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What is an |[ND

Commercial IND: Goal is to obtain marketing approval
Research IND: Investigator Initiated IND, research driv
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3 Steps to Prepare IND
What are the content of IND Application @

1. Manufacturing Information
2. Animal pharmacology/toxicology data

Book a Free
Consultation with RSO

3. Clinical protocols and investigator information Fill out
: IND Application
Who must Submit IND Template

Contact RSO for

Sisupport@utsouthwe:

review/submission ern.edu
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Sponsor Responsibilities

Select qualified Investigators, monitors

Investigator Responsibilities

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

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)

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

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)

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

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

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)

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)

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

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.

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

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)

Delegate authority to qualified individuals

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)

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

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

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

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.)

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

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

Promptly update the financial disclosure to sponsor as needed and for 1 year following
study completion
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What are the content of IND Application @

1. Manufacturing Information
2. Animal pharmacology/toxicology data =

Book a Free
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3. Clinical protocols and investigator information = Fill out
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Investigational New Drug (IND) Life Cycle

Before Trial

IND Preparation Period

@ © &

Consultation

IND Determination
Does study require IND?

Material Preparation

Submission

During Trial

IND Maintenance Period

Ensure other compliances

Update IRB
Update ClinicalTrials.gov

Amendments

End of Trial

S

ithdrawal/Termination
Submit Final Report




Investigational New Drug (IND) Life Cycle

Before Trial
IND Preparation Period
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IND Determination
Does study require IND?




Book one-on-one
Consultation

- Contact Us_3

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

Visit SI-Support Website

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/

Book one-on-one
Consultation

- Contact Us_3

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

Meet with RSO team: Determination of appropriate regulatory pathways

Types of INDs
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Non-Commercial INDs




Book one-on-one
Consultation

- Contact Us_3

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

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




Book one-on-one
Consultation

- Contact Us_3

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

Should | start IRB
applicationdefore
obtaining IND/IDE?

What is FDA’s role
related to CT.gov?

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

Who can help with

ClincialTrials.gov
Registration?




Book one-on-one
Consultation

- Contact Us_3

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

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




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

Meet with RSO team: Review IND initial application package together
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Investigational New Drug Application I
Required Content and Format (Investigators
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IRB Approved
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FDA Form
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Form 3674

Cross- Table of

Reference Contents
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Regulatory
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Book one-on-one
Consultation

- Contact Us_3

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

Meet with RSO team: Review IND Content and Format

21 CFR 312 - IND content and format

O

O
O
O

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

Clinical Components

312.23(a)(6) and (9)

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

Additional Information

312.23(a)(10-11)




Book one-on-one
Consultation

- Contact Us_3

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

Meet with RSO team: Review IND initial application package

IND Initial Application Package

O
O
O
O
O
O
O
O
O
O
O

Cover letter

Form FDA 1571

Form FDA 1572

Form FDA 3674

Form FDA 3454 or Form FDA 3455

Letter of Authorization (cross reference letter for IND)
Initial IND Application

Protocol

Informed Consent Document

Investigator Brochure or package insert
Investigator’s CV




Material Preparation &
Submission

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

- Contact Us 3

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

O00000EEEREAE

Prepare IND Contents

IND Initial Application Package
Cover letter
Form FDA 1571
Form FDA 1572

Form FDA 3674
Form FDA 3454 or Form FDA 3455

Letter of Authorization (Cross reference letter for IND)

Initial IND Application
Protocol
Informed Consent Document

Investigator Brochure or package insert
Investigator’s CV

Cover Letter Form 1571

Form 1572

Contractual
agreement between

Contractual agreement
between Investigator &

Sponsor & FDA Sponsor
Form 3674 Form 3454 Form 3455
Fertification of Financial Disclosure
registration at CT.gov Certification Statement


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

Material Preparation &
Submission

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

- Contact Us 3

2. Once completed, contact S|
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

Prepare IND Contents

Cover letter

Form FDA 1571

Form FDA 1572

Form FDA 3674

Form FDA 3454 or Form FDA 3455

IND Initial Application Package

Letter of Authorization (Cross reference letter for IND)

OO0000EEEERA

Initial IND Application

Protocol

Informed Consent Document

Investigator Brochure or package insert
Investigator’s CV

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:
e Description of the facility where the drug is

manufactured

¢ Chemistry, Manufacturing, and Controls
* Pharmacology, Toxicology information
* Labeling
* Previous Human Experience
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Material Preparation &
Submission

Prepare IND Contents

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

w Contents
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Material Preparation &
Submission

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

- Contact Us 3

2. Once completed, contact S|
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
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Prepare IND Contents

IND Initial Application Package
Cover letter
Form FDA 1571
Form FDA 1572
Form FDA 3674
Form FDA 3454 or Form FDA 3455

Letter of Authorization (Cross reference letter for IND)

Initial IND Application

Ooon

Protocol

Informed Consent Document

Investigator Brochure or package insert
Investigator’s CV

IND
Application

Template

Contents
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Material Preparation &
Submission

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

- Contact Us 3

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@fd. 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

1

1. INTRODUCTION

1.1. Introductory Statement

Briefly describe the research plan submitted in this IND. This section should be 2-3 pages long.
This should include a brief discussion af the disease state to be assessed The intent of this section
is to place the use of the drugs with this indication into perspective for the FDA.

Refer to 21 CFR 312.23(a)(3)

(https:/rwww.accessdata fda gov/seripts/cdrivcfdocs/cfCFR/CFRSearch.cfin?fr=312.23)

Maintain all of the headings in this document and if not applicable to yowr IND, simply state
this.

1.1.1. Name of the Drug and All Active Ingredients
Include all known names of the drug: generic and marketed names, chemical name.

1.1.2. Pharmacological Class of the Drug
Include the pharmacological class of the drug.

1.1.3. Structural Formula of the Drug
Both the structural and chemical formulas should be here.

This section may not be applicable to biologics. You could describe the protein or
complex of proteins instead (e.g. 341 amino acids with a molecular weight of 130 g/mol)

1.1.4. Formulation of the Dosage Form(s) to be Used
Include a brief description of the formulation and dosage. Describe formulations/dosages
of every active component of a combination therapy.

Include placebo information, {f applicable.

1.1.5. Route of Administration

Briefly describe the route of administration and the planned exposure (ig duration of
study drug administration).

1.1.6. Objectives and Duration of the Proposed Clinical Investigation(s)

If maore than one protocol is being submitted under this IND, detail each separately, and
clearly indicate that there is more than one planned investigation.

1.2. References
List any references for Section I

Contents

1. i

11 Introductory
111 Name of the Drug and All Active Ingredi
112, Ph logical Class of the Drug

113 Structural Formula of the Drug

114 Formulation of the Dosage Form(s) tobe Used
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1.1.6. Objectives and Duration of the Proposed Clinical Investigation(s)..............

12 Refi

o

General I 1 Plan

21. Rational
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23 General Approach for Evaluation of Tr

24 Description of First Year Trial(s)

25, Number of Subjects to be Evaluated

26 Dmg Related Risk
R

2.7,
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Proposed clinical research

Cl v. Manufacturing and Control Information
5.1.  Chemistry. M ing and Control
51.1. Drug Sut

512 Drug Product
5.13. Placebo Product

514, Labeling

52 Environmental A

Pharmacology and Toxicology Infc

6.1. Phammacology and Drug Distribution

611 Pharmacology Summary and Conclusions

6.2. T logy: I d Summary

63 T logy: Full Data Tabulation
Previous Human Experience

71. Experienc

7:2. Prior Clinical Research Expernience

7.3.  Clinical Care Experience
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82 Radioactive Drug:
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8.4. Other L

8.5  Selected Reft
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Material Preparation &
Submission

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

- Contact Us 3

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

Contents
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11 Introductory
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112, Ph logical Class of the Drug

113 Structural Formula of the Drug

114 Formulation of the Dosage Form(s) to be Used

1.15. Route of A

1.1.6. Objectives and Duration of the Proposed Clinical Investigation(s)..............

12 Ref:
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2.1 i
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23.  General Approach for Evaluation of Ti

24 Description of First Year Trial(s)

25 Number of Subjects to be Evaluated
26 Drug Related Risk
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6.2. T logy: I d Summary

63 T logy: Full Data Tabulation
7. Previous Human Experience

71

7.2.  Pnor Clinical Research Experience
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Material Preparation &
Submission

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

w Contents
1. Introducti

11 T

¥
L1 Name of the Drug and All Active Ingredi
2. Once completed, contact S| 112, Ph logical Class of the Drug.
: : 113, Structural Formul of the Drug
office for review 114, Formulation of the Dosage Form(s) o be Used............................
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5 CHEMISTRY, MANUFACTURING AND CONTROL INFORMATION

51 Chemistry, Manufacturing and Control

I the investipationa! dreg har been marketed, this section may be covered by referring fo the
product fabeling. ¥You may refer back to the URL identified in Section 5. Alternatively, it might be
appropriate (o refer to a 'Letter of Authorization” if wsing o drug provided by a commerciel
company.

Thix section describes the composition, mamgfactre, and contrel of the drrg substance and the
drug product according o 20 CFE 312.23(7). NOTE: Reference to the carrent edition of the
United States Pharmacopoeia — Natfonel Formulary may satisfi relevant reguirements in this
sectian.

E1.1. Drug Substance
+  Description of drcg; include physical, chemical, or binlogical charccteristics and
evidence supporting sirictwre and identity of the active pharmacestical ingreaiewntfs)

*  Nome and address of marfocturer of drug prodiect

+  Description of the gereral method of preparation of the drug substawce, including a list
af the reagenty, solvents, and catalysts wred, A defailed flow diggram is nggested as the
muot gffective presentation. More information may be needed to assexs the safety af
hiotecknology-derived drugr or drigs extracted from kman sr animal or plant sowrces

*  The acceptable limits and analytical methods wsed to ensure the idenrity, strength,
quality, and purity of the drug subsionee, with a brief description of the text methods wed
fi.e, Nuclear Magnetic Resonanee, Infrared, UF spectra fo prove the identity, and High
FPerformance Liguid chromaiograns to support the purity level and impurities, efc).
Swhmission of certificates of analyris is also suggested.

«  [nformation to support siability of the drug substance during storage in the infended
cartainer closure and diring the texicolagical and clinical shdies

£1.2. Drag Product
»  Lint all companents ured in the ture of the i Igai drig product,
including both those comporenis inlended o appear in e drug product ard those which
may not appear but which are wed in the manufactiring process

®  Where possible, the guantitative ition af the investigational drag product,
inchiding amy reasonable variations that may be expected during the fmvestigational
slage

i

#®  Brief general description of the manufacturing process fin the form of o flow diagram iv
suggesied) and packaging procedure, as well as other relevant tests, as eppropriate for
the product.

= Fimal specifications for the drug product intended fo e wed in toxicological and climical
stwedies showld be included. For infectable products, stevility and prrogenicity fesis,
endotoxin levels and particulate matter should be incheded. Submitting a copy af the
cerfificate of analysis af the clirical baick is alvo suggested.

= Information sufficient to asniee the prodicct s stability during the planred clinical smdics.

—
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Device Overview & IDE ™" ratiiiveliid

ADMINISTRATION
What is a Medical Device What is IDE? -
Instrument, apparatus, implement, machine, Request to FDA for authorization to use

contrivance, implant, in vitro reagent, other meets investigational significant risk device in
the definition of medical device per the FD&C Act human. Exemption may apply

Do | Need an IDE?

Whatare Classes of Medical Device

Class I: e.g., toothbrush, mask, bandage, beds

Class lI: e.g., catheters, blood pressure cuffs

Class lll: e.g., pacemakers, breast implants, ventilators
=
Whatisa 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

wWhatis Non-Significant Risk Device
Devices do not pose a significant risk to the human subjects. ‘{‘T

Does not need IDE but must comply with abbreviated IDE
requirements under 21 CFR 812.2 (b)



: . oYY U.S. FOOD & DRUG
Device Overview & IDE e o

What is IDE?
Request to FDA for authorization to use

investigational significant risk device in

Whatis a Medical Device

Instrument, apparatus, implement, machine,
contrivance, implant, in vitro reagent, other meets

the definition of medical device per the FD&C Act human. Exemption may apply
5 3 Do | Need an IDE?

What are Classes of Medical Device _

Class I: e.g., toothbrush, mask, bandage, beds

Class II: e.g., catheters, blood pressure cuffs }

Class lll: e.g., pacemakers, breast implants, ventilatoi
y

Whatisa 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

whatis Non-Significant Risk Device
NalisssdrinRvareaiSsi=niti=antrisk to the human subjects: ‘ ‘i

>mply with abbreviated IDE
watch on {3 YouTube 2.2 (b)



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

Investigational Device Exemption (IDE) Life Cycle

Before Trial During Trial End of Trial
IDE Maintenance Period

IDE Approved
Progress

Consultation f i
IDE Determination Material Preparation Report

Does study require IDE? & ) -
Submission
No ICF

Report
-

Investigator
List
- .

Amendments \l Withdrawal/Terminatio
Submit Final Report

Ensure other compliances

Update IRB
Update ClinicalTrials.gov




Investigational Device Exemption (IDE) Life Cycle

Before Trial
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Book one-on-one
Consultation

- Contact Us_3

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

Visit SI-Support Website

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/

Book one-on-one
Consultation

- Contact Us_3

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

Meet with RSO team: Determination of appropriate regulatory pathway

Types of Device

a5
IDE Exempt Significa.nt Risk  * Non-Significant
Device Device Risk Device

[ | 1

Only IRB Approval IRB Approval IRB Approval

qp-

Required & &
(21 CFR 812.2 (c)) Full IDE Abbreviated IDE
Required Required

(21 CFR 812.20) (21 CFR 812.2 (b))



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

Book one-on-one
Consultation

- Contact Us_3

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

Meet with RSO team: Ask your device questions !

Who will initially
determine risk level
of the device?

| believe my product
is a combinational
product (both device
and biologic). Do'l
need\DE ordND?
Overseen by CDRH or
CBER?

Can | seek advice
from FDA on non-clinical
testing and/oron my
clinical protocol?




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

Pre-Submission
Informational Meeting
Study Risk Determination

Agreement Meeting

Determination Meeting

Submission issue request

Day 100 Meeting

Upon Request
Yes
No

Yes

Yes

Yes

Yes

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

Q-Submission Type Meeting as Method Timeframe for Meeting/Teleconference
of Feedback (from receipt of submission)

60-75 days

90 days

90 days

30 days or within time frame agreed to do

with sponsor

Date for meeting agreed upon within 30
days of request

21 days
70 days

100 days (from PMA filling date)



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

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

Q-Submission Type Meeting as Method Timeframe for Meeting/Teleconference
of Feedback (from receipt of submission)

Pre-Submission
Informational Meeting
Study Risk Determination

Agreement Meeting

Determination Meeting

Submission issue request

Day 100 Meeting

Upon Request
Yes
No

Yes

Yes

Yes

Yes

60-75 days

90 days

90 days

30 days or within time frame agreed to do

with sponsor

Date for meeting agreed upon within 30
days of request

21 days
70 days

100 days (from PMA filling date)


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

Book one-on-one
Consultation

- Contact Us_3

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

Meet with RSO team: Review IDE initial application package together

Regulatory
Support Team




Investigational Device Exemption (IDE) Life Cycle




Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact S|
office for review

Conact Us 3

Prepare IDE Contents

IDE Initial Application Package
[C] cover Sheet Form FDA 3514

|:| Name and Address of the Sponsor

Report of Prior Investigations

Investigational Plan

Manufacturing Information

Investigator Agreement

Investigator Certification

IRB Information

Name & Address of Investigator’s Institution

Financial Claims
Environmental Assessment
Labeling

Informed Consent

Additional Information

O
|
O
O
]
]
O
|
|
]
|
]

Regulatory
Support Team




Material Preparation &
Submission

Prepare IDE Contents

IDE Initial Application Package
Cover Sheet Form FDA 3514

|:| Name and Address of the Sponsor

Report of Prior Investigations
Investigational Plan

Manufacturing Information

Investigator Agreement

Investigator Certification

IRB Information

Name & Address of Investigator’s Institution

Financial Claims
Environmental Assessment
Labeling

Informed Consent

O
|
O
O
]
]
O
|
|
]
|
]

Additional Information

Form 3514

IDE cover sheet

IDE Cover Letter



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact S|
office for review

Conact Us 3

(7]
O
O
O
O
O
O
O
O
O
O
O
O
O

Prepare IDE Contents

IDE Initial Application Package

Cover Sheet Form FDA 3514

Name and Address of the Sponsor

Report of Prior Investigations

Investigational Plan

Manufacturing Information

Investigator Agreement

Investigator Certification

IRB Information

Name & Address of Investigator’s Institution

Financial Claims
Environmental Assessment
Labeling

Informed Consent

Additional Information

IDE # XXXXX Sponsor: Name, MD
20%X Initial Application

Table of Contents

Contents
. NAME AND THE ADDRESS OF THE SPOMSOR ...
2. REPORT OF PRIOR INVESTIGATIONS. ...
2.0 General o
2.1 Specific Content .....
- INVESTIGATIONAL PLAMN
3.0 Purpose........
3.1 Protoecol ... .
3.3, Risk Analysis._ .
3.4. Deseription of Device,
3.5, Monitoring Plan......
3.6, Additional Records and Reporis
4. MANUFACTURING INFORMATION ...
5. EXAMPLE OF THE INVESTIGATORS AGREEMENT....
6. INVESTIGATOR CERTIFICATION ...
T.
£

L

. IRB INFORMATION . -
. NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS..
FINANCIAL CLAIMS
10, ENVIRONMENTAL ASSESSMENT.
11. LABELING................
12, INFORMED CONSENT.
13. ADDITIONAL INFORMATION

-

IDE Initial Application Template



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

IDE # XXXXX Sponsor: Name, MD
20XX Initial Application

Material Preparation &

1. NAME AND THE ADDRESS OF THE SPONSOR

Submission
Name
. Address
1. Prepare IDE contents using Phone number IDE # X3X300K Sponsor: Name, MD
- Initial application template Fax 200K Indtial Application
Email address

- Cover Letter template Table of Contents
Name and contact information of alternate contact (if applicable)

2. Once completed, contact SI Contents

office for review 1. NAME AND THE ADDRESS OF THE SPONSOR
2. REPORT OF PRIOR INVESTIGATIONS
w 2.1. General
2.2 Specific Content

3. INVESTIGATIONAL PLAN

3.1 Purpose

3.2 Protocol

3.3, Risk Analysis.

3.4, Description of Device.

3.5, Monitoring Plan.

3.6, Additional Reeords and Reports
4. MANUFACTURING INFORMATION
5. EXAMPLE OF THE INVESTIGATORS AGREEMENT ... &
6. INVESTIGATOR CERTIFICATION
7. IRE INFORMATION
£ NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS ... L]
9. FINANCIAL CLAIMS o
10. ENVIRONMENTAL ASSESSMENT. I
11. LABELING 1z
12. INFORMED CONSENT 13
13. ADDITIONAL INFORMATION L4

T S N A TR Y I

B~

IDE Initial Application Template

INITIAL IDE APPLICATION
2



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

IDE # XXXXX Sponsor: Name, MD
20XX Initial Application

2. REPORT OF PRIOR INVESTIGATIONS

Material Preparation &

o In this section, should vide a complete ior investizaiions of the device.
Submission sponsar sauid pro plete repord of prior investigations of
1. Prepare IDE contents using 2.1. General IDE#XXXXX Sponsor: Name, MD
- Initial app“cation temp|ate The report af prior investigations shall include reports of all prior clinical, animal, and 203X Initial Application
- Caver LEnar emele laboratory testing of the device and shall be comprehensive and adequate to justify the proposed
P imvestigation. Table of Contents
2. Once completed, contact SI
4 i Contents
office for review 3.2 Spj P bi:n::-:pﬁ all publ whether adverse of " _— 1. NAME AND THE ADDRESS OF THE SPONSOR -+oorocorrrer e 2
a, ibiio 1y of ail pu jcalions, " rse of supportive, that are re i fo 2 REFORT OF PRIOR INVESTIGATIONS 3
an evaluation of the safety or effectivencsy of the device, copies of all published and 2.1, General 2
w unpuhiished adverse information, and, if requested by an IRE or FDA, copies of other u' B 5
I o | 2.2 Specific Content
Hguificant publivations. 3. INVESTIGATIONAL PLAN 4
b A summary af all other unpublished information (whether adverse or suppartive) in the 31 Fur 4
possession af, or reasonably obfainable by, the sponsor that is relevant to an evaluation j; m " :
safety or effectiveness af the device. e IS Yo
of safety or effec o 3.4. Description of Device 4
cl If information on nonclinical laboratory studies is provided a statement that all such 3.5 Monitoring Plan +
studies have been conducted in compliance with applicable requirements in the good 3.6, Additional Records and Repons 4
labaratory practice (GLP) regulation in 21 CRF part 58 If the study was not conducied 4. MANUFACTURING INFORMATION 3
in compliance with such regulations, a brief statement of the reason for the non- 5. EXAMPLE OF THE INVESTIGATORS AGREEMENT ... 6
compliance. 6. INVESTIGATOR CERTIFICATION 7
7. IRB INFORMATION
8. NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS ... o
. FINANCIAL CLAIMS 1o
10, ENVIRONMENTAL ASSESSMENT. 1}
11. LABELING 12
12. INFORMED CONSENT. 13
13, ADDITIONAL INFORMATION L4

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact S|
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD

20XX Initial Application

3. INVESTIGATIONAL PLAN

At the beginning of this section, sponsor can give a brief overview of the investigation plan, logic
and need for this trial, is it a single-site study, what are the end points efc.

3.1. Purpose
The name and intended use of the device and the objectives and duration of the investigations.

3.2. Protocol

A written protocol should describe the methodology to be used and an analysis of the protocol
demonstrating that the investigation is scientifically sound. Protocol should include objectives
and the hypothesis of the trial. Also describe the type of trial (i.e., controlled/open, double-
blind/single/blind, etc.) Describe in details how the trial will be conducted and analytical
methods that will be used to evaluate the study. If case report forms (CFR) will be used, please
attach it to the protocol.

3.3. Risk Analysis

A description and analysis of all increased risks to which subject will be exposed by the
investigation, the manner in which these risk will be minimized; a justification for the
investigation, and a description of the patient population including the number, age, sex, and
condition.

3.4. Description of Device

A description of each important component, ingredient, property and principle of operation of
the device and of each anticipated change in the device during the course of investigation

3.5. Monitoring Plan

The sponsor’s written procedures for monitoring the investigation and the name and address of
any monitor.

3.6. Additional Records and Reports

The sponsor s written procedures for monitoring the investigation and the name and address of
any monitor.

22 Specific Content

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents
Contents

1. WAME AND THE ADDRESS OF THE SPONSOR
2. REPORT OF PRIOR INVESTIGATIONS

3. INVESTIGATIONAL PLAN
3.1, Purpose
3.2, Protocol
3.3, Risk Analysi
34, iption of Device

F

3.3, Monitoring Plan.
3.6, Additional Records and Reporis

4. MANUFACTURING INFORMATION ..o
5. EXAMPLE OF THE INVESTIGATORS AGREEMENT .
6. INVESTIGATOR CERTIFICATION ..o
T. IRB INFORMATION ..o
B
L)

o oo ow|E 2 E e e oe Ll oW

. NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS.

10. ENVIRONMENTAL ASSESSMENT.
12, INFORMED CONSENT ...
153, ADDITIONAL INFORMATION .

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact S|
office for review

Conact Us 3

IDE # XX XXX

Sponsor: Name, MD
20XX Initial Application

4,  MANUFACTURING INFORMATION

If vou are using a marketed device, then it is appropriate to refer o the product label and
provide copy or a URL to the most curvent product label. I any modifications have been made,

provide details on all changes.

If'vou have a Letter of Authorization (Lod) from another sponsor referencing their FDA
submission (IND, NDA, BLA, IDE, DMF, etc), include the Lod in this seciion. The LoA serves
the purpose fo allow the FDA reviewer to review their submission on file in relation to your IDE

application.

A description of the methods, facilities, and controls used for the manufacture, processing,
storage, and, where appropriate, installation of the device, in sufficient details so that a person
generally familiar with good manufacturing practice can make a knowledgeable fudgment about

Regulatory
Support Team

the quality control used in the manufacture of the device.

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

IDE # XXXXX
20XX Initial Application

Sponsor: Name, MD

Table of Contents

Contents
1. NAME AND THE ADDRESS OF THE SPONSOR ...
2. REPORT OF PRIOR INVESTIGATIONS ..
2.1 General ...
2.2. Specific Content ...
3. INVESTIGATIONAL PLAN
3.1. Purpose.......
3.2 Protocol ...
3.3, Risk Analysis..
3.4, Descrip
3.5, Monitoring Plan......._. ...
3.6. Additional Records and Reports ...

4. MANUFACTURING INFORMATION.
6. INVESTIGATOR CERTIFICATION
7. IRB INFORMATION e
8. NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS.
9. FINANCIAL CLAIMS e
10. ENVIRONMENTAL ASSESSMEN
11. LABELING..... .. ...
12, INFORMED CONSENT...
13, ADDITIONAL INFORMATION

ion of Device.

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact S|
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD
20XX Initial Application

5. EXAMPLE OF THE INVESTIGATORS AGREEMENT

An example of the agreement to be entered into by all investigators to comply with investigator
obligations stated under part 812, and a list of the names and addresses of all investigators who
have signed the agreement.

The Investigator’s Agreement must include:

1. The investigators CV;

2. Where applicable, a statement of the investigator's relevant experience (including the
dates, location, extent and type of experience);

3. Ifthe investigator was involved in an investigation or other research that was terminated,
an explanation of the circumstances that led fo termination;

4. The investigator’s commitment to provide sufficient and accurate financial disclosure
information and update information if any relevant changes occur during the
investigation and for one year following the completion of the study; and

5. A statement of the investigator's commitment to:

o Conduct the investigation in accordance with the agreement, the investigational plan,
Part 812 and other applicable FDA regulations, and conditions of approval imposed
by the reviewing IRB and FDA;

o Supervise all testing of the device involving human subjects; and

o Ensure that the requirements for obtaining informed consent are met.

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. MNAME AND THE ADDRESS OF THE SPONSOR .
2. REPORT OF PRIOR INVESTIGATIONS ...
2.1. General ...
2.2. Specific Content .
. INVESTIGATIONAL PLAN
3.1. Purpose.......
3.2, Protocol
3.3, Risk Analysis..
3.4, Description of Device.

P

w

3.5, Monitoring Plan........__..._..
3.6, Additional Records and Repons ..
MANUFACTURING INFORMATION oo

EXAMPLE OF THE INVESTIGATORS AGREEMENT ..

MNAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS.
FINANCIAL CLAIMS ................
10. ENVIRONMENTAL ASSESSMEN
11. LABELING...
12. INFORMED CONSE
13, ADDITIONAL INFORMATION

R L R A ¥

4
5
6. INVESTIGATOR CERTIFICATION ..o
T
B
9.

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact SI
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. MAME AND THE ADDRESS OF THE SPONSOR

2. REPORT OF PRIOR INVESTIGATIONS

2.1. General

2.2 Specific Content

3. INVESTIGATIONAL PLAN

3.1. Purpose

3.2. Protocol

3.3 Risk Analysis.
3.4, Description of Device.

3.5, Monitoring Plan.

3.6, Additional R ds and Reports

4. MANUFACTURING INFORMATION

L5 _EXAMPLE OF THE INVESTIGATORS AGREEMENT

&. INVESTIGATOR CERTIFICATION

7. IRB INFORMATION

g T A N A T e

£ NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS.

9. FINANCIAL CLAIMS

10. ENVIRONMENTAL ASSESSMENT.

11. LABELING

12, INFORMED CONSENT.

13, ADDITIONAL INFORMATION

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact SI
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. MAME AND THE ADDRESS OF THE SPONSOR

2. REPORT OF PRIOR INVESTIGATIONS

2.1. General

2.2 Specific Content

3. INVESTIGATIONAL PLAN

3.1. Purpose

3.2. Protocol

3.3 Risk Analysis.
3.4, Description of Device.

3.5, Monitoring Plan.

3.6, Additional R ds and Reports

4. MANUFACTURING INFORMATION

T N A T )

5. EXAMPLE OF THE INVESTIGATORS AGREEMENT . ]

&, INVESTIGATOR CERTIFICATION

7. IRB INFORMATION

£ NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS.

9. FINANCIAL CLAIMS

10. ENVIRONMENTAL ASSESSMENT.

11. LABELING

12, INFORMED CONSENT.

13, ADDITIONAL INFORMATION

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact SI
office for review

Conact Us 3

IDE # XXNXX Sponser: Name, MD
20XX Initial Application

8.  NAME AND ADDRESS OF THE INVESTIGATIONAL
INSTITUTIONS

The name and address of any institution at which a part of the investigation may be conducted.

INITIAL IDE APPLICATION
El

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. MAME AND THE ADDRESS OF THE SPONSOR

2. REPORT OF FRIOR INVESTIGATIONS 3
2.1. General 3
2.2, Specific Content 3

3. INVESTIGATIONAL PLAN 4
3.1. Purpose 4

3.2, Protocol 4

4
4
4
4
5

3.3 Risk Analysis.

3.4, Description of Device.

3.5, Monitoring Plan.

3.6, Additional Records and Repons
4. MANUFACTURING INFORMATION
5. EXAMPLE OF THE INVESTIGATORS AGREEMENT ..o B
6. INVESTIGATOR CERTIFICATION T
7. IRB INFORMATION

8. NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS. ... o

9. FINANCIAL CLAIMS 1]
10. ENVIRONMENTAL ASSESSMENT. L1
11. LABELING 12
12, INFORMED CONSENT. 13
13, ADDITIONAL INFORMATION 14

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact SI
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

9. FINANCIAL CLAIMS

If the device is to be sold, the amount to be charged and an explanation of why sale does not
constitute commercialization of the device. . If the device will not be sold, this shauld be stated
here.

L& NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. NAME AND THE ADDRESS OF THE SPONSOR ... 2
2. REPORT OF PRIOR INVESTIGATIONS 3
2.1. General 3
2.2, Specific Content 3
3. INVESTIGATIONAL PLAN 4
3.1 Purpose 4
3.2, Protocol 4
4
4
4
4
5

3.3 Risk Analysis.
3.4, Description of Device.

P

3.5, Monitoring Plan.
3.6, Additional Records and Repons
4. MANUFACTURING INFORMATION
5. EXAMPLE OF THE INVESTIGATORS AGREEMENT ..o B
6. INVESTIGATOR CERTIFICATION T
7. IRB INFORMATION

9. FINANCIAL CLAIMS

10. ENVIRONMENTAL ASSESSMENT. L1
11. LABELING 12
12, INFORMED CONSENT. 13
13, ADDITIONAL INFORMATION 14

—
INITIAL [DE APPLICATION
1o

IDE Initial Application Template



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

Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact SI
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. MAME AND THE ADDRESS OF THE SPONSOR

2. REPORT OF PRIOR INVESTIGATIONS

2.1. General

2.2 Specific Content

3. INVESTIGATIONAL PLAN

3.1. Purpose

3.2. Protocol

3.3 Risk Analysis.

3 4. Description of Device

P

3.5, Monitoring Plan.

3.6, Additional R ds and Reports

4. MANUFACTURING INFORMATION

T N A T )

5. EXAMPLE OF THE INVESTIGATORS AGREEMENT . ]

&, INVESTIGATOR CERTIFICATION

7. IRB INFORMATION

B~

£ NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS.
| & FINANCIAL CLAIMS

10. ENVIRONMENTAL ASSESSMENT.

11. LABELING

12, INFORMED CONSENT.

13, ADDITIONAL INFORMATION

IDE Initial Application Template
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Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact SI
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD
20X Inntial Application

11. LABELING

Copies of all labeling for the device. (If vou are using a marketed device, then it is appropriate to
refer to the most current product labeling and provide a copy or a URL link ta the most current
labeling here.)

Labeling is defined as all labels and other written, printed, ov graphic matter upan any article

o any of its containers or wrappers, or accompanying such article at any time while a device is
held for sale after shipment or delivery for shipment in interstale commerce. "

An investigational device or its immediate package must bear a label with the following
information:

*  the name and place of business of the manufacturer, packer, or distributor;

*  the guantity of comtents, if appropriate; and

»  the statement, "CAUTION — Investigational device. Limited by Federal for United
States) law to investigational use *

The fabel must also describe all relevant contraindications, hazards, adverse effects, interfering
suhstances or devices, warnings, and precautions.

The fabeling of an investigational device must not contain any falve or misleading stalements nor
imply that the device iz safe or effective for the purposes being investigated.

INITIAL [DE APFLICATION
12

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. MAME AND THE ADDRESS OF THE SPONSOR

2. REPORT OF FRIOR INVESTIGATIONS 3
2.1. General 3
2.2, Specific Content 3

3. INVESTIGATIONAL PLAN 4
3.1. Purpose 4

3.2, Protocol 4

4
4
4
4
5

3.3 Risk Analysis.

34. De

3.5, Monitoring Plan.

3.6, Additional Records and Repons
4. MANUFACTURING INFORMATION
5. EXAMPLE OF THE INVESTIGATORS AGREEMENT ..o B
6. INVESTIGATOR CERTIFICATION T
7. IRB INFORMATION
8. NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS ... o
9. FINANCIAL CLAIMS 11

iption of Device

| 10, ENVIRONMENT AL ASSESSMENT. 11

11. LABELING 12

12, INFORMED CONSENT. 13
13, ADDITIONAL INFORMATION 14

IDE Initial Application Template
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Material Preparation &
Submission
1. Prepare IDE contents using

- Initial application template
- Cover Letter template

2. Once completed, contact SI
office for review

Conact Us 3

IDE # XXXXX Sponsor: Name, MD
20X Initial Application

Table of Contents

Contents
1. MAME AND THE ADDRESS OF THE SPONSOR

2. REPORT OF PRIOR INVESTIGATIONS

2.1. General

2.2 Specific Content

3. INVESTIGATIONAL PLAN

3.1. Purpose

3.2. Protocol

3.3 Risk Analysis.
3.4, Description of Device.

3.5, Monitoring Plan.

3.6, Additional R ds and Reports

4. MANUFACTURING INFORMATION

T N A T )

5. EXAMPLE OF THE INVESTIGATORS AGREEMENT . ]

&, INVESTIGATOR CERTIFICATION

7. IRB INFORMATION

B~

£ NAME AND ADDRESS OF THE INVESTIGATIONAL INSTITUTIONS.
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1. Prepare IDE contents using IDE#XXXXX Sponsor: Name, MD
- Initial application template 20XX Initial Application

- Cover Letter template Table of Contents

2. Once completed, contact SI Contents

office for review I. NAME AND THE ADDRESS OF THE SPONSOR
2. REPORT OF PRIOR INVESTIGATIONS
w 2.1. General

2.2 Specific Content
3. INVESTIGATIONAL PLAN

1.1 Purpose

1.2 Protocol

3.3, Risk Analysis.

1.4, Deseription of Device

3.5, Monitoring Plan.
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https://www.utsouthwestern.edu/research/hrpp/assets/ctgov_main_quick_guide.pdf
https://www.utsouthwestern.edu/research/hrpp/assets/ctgov_main_step_by_step_registration.pdf
https://www.utsouthwestern.edu/research/hrpp/assets/ctgov_main_step_by_step_results_reporting.pdf
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https://www.utsouthwestern.edu/research/hrpp/regulatory-support/ctgov/
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https://www.utsouthwestern.edu/research/hrpp/regulatory-support/si-support/
https://www.utsouthwestern.edu/research/hrpp/regulatory-support/si-support/
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https://swlxwsvauthprd1edu.swmed.edu/research/hrpp/assets/SISIND_UTSW_EA_Quick%20Guide%20for%20DrugsBiologics_V8.pdf
https://www.utsouthwestern.edu/research/hrpp/assets/SIS_UTSW_RSO_IND_Quick_Guide_V1.pdf
https://www.utsouthwestern.edu/research/hrpp/assets/SIS_UTSW_RSO_IDE_Quick_Guide_V1.pdf
https://www.utsouthwestern.edu/research/hrpp/assets/SIS_UTSW_RSO_Main_Timeline_V1.pdf
https://www.utsouthwestern.edu/research/hrpp/assets/SIS_UTSW_RSO_SI_Responsibilities_V1.pdf
https://www.utsouthwestern.edu/research/hrpp/regulatory-support/si-support/ind.html#:%7E:text=IND%20Templates%2C%20Guidance%20and%20Useful%20Links
https://outlook.office365.com/owa/calendar/SponsorInvestigatorSupport@365utsouthwestern.onmicrosoft.com/bookings/

	         Sponsor Investigator (SI) Support�                         Miniseries �
	Slide Number 2
	 Sponsor Investigator (SI) Support          Miniseries�                         Mini-Series �
	Slide Number 4
	Slide Number 5
	Slide Number 6
	Slide Number 7
	Investigational New Drug (IND) Life Cycle
	Investigational New Drug (IND) Life Cycle
	Slide Number 10
	Slide Number 11
	Slide Number 12
	Slide Number 13
	Slide Number 14
	Slide Number 15
	Investigational New Drug (IND) Life Cycle
	Slide Number 17
	Slide Number 18
	Slide Number 19
	Slide Number 20
	Slide Number 21
	Slide Number 22
	Slide Number 23
	Slide Number 24
	Slide Number 25
	Slide Number 26
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Slide Number 34
	Slide Number 35
	Slide Number 36
	Slide Number 37
	Slide Number 38
	Slide Number 39
	Slide Number 40
	Slide Number 41
	Slide Number 42
	Slide Number 43
	Slide Number 44
	Slide Number 45
	Slide Number 46
	Slide Number 47
	Slide Number 48
	Slide Number 49
	Slide Number 50
	Slide Number 51
	Slide Number 52
	Slide Number 53
	Slide Number 54
	Slide Number 55
	Slide Number 56
	Slide Number 57
	Slide Number 58
	Slide Number 59
	Slide Number 60
	Slide Number 61
	Slide Number 62
	Slide Number 63
	 Sponsor Investigator (SI) Support          Miniseries�                         Mini-Series �
	We are here to help

