format for IDE Progress Report

Risk Medical Suggested Format for IDE Final Report

Device Studies

° IDEs for Early
Feasibility medical
device Clinical

Studies & First in

Human (FIH) ° CDRH Contact o Human Subject Protection: Acceptance of Data From Clinical
Studies . ° Sponsor Responsibilities Investigations for Medical Devices
o W for Significant Risk Device
S

Other Useful Links

. IDE Exempt
Investigations

. In Vitro Diagnostic
(IVD) Device

Studies
-Frequently Asked

Other useful links

Combination Product
Contacts

Studies

Sponsor Responsibilities
for Nonsignificant Risk
Device Studies
Investigator

Responsibilities for
Significant Risk Device

Studies

Investigator
Resnonsibilities for

Investigator Reports

Investigator Annual Progress Reports

Other useful links:



https://www.fda.gov/media/114034/download
https://www.fda.gov/media/114034/download
https://www.fda.gov/media/114034/download
https://www.fda.gov/media/114034/download
https://www.fda.gov/media/114034/download
https://www.fda.gov/media/114034/download
https://www.fda.gov/media/75459/download
https://www.fda.gov/media/75459/download
https://www.fda.gov/media/75459/download
https://www.fda.gov/media/75459/download
https://www.fda.gov/media/81784/download
https://www.fda.gov/media/81784/download
https://www.fda.gov/media/81784/download
https://www.fda.gov/media/81784/download
https://www.fda.gov/media/81784/download
https://www.fda.gov/media/81784/download
https://www.fda.gov/media/81792/download
https://www.fda.gov/media/81792/download
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-approval-process#ide_exempt
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-approval-process#ide_exempt
https://www.fda.gov/media/71075/download
https://www.fda.gov/media/71075/download
https://www.fda.gov/media/71075/download
https://www.fda.gov/media/71075/download
https://www.fda.gov/media/71075/download
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm?CFRPart=812
https://www.fda.gov/media/131268/download
https://www.fda.gov/media/131268/download
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfPCD/classification.cfm
https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device#step1
https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device#step1
https://www.fda.gov/medical-devices/classify-your-medical-device/how-determine-if-your-product-medical-device#step1
https://www.fda.gov/media/83522/download
https://www.fda.gov/media/83522/download
https://www.fda.gov/medical-devices/how-study-and-market-your-device/ecopy-program-medical-device-submissions
https://www.fda.gov/medical-devices/how-study-and-market-your-device/ecopy-program-medical-device-submissions
https://www.fda.gov/industry/fda-esubmitter/esubmitter-ecopies-tool
https://www.fda.gov/media/84416/download
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-application
https://www.fda.gov/combination-products/jurisdictional-information/combination-product-contacts
https://www.fda.gov/combination-products/jurisdictional-information/combination-product-contacts
https://www.fda.gov/medical-devices/device-advice-comprehensive-regulatory-assistance/guidance-documents-medical-devices-and-radiation-emitting-products
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofspofor
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofspofor
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofspofor
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofspoof
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofspoof
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofspoof
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvforsig
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvforsig
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvforsig
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvforsig
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvfornon
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvfornon
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvfornon
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-responsibilities#resofinvfornon
https://www.fda.gov/media/72429/download
https://www.fda.gov/media/72429/download
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-application#idemod
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sporep
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sugforforidepro
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sugforforidefin
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#invrep
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#invann
https://www.federalregister.gov/documents/2018/02/21/2018-03244/human-subject-protection-acceptance-of-data-from-clinical-investigations-for-medical-devices
https://www.federalregister.gov/documents/2018/02/21/2018-03244/human-subject-protection-acceptance-of-data-from-clinical-investigations-for-medical-devices
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sugforforidefin
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sugforforidefin
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#invann
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#invann

Selected List of Resources for EAP

EAP

Before Trial

(Consultation)

FDA Guidance

Expanded Access
to Investigational
Drugs for
Treatment Use —
Questions and
Answers Guidance
for Industry
(fda.gov)

Other useful links

Expanded Access
Information for
Physicians
Expanded Access
Categories for
Drugs (Including
Biologics)
Expanded Access
for Medical Devices

Single/ Individual/ Non-Emergency,

Material Preparation &

Submission

Emergency patient use IND

Form 3926 (Instructions to

complete) by mail
Non-Emergency Individual Patient

IND Process Step by Step
Instructions

Emergency Individual Patient IND
Process Step by Step
21 CFR 312.310 Individual patients,

including emergency use

Intermediate Access, Treatment

INDs

Form 1571 and

Form 1572

Quick Guide to Forms 1571 and
1572

Intermediate-Size Population IND

Step-by-step instructions
21 CFR 312.315 Intermediate-size

patient populations
21 CFR 312.320 Treatment IND or

treatment protocol
Expanded Access IND Application:

Contents and Format

During Trial

Maintenance Activities

Follow-up Expanded Access Reports

*
Open the link to this form and if you see the ‘Please wait’ page, download and open with Adobe

Amendments

Safety Reports

- Form 3500A*(Instructions for completion)

- Form 1571 (Instructions for completion)

- Where to Send Completed Form FDA 3500A
MANDATORY Reporting Form

Annual Reports
- Form 1571 (Instructions for completion)

End of Trial

Withdraw/Terminati

on

Expanded Access IND

Form 1571
(Instructions for

completion)
Final Report *

Expanded Access IDE

Suggested Format
for IDE Final
Report
Investigator Final
Reports

*Template on our Regulatory Support
Office webpage


https://www.fda.gov/media/85675/download
https://www.fda.gov/media/85675/download
https://www.fda.gov/media/85675/download
https://www.fda.gov/media/85675/download
https://www.fda.gov/media/85675/download
https://www.fda.gov/media/85675/download
https://www.fda.gov/media/85675/download
https://www.fda.gov/media/85675/download
https://www.fda.gov/news-events/expanded-access/expanded-access-information-physicians#ExpandedAccess
https://www.fda.gov/news-events/expanded-access/expanded-access-information-physicians#ExpandedAccess
https://www.fda.gov/news-events/expanded-access/expanded-access-information-physicians#ExpandedAccess
https://www.fda.gov/news-events/expanded-access/expanded-access-categories-drugs-including-biologics
https://www.fda.gov/news-events/expanded-access/expanded-access-categories-drugs-including-biologics
https://www.fda.gov/news-events/expanded-access/expanded-access-categories-drugs-including-biologics
https://www.fda.gov/news-events/expanded-access/expanded-access-categories-drugs-including-biologics
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/expanded-access-medical-devices
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/expanded-access-medical-devices
https://www.fda.gov/about-fda/forms/individual-patient-expanded-access-investigational-new-drug-application-ind-pdf-note-download-and
https://www.fda.gov/media/98627/download
https://www.fda.gov/media/98627/download
https://www.fda.gov/news-events/expanded-access/fdas-expanded-access-contact-information
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#PhysicianNonEmergency-sbs
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#PhysicianNonEmergency-sbs
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#PhysicianNonEmergency-sbs
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#PhysicianEmergency-sbs
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#PhysicianEmergency-sbs
https://ecfr.io/Title-21/se21.5.312_1310
https://ecfr.io/Title-21/se21.5.312_1310
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/71816/download
https://www.fda.gov/news-events/expanded-access/how-complete-form-fda-1571-and-form-fda-1572
https://www.fda.gov/news-events/expanded-access/how-complete-form-fda-1571-and-form-fda-1572
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#AccessPhysNonEmerg
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#AccessPhysNonEmerg
https://ecfr.io/Title-21/se21.5.312_1315
https://ecfr.io/Title-21/se21.5.312_1315
https://ecfr.io/Title-21/se21.5.312_1320
https://ecfr.io/Title-21/se21.5.312_1320
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-applications-clinical-treatment-contents-and-format
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-applications-clinical-treatment-contents-and-format
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-application-procedures-clinical-hold
https://www.fda.gov/news-events/expanded-access/fdas-expanded-access-contact-information
https://www.fda.gov/news-events/expanded-access/fdas-expanded-access-contact-information
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/expanded-access-medical-devices#treatment
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/expanded-access-medical-devices#treatment
https://www.fda.gov/media/91160/download
https://www.fda.gov/media/91160/download
https://www.fda.gov/news-events/expanded-access/expanded-access-criteria-investigational-product-be-made-available-widespread-use-under-treatment
https://www.fda.gov/news-events/expanded-access/expanded-access-criteria-investigational-product-be-made-available-widespread-use-under-treatment
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-applications-clinical-treatment-expanded-access-overview
https://www.fda.gov/drugs/investigational-new-drug-ind-application/ind-applications-clinical-treatment-expanded-access-overview
https://www.fda.gov/drugs/investigational-new-drug-ind-application/emergency-ind-timeline
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#FollowUp
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#FollowUp
https://www.fda.gov/safety/medical-product-safety-information/medwatch-forms-fda-safety-reporting
https://www.fda.gov/safety/medwatch-forms-fda-safety-reporting/instructions-completing-form-fda-3500
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/safety/reporting-serious-problems-fda/where-send-completed-form-fda-3500a-mandatory-reporting-form
https://www.fda.gov/safety/reporting-serious-problems-fda/where-send-completed-form-fda-3500a-mandatory-reporting-form
https://www.fda.gov/news-events/expanded-access/expanded-access-how-submit-request-forms#FollowUp
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/media/123543/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/media/77596/download
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sugforforidefin
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sugforforidefin
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#sugforforidefin
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#invann
https://www.fda.gov/medical-devices/investigational-device-exemption-ide/ide-reports#invann



