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IND Overview

What are the

What is an
Request to FDA for authorization to administer an 
investigational articles to human

Aim 3

BMI (kg/m2), calculated from self-reported height 
and weight, then dichotomized by 30 kg/m2

threshold

Covariate
Missing values
Responses of “unknown” treated as missing 
Complete-case analysis

Conclusion

What are the content of  

IND

IND Application

Who must Submit IND 

Commercial IND: Goal is to obtain marketing approval

1. Manufacturing Information

Sponsor and Sponsor Investigator

Main Types of IND
Research IND: Investigator Initiated IND, research driven

2. Animal pharmacology/toxicology data
3. Clinical protocols and investigator information

Step 
1

Book a Free 
Consultation with RSO

Contact RSO for 
review/submission 

Drug
E.g., prescription/non-

prescription drugs, 
toothpaste, 

antiperspirants, 
shampoos, sunscreens

Biologic
E.g., blood products
vaccines, allergenic, 

gene/cellular therapy, 
tissue products

Product

CDER
(Center for Drug 
Evaluation and 

Research)

CBER
(Center for 
Biologics 

Evaluation and 
Research)

Agency          
Center

IND
• Investigator IND
• Emergency Use 

IND
• Treatment IND

IND
• Investigator IND
• Emergency Use 

IND
• Treatment IND

Regulatory 
Pathways

CDER NextGen 
Portal*

CBERDCC_eMailS
ub@fda.hhs.gov 

CBERDCC_eMailS
ub@fda.hhs.gov  

Ways to 
Submit 

Step 
2

Step 
3

3 Steps to Prepare IND

Sisupport@utsouthwes
ern.edu

Fill out
IND Application 

Template



Definitions

Initiate the 
clinical 

investigation

Initiate & 
Conduct the 

clinical 
investigation

Conduct the 
clinical 

investigation

Sponsor 
Investigator

InvestigatorSponsor



Sponsor Responsibilities Investigator Responsibilities
● Select qualified Investigators, monitors

● Obtain information from the Investigator (e.g., signed Investigator’s statement, Investigator’s CV etc.)

● Inform investigators (through IB, a current version of the IRB approved protocol, inform about the new 
observations/ SAEs, safe use of drug)

● Assure the compliance of investigators (as per obligations addressed under the signed Statement of 
Investigator (i.e., FDA Form 1572), the general investigational plan, or applicable FDA regulations)

● Ensure proper monitoring of the progress and conduct of the clinical investigation(s) at 
each of the involved study sites

● Maintain an effective (i.e., up-to-date) IND (i.e, will review & evaluate evidence relating to safety and 
effectiveness of the drug, submit Safety reports, Annual Reports, Protocol amendments to FDA)

● Ensure that the FDA and all participating Investigators are promptly informed of SUSARs 
and/or other newly identified, significant risks related to the investigational drug. 

● Record-keeping and record retention requirements (Maintain adequate & accurate records of the 
receipt, shipment/ disposal of the drug and Retain records for up to 2 yrs)

● Disposition of unused supplies of the investigational drug (Assure safe return and disposal of 
unused investigational drug from each investigator who discontinued/ has been terminated)

● Inspection of the sponsor’s records and reports (Must allow FDA’s authorized officer access to all 
records to verify the information)

● Update ClinicalTrials.gov records (if a responsible party) (when there is a change in recruitment 
status, protocol amendments, and results for an applicable  clinical trial as per CT.gov’s reporting requirements.)

● May transfer of full/ partial obligations to CRO in writing (shall be subject to same regulatory 
action as a Sponsor)

● Protect the rights, safety, and welfare of subjects under the investigator’s care

● Ensure that an investigation is conducted according to the signed investigator statement, 
the investigational plan, and applicable regulations

● Provide assurance of IRB review by a qualified IRB for initial and continuing review and 
approval of the investigation

● Investigator record keeping (To accurately document the case histories and disposition of the drug 
including dates, quantity and use by subjects)

● Investigator record retention (To retain all correspondence relating to the use of human subjects in research, as 
well as copies of the IRB application forms, approval notices, and signed Informed Consent Documents (ICD)

● Control of the investigational drug (Ensures the investigational drug not given to any person not under the 
investigator’s care)

● Inspection of investigator’s records and reports (Must allow FDA’s authorized officer access to all 
records to verify the information)

● Delegate authority to qualified individuals

● Furnish all reports i.e, Progress reports, Safety reports and Final report  to sponsor

● Must take adequate precautions to ensure the safe and secure handling of the 
investigational drug if it is a controlled substance.

● Provide adequate medical care to trial subjects (in case of AEs/ abnormal lab results related to trial)

● Promptly update the financial disclosure to sponsor as needed  and for 1 year following 
study completion

Maintain an effective (i.e., up-to-date) IND (i.e, will review & evaluate evidence relating to safety 
and effectiveness of the drug, submit Safety reports, Annual Reports, Protocol amendments to FDA)



IND Overview

What are the

What is an
Request to FDA for authorization to administer an 
investigational articles to human

Aim 3

BMI (kg/m2), calculated from self-reported height 
and weight, then dichotomized by 30 kg/m2

threshold

Covariate
Missing values
Responses of “unknown” treated as missing 
Complete-case analysis

Conclusion

What are the content of  

IND

IND Application

Who must Submit IND 

Commercial IND: Goal is to obtain marketing approval

1. Manufacturing Information

Sponsor and Sponsor Investigator

Main Types of IND
Research IND: Investigator Initiated IND, research driven

2. Animal pharmacology/toxicology data
3. Clinical protocols and investigator information

Step 
1

Book a Free 
Consultation with RSO

Contact RSO for 
review/submission 

Drug
E.g., prescription/non-

prescription drugs, 
toothpaste, 

antiperspirants, 
shampoos, sunscreens

Biologic
E.g., blood products
vaccines, allergenic, 

gene/cellular therapy, 
tissue products

Product

CDER
(Center for Drug 
Evaluation and 

Research)

CBER
(Center for 
Biologics 

Evaluation and 
Research)

Agency          
Center

IND
• Investigator IND
• Emergency Use 

IND
• Treatment IND

IND
• Investigator IND
• Emergency Use 

IND
• Treatment IND

Regulatory 
Pathways

CDER NextGen 
Portal*

CBERDCC_eMailS
ub@fda.hhs.gov 

CBERDCC_eMailS
ub@fda.hhs.gov  

Ways to 
Submit 

Step 
2

Step 
3

3 Steps to Prepare IND

Sisupport@utsouthwes
ern.edu

Fill out
IND Application 

Template

Watch on            YouTube

https://youtu.be/ka1CqIboB38
https://youtu.be/ka1CqIboB38


Before Trial During Trial End of Trial

Amendments Withdrawal/Termination

IND Maintenance Period

AmendmentsIND Determination
Does study require IND?

Address FDA comments

Report
Safety

Annual
Report 

Consultation

IND
Approved

Submit Final Report
Material Preparation 

Submission Submit Amendments

Update IRB                 
Update ClinicalTrials.gov

Step 
1

Step 
2

Step 
3

Step 
4

&

Step 
5

Ensure other compliances 

Investigational New Drug (IND) Life Cycle

IND Preparation Period



Before Trial During Trial End of Trial

Amendments Withdrawal/Termination

IND Maintenance Period

AmendmentsIND Determination
Does study require IND?

Address FDA comments

Report
Safety

Annual
Report 

Consultation

IND
Approved

Submit Final Report
Material Preparation 

Submission Submit Amendments

Update IRB                 
Update ClinicalTrials.gov

Step 
1

Step 
2

Step 
3

Step 
4

&

Step 
5

Ensure other compliances 

Investigational New Drug (IND) Life Cycle

IND Preparation Period



Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Step 
1

Contact Us

A Visit SI-Support Website B Book a free consultation with 
RSO team

https://www.utsouthwestern.edu/research/hrpp/regulatory-support/si-support/
https://outlook.office365.com/owa/calendar/SponsorInvestigatorSupport@365utsouthwestern.onmicrosoft.com/bookings/


Step 
1

C Meet with RSO team:  Determination of appropriate regulatory pathways 

Aim 3

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Contact Us

Types of INDs

Commercial                
INDs

Investigator INDs 
a.k.a Research IND

Emergency Use
INDs

Treatment INDs
a.k.a

Expanded Access INDs 

Non-Commercial INDs



Step 
1

Meet with RSO team: Provide guidance on other parallel requirements                        
(IRB submission & Clinical Trials.gov registration)

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Contact Us

D



Step 
1

E Meet with RSO team: Provide guidance on other parallel requirements                        
(IRB submission & ClinicalTrials.gov registration)

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Contact Us

Should I start IRB 
application before 
obtaining IND/IDE?

What is FDA’s role 
related to CT.gov?

Who can help with 
ClincialTrials.gov 

Registration?



Step 
1

F Meet with RSO team: Needs assessment for pre-IND consultation/meeting 
with FDA

Aim 3

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Contact Us



Step 
1

G Meet with RSO team: Review IND initial application package together

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Contact Us

Investigational New Drug Application
Required Content and Format

Human 
Experience

Summary of 
previous 
exposure

PT
Pharmacology 
& Toxicology

CMC
Chemistry, 

Manufacturing  
Control

Introduction
Overview 

General Plan Clinical 
Protocol

IB
(Investigators
’s brochure)

Cover Letter 

FDA 
Form1571
Form1572
Form 3674             

Cross-
Reference 

Authorization 
Letter 

Table of 
Contents 
Number 

Pages             

IRB Approved 
Consent 

Form
Regulatory  

Support Team



Before Trial During Trial End of Trial

Amendments Withdrawal/Termination

IND Maintenance Period

AmendmentsIND Determination Address FDA comments

Report
Safety

Annual
Report 

Consultation

IND
Approved

Submit Final Report
Material Preparation 

Submission Submit Amendments

Update IRB                 
Update ClinicalTrials.gov

Step 
1

Step 
2

Step 
3

Step 
4

&

Step 
5

Ensure other compliances 

Investigational New Drug (IND) Life Cycle

IND Preparation Period

Does study require IND?



Step 
1

H Meet with RSO team: Review IND Content and Format

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
pathway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Contact Us

Aim 3

21 CFR 312 – IND content and format

312.23 (a)(1-5)
Regulatory and Administrative Components

Clinical Components

Nonclinical Components (CMC and Pharm/Tox)
312.23(a)(7-8)

312.23(a)(10-11)
Additional Information

312.23(a)(6) and (9)



Step 
1

H Meet with RSO team: Review IND initial application package 

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
pathway based on: 

- Types of drug and agent 
- Types of IND 

-Research Intent
-Commercial intent

2. Determination of the division 
based on the indication studies 
in the IND

3. Initial IND application 
preparation by providing 

● Templates
● IND Submission 

Guidance

5. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Contact Us

Aim 3

IND Initial Application Package

Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454 or Form FDA 3455 



H Prepare IND Contents

Form 1571 Form 1572

Form 3674

Contractual 
agreement between 

Sponsor & FDA

Contractual agreement 
between Investigator & 

Sponsor

Certification of 
registration at CT.gov

Form 3454
Financial 

Certification 

Form 3455
Disclosure 
Statement

Cover Letter 
Aim 3

IND Initial Application Package

Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454 or Form FDA 3455

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Step 
2

Contact Us

https://www.fda.gov/media/116608/download
https://www.fda.gov/media/134964/download
https://www.fda.gov/media/70465/download
https://www.fda.gov/media/69872/download
https://www.utsouthwestern.edu/research/hrpp/assets/SISIND_UTSW_RSO_IND_Application_Cover_Letter_V1.docx
mailto:CBERDCC_eMailSub@fda.hhs.gov
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


H

Aim 3Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454

Letter of Authorization (LOA) 
A permission letter from sponsor (manufacture of 
investigational products) allowing the FDA to cross-
reference confidential information of sponsor's 
existing IND on file to support your new IND 
application. Such confidential information may 
include:
• Description of the facility where the drug is 

manufactured
• Chemistry, Manufacturing, and Controls
• Pharmacology, Toxicology information
• Labeling 
• Previous Human Experience

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

or Form FDA 3455

IND Initial Application Package

Prepare IND Contents

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


H

Aim 3Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454

IND 
Application 
Template 

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

or Form FDA 3455

IND Initial Application Package

Prepare IND Contents

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


H

Aim 3Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454

IND 
Application 
Template 

Nonclinical

Clinical Section

Quality Section 

Section

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

or Form FDA 3455

Prepare IND Contents

IND Initial Application Package

Study Information

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Step 
3

Aim 3

IND Initial Application Package

Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454 or Form FDA 3455

IND 
Application 

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Regulatory  
Support TeamRegulatory  

Support Team

You can refer to drug labeling 
or to Letter of Authorization 
(LOA) for the following section 
of IND application:

Good 
News!

• Investigator Brochure
• Chemistry, Manufacturing, and Controls
• Pharmacology, Toxicology information
• Previous Human Experience

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Quality Section 

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Nonclinical
Section

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Clinical Section

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


H

Aim 3Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454

SCCC Protocol
Template 

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

IND Initial Application Package

or Form FDA 3455

Prepare IND Contents

NIH-FDA Protocol
Template

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


H

Aim 3Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 

Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454

ICF Template 

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

IND Initial Application Package

or Form FDA 3455

Prepare IND Contents

https://www.utsouthwestern.edu/research/hrpp/assets/forms_form_e_consent.docx
mailto:CBERDCC_eMailSub@fda.hhs.gov
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


H

Aim 3Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 
Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454

Regulatory  
Support Team

Package Insert is a 
quick-reference 
brochure 

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

IND Initial Application Package

or Form FDA 3455

Prepare IND Contents

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


H

Aim 3Form FDA 1571

Cover letter

Form FDA 1572
Form FDA 3674

Initial IND Application
Protocol 
Informed Consent Document

Letter of Authorization (Cross reference letter for IND)

Investigator’s CV
Investigator Brochure or package insert

Form FDA 3454

CV

Material Preparation & 
Submission

1. Prepare IND contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

3. Submit initial IND applications 
to FDA either:

- via CDER NextGen Portal for 
research IND involving small 
molecule drug 

- via emailing  
CBERDCC_eMailSub@fda.hhs.gov
for research IND involving biologics, 
antibody, gene therapy agent 

* Send IND to the correct FDA 
division or Document Control Center
Choose the division based on the 
indication studies in the IND
Descriptions of specific indications 
can be found 
CDER Offices & Divisions
CBER Key Staff Directory

Contact Us

Step 
2

IND Initial Application Package

or Form FDA 3455

Prepare IND Contents

mailto:CBERDCC_eMailSub@fda.hhs.gov
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


Device Overview & IDE
What is a
Instrument, apparatus, implement, machine,
contrivance, implant, in vitro reagent, other meets                                      
the definition of medical device per the FD&C Act

Aim 3

BMI (kg/m2), calculated from self-reported height and 
weight, then dichotomized by 30 kg/m2 threshold

Covariates

Missing values
Responses of “unknown” treated as missing Complete-
case analysis

Request to FDA for authorization to use 
investigational significant risk device in 
human. Exemption may apply

What is IDE?

Do I Need an IDE?

What is

Medical Device

Non-Significant Risk Device

What are Classes of Medical Device

Devices do not pose a significant risk to the human subjects. 
Does not need IDE but must comply with abbreviated IDE 
requirements under 21 CFR 812.2 (b)

Class I: e.g., toothbrush, mask, bandage, beds
Class II: e.g., catheters, blood pressure cuffs
Class III: e.g., pacemakers, breast implants, ventilators

What is a Significant Risk Device
Devices presents a potential for serious risk to health, safety, or 
welfare of a subject per 21 CFR 812.3(m)  Need IDE before begin 
clinical investigations of device



Device Overview & IDE
What is a
Instrument, apparatus, implement, machine,
contrivance, implant, in vitro reagent, other meets                                      
the definition of medical device per the FD&C Act

Aim 3

BMI (kg/m2), calculated from self-reported height and 
weight, then dichotomized by 30 kg/m2 threshold

Covariates

Missing values
Responses of “unknown” treated as missing Complete-
case analysis

Request to FDA for authorization to use 
investigational significant risk device in 
human. Exemption may apply

What is IDE?

Do I Need an IDE?

What is

Medical Device

Non-Significant Risk Device

What are Classes of Medical Device

Devices do not pose a significant risk to the human subjects. 
Does not need IDE but must comply with abbreviated IDE 
requirements under 21 CFR 812.2 (b)

Class I: e.g., toothbrush, mask, bandage, beds
Class II: e.g., catheters, blood pressure cuffs
Class III: e.g., pacemakers, breast implants, ventilators

What is a Significant Risk Device
Devices presents a potential for serious risk to health, safety, or 
welfare of a subject per 21 CFR 812.3(m)  Need IDE before begin 
clinical investigations of device

Watch on            YouTube

https://youtu.be/qMTUxaPKXn8
https://youtu.be/ka1CqIboB38


Before Trial During Trial End of Trial

Amendments

Events

Withdrawal/Termination

IDE Maintenance Period

AmendmentsIDE Determination
Does study require IDE?

Address FDA comments

Report
Safety

Progress
ReportConsultation

IDE Approved

Submit Final Report

Investigator 
List 

Report
No ICF

Material Preparation 

Submission Submit Amendments

Update IRB       
Update ClinicalTrials.gov

Step 
1

Step 
2

Step 
3

Step 
4

&

Step 
5

Ensure other compliances 

Investigational Device Exemption (IDE) Life Cycle



Before Trial During Trial End of Trial

Amendments

Events

Withdrawal/Termination

IDE Maintenance Period

AmendmentsIDE Determination
Does study require IDE?

Address FDA comments

Report
Safety

Progress
ReportConsultation

IDE Approved

Submit Final Report

Investigator 
List 

Report
No ICF

Material Preparation 

Submission Submit Amendments

Update IRB       
Update ClinicalTrials.gov

Step 
1

Step 
2

Step 
3

Step 
4

&

Step 
5

Ensure other compliances 

Investigational Device Exemption (IDE) Life Cycle



Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on the product 
classification 

- IDE Exempt Device
- Significant Device (IDE)
- Non-Significant Device (Abb IDE)

2. Determination of the 
Document Control Center  
(CDRH vs CBER)

3. IDE application preparation by 
providing 

● Templates
● IDE Submission 

Guidance

4. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Step 
1

Contact Us
Visit SI-Support Website B Book a free consultation with 

RSO team
A

https://www.utsouthwestern.edu/research/hrpp/regulatory-support/si-support/
https://outlook.office365.com/owa/calendar/SponsorInvestigatorSupport@365utsouthwestern.onmicrosoft.com/bookings/


C Meet with RSO team:  Determination of appropriate regulatory pathway 

Aim 3

Types of Device

IDE Exempt 
Device

Significant Risk
Device

Non-Significant 
Risk Device

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on the product 
classification 

- IDE Exempt Device
- Significant Device (IDE)
- Non-Significant Device (Abb IDE)

2. Determination of the 
Document Control Center  
(CDRH vs CBER)

3. IDE application preparation by 
providing 

● Templates
● IDE Submission 

Guidance

4. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Step 
1

Contact Us

Only IRB Approval 
Required

(21 CFR 812.2 (c))

IRB Approval
&

Full IDE
Required

(21 CFR 812.20)

IRB Approval
&

Abbreviated IDE 
Required 

(21 CFR 812.2 (b))

https://www.fda.gov/media/75459/download


D Meet with RSO team: Ask your device questions !

Aim 3

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on the product 
classification 

- IDE Exempt Device
- Significant Device (IDE)
- Non-Significant Device (Abb IDE)

2. Determination of the 
Document Control Center  
(CDRH vs CBER)

3. IDE application preparation by 
providing 

● Templates
● IDE Submission 

Guidance

4. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Step 
1

Contact Us

Who will initially 
determine risk level 

of the device?

I believe my product 
is a combinational 

product (both device 
and biologic). Do I 
need IDE or IND?

Overseen by CDRH or 
CBER?

Can I seek advice
from FDA on non-clinical 

testing and/or on my 
clinical protocol?



E Meet with RSO team: Needs assessment for Q-submission/meeting with 
FDA

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on the product 
classification 

- IDE Exempt Device
- Significant Device (IDE)
- Non-Significant Device (Abb IDE)

2. Determination of the 
Document Control Center  
(CDRH vs CBER)

3. IDE application preparation by 
providing 

● Templates
● IDE Submission 

Guidance

4. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Step 
1

Contact Us

Q-Submission Type Meeting as Method 
of Feedback

Timeframe for Meeting/Teleconference  
(from receipt of submission)

Pre-Submission Upon Request 60-75 days

Informational Meeting Yes 90 days

Study Risk Determination No 90 days

Agreement Meeting Yes 30 days or within time frame agreed to do 
with sponsor

Determination Meeting Yes Date for meeting agreed upon within 30 
days of request 

Submission issue request Yes 21 days
70 days 

Day 100 Meeting Yes 100 days (from PMA filling date)



F Meet with RSO team: Needs assessment for Q-submission/meeting with 
FDA

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on the product 
classification 

- IDE Exempt Device
- Significant Device (IDE)
- Non-Significant Device (Abb IDE)

2. Determination of the 
Document Control Center  
(CDRH vs CBER)

3. IDE application preparation by 
providing 

● Templates
● IDE Submission 

Guidance

4. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Step 
1

Contact Us

Q-Submission Type Meeting as Method 
of Feedback

Timeframe for Meeting/Teleconference  
(from receipt of submission)

Pre-Submission Upon Request 60-75 days

Informational Meeting Yes 90 days

Study Risk Determination No 90 days

Agreement Meeting Yes 30 days or within time frame agreed to do 
with sponsor

Determination Meeting Yes Date for meeting agreed upon within 30 
days of request 

Submission issue request Yes 21 days
70 days 

Day 100 Meeting Yes 100 days (from PMA filling date)

https://www.fda.gov/media/114034/download


G Meet with RSO team: Review IDE initial application package together

Regulatory  
Support Team

Book one-on-one 
Consultation

Assigned SI-Support staff help 
with:

1. Determination of regulatory 
passway based on the product 
classification 

- IDE Exempt Device
- Significant Device (IDE)
- Non-Significant Device (Abb IDE)

2. Determination of the 
Document Control Center  
(CDRH vs CBER)

3. IDE application preparation by 
providing 

● Templates
● IDE Submission 

Guidance

4. Preparation of other parallel 
requirements

● IRB submission
● ClincialTrials.gov 

registration

Step 
1

Contact Us



Before Trial During Trial End of Trial

Amendments

Events

Withdrawal/Termination

IDE Maintenance Period

AmendmentsIDE Determination
Does study require IDE?

Address FDA comments

Report
Safety

Progress
ReportConsultation

IDE Approved

Submit Final Report

Investigator 
List 

Report
No ICF

Material Preparation 

Submission Submit Amendments

Update IRB       
Update ClinicalTrials.gov

Step 
1

Step 
2

Step 
3

Step 
4

&

Step 
5

Ensure other compliances 

Investigational Device Exemption (IDE) Life Cycle



H Prepare IDE Contents

Aim 3

IDE Initial Application Package

Name and Address of the Sponsor

Cover Sheet Form  FDA 3514

Report of Prior Investigations
Investigational Plan

Investigator Certification
IRB Information
Name & Address of Investigator’s Institution

Investigator Agreement

Additional Information

Financial Claims

Manufacturing Information

Informed Consent
Labeling
Environmental Assessment

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

Regulatory  
Support Team



H Prepare IDE Contents

Aim 3

IDE Initial Application Package

Name and Address of the Sponsor

Cover Sheet Form  FDA 3514

Report of Prior Investigations
Investigational Plan

Investigator Certification
IRB Information
Name & Address of Investigator’s Institution

Investigator Agreement

Additional Information

Financial Claims

Manufacturing Information

Informed Consent
Labeling
Environmental Assessment

Form 3514
IDE cover sheet

IDE Cover Letter

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.fda.gov/media/72421/download
https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_Cover_Letter_V1.docx


H

Aim 3

IDE Initial Application Package

Name and Address of the Sponsor

Cover Sheet Form  FDA 3514

Report of Prior Investigations
Investigational Plan

Investigator Certification
IRB Information
Name & Address of Investigator’s Institution

Investigator Agreement

Additional Information

Financial Claims

Manufacturing Information

Informed Consent
Labeling
Environmental Assessment

IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

Prepare IDE Contents

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

IDE Initial Application Template
Regulatory  

Support Team

Source of Manufacturing 
information

FDA Approved Device-Off Label 
and/or Modified 
Refer to approved product label &      
describe any changes
Non-FDA Approved Device
Manufactured by Company -> insert 
manufacturing information provided by 
the company & LOA
Manufactured by You ->methods, 
facilities, controls for manufacturing, 
packaging, storage, installation of device 

Material Preparation & 
Submission

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


IDE Initial Application TemplateICF Template 

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx
https://www.utsouthwestern.edu/research/hrpp/assets/forms_form_e_consent.docx


IDE Initial Application Template

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

https://www.utsouthwestern.edu/research/hrpp/assets/SISIDE_UTSW_RSO_IDE_Application_V1.docx


H Prepare IDE Contents

Aim 3

IDE Initial Application Package

Name and Address of the Sponsor

Cover Sheet Form  FDA 3514

Report of Prior Investigations
Investigational Plan

Investigator Certification
IRB Information
Name & Address of Investigator’s Institution

Investigator Agreement

Additional Information

Financial Claims

Manufacturing Information

Informed Consent
Labeling
Environmental Assessment

Material Preparation & 
Submission

1. Prepare IDE contents using 
- Initial application template
- Cover Letter template

2. Once completed, contact SI 
office for review

Step 
2

Contact Us

Regulatory  
Support Team



Sponsor Investigator (SI) Support          Miniseries
Mini-Series Part 1

Part 2  Research Matter April 18, 2023 

Part 3

Part 4

Part 5

Preparing for an IND/IDE

Initial IND/IDE submissions

Safety (Incident) Reports

Annual Reports

Modifications to IND/IDE

Part 6
Ending IND/IDE



We are here 
to help

Selected Resources for ClincialTrials.gov Support

Selected Resources for Sponsor Investigator FDA Support

Book a
Consultation Here!

FREE

Raj Varadarajan, PhD

FDA IND/IDE
Regulatory Scientist

Gene Therapy 
Reporting Expert

Eriko Iwatate

Director

MSc, PGDPM
Regulatory Scientist

Reporting Expert

Rasija Nambiar

ClinicalTrials.gov &
FDA Expanded Access

PhD, MPH, CIP
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