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Food and Drug Administration.

; 3/( ﬂ U.S. FOOD & DRUG



AGENDA AND TABLE OF CONTENTS

Agenda

What is CDER NextGen Portal?

Before and After NextGen Portal

Research Investigational New Drug (RIND) Application
Builder




What is CDER NextGen Portal ?

The CDER NextGen Portal is an integrated portal solution based on common
industry standards for Submission, Collaboration and Reporting.

o CDER NextGer

Portal

Don't have an account? Sign up
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Welcome to
CDER NextGen

Your direct line to the FDA

Learn Maore

CDER NextGen Portal Support : edmsupport@fda.hhs.gov
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Before and After CDER NextGen Portal

Digital transformation in action to promote safe and effective human drug review and approval

Before = Manually Intensive

Paper and Media
Delivery from &CD
Industry FDA Document
Processing
% Ident|fy FDA
é > center/office
V) \L
Email from |_ —I
Industry =
Data Entry

Digital

Transformation

& Paper and Media processing
& Manual intensive and Inefficient

& Time and resource consuming
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1 After = Streamlined ‘K
CDER NextGen

Portal
CDER >
(L G § NextGen  ——
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Promote Safe &
Effective
Human Drugs

Industry User

OM

@ Submission contains clean, complete and validated data
@ Maximize technology and process to improve efficiency

@ Improve collaboration between FDA and Stakeholders

@ Increased document upload file size to 100MB
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CDER NextGen Portal: One stop shop for the —
purpose of Submission, Collaboration and Reporting @ ?T

Regulatory Collaboration Reporting

Portal Application Use Case Submissions

Drug Shortages Notifications

CARES Volume Act Reporting
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Alternate Submissions (Non eCTD Type Ill DMFs, EUA and others)

CALLS

Orphan Drug

Drug Development Tools

Controlled Correspondence

Pre-ANDA Meeting Request
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Pre-Assignment Number

Waiver Requests \/

Company Affiliation

Standards Recognition

Extensions Requests

Manufacturing Capacity

NENECNEN

Critical Care Drug Monitoring Portal
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Research Investigational New Drug (RIND) Application - What You Need To Know

“A research IND (also called a non-commercial IND) is one for which the sponsor (generally an individual investigator,

academic institution or non-profit entity) does not intend to later commercialize the product. These studies are strictly
for research, are usually shorter in duration and may result in publications in peer-reviewed journals.”

High Level FDA Drug Approval Process
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Animals Tested
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Drug Discovery \

< IND Applic,aﬁon

NDA Application
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Drug Approval

Clinical Studies/ Trials

How to submit Research IND to FDA CDER?

o Paper Submissions

Title 21, Code of Federal Regulations, Part 312
allows initial IND submission and each
subsequent submission to be sent by mail

e FDA CDER NextGen Portal
Sponsors of Research INDs can submit
an original IND, subsequent
amendments, and pre-submissions
online via the CDER NextGen Portal. Legend

Pre-Clinical ( , Clinical

() NDAReview O Post Marketing

ADMINISTRATION
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https://www.fda.gov/Drugs/DevelopmentApprovalProcess/HowDrugsareDevelopedandApproved/ApprovalApplications/InvestigationalNewDrugINDApplication/ucm343349.htm

What are the Real-time interactions?
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CENTER FOR DRUD EVALUATION & RESEARCH

Initial Research IND Submission

30 Days
Review

o

Acknowledgement Letter

Gt
Review

Information Request

Response to Information Request

Protocol Amendment

Clinical Study Data
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Research IND Application Builder User Story

BEERMIKSHI, from NIH wants to submit a Research IND to the FDA but wants to quickly submit electronically rather than mailing the application. Adam has a Pre-assignment
Number for the Research IND and wishes to make a submission to FDA CDER. To streamline the process, Adam follows the steps within the CDER NextGen Portal.

RES EARC Adam has the following Information:

Application / Submission Details
., N * IND Number: IND24840
* IND Serial Number: 0000

Company and Contact Details
« Company Name: NIH
« Company Address: Bethesda, MD
» Person Responsible: Adam Kohl

I Product Details
* Drug Name: AIK12
* UNII:36209ITL9D
* Indication of Use: SCTID 404684003

I Study Details
* NCT Number: 000032344

| Make a Research IND Submission in less than 10 Steps |
® &) ), &) &) (&) (&) @)
Register for Login to Enter Validated Upload Generate Digitally Sign Download Submit IND
Account Portal Information Documents 1571 Form Form Alslplica.ti:)n Application
aterials
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RIND Application Builder - Landing Page

Welcome, Adam!

There are currently no-announcements for the

Research IND Application Builder = 4 :
CDER NextGen Portal

Research IND Application Builder program for a more comprehensive application to investigate if a drug is reasonably

safe. Research IND applications are strictly for research and may result in publications in peer-reviewed journals. The

Research IND Application Builder is currently accepting Pre-Submissions, General Correspondences, Initial

Submissions, and Protocol Amendment submissions. Additional submission types to follow.
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RIND Application Builder - Landing Page

Pre-Submission
Initial
Protocol Amendment

New Submission
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RIND Application Builder - Application Details

CDER NextGen

Portal

Research IND

APPLICATION BUILDER

Application / Submlsslon Application/Submission Details

Company and Contact

Submission Type
i Setaiind

A convenient and
logical way to
complete your
submissions

Nonclinical Studles
IND Number

Clinical Studles

Upload Documents

IND Seriai Number

Revlew & Submit

Need Help?

Select all that apply Emergency Research Excoption From Informed Co

The Help Center is available to answer
all your Research IND related
questions.

Expanded Access Use 21 CFR 312,000

Navigation Pane

EGSI/}/ GCCG/::SIble k Referenced Applications a oli TanSitiOI’l betW@en pages
support when makin, ) i

or issi ¢ 8 fewheiions (21 CFA o 3141 Dot o easily with buttons on each
your submission g gpicatom (1 TR P 181 i e s 21 TR ot 2144 and

page

ADMINISTRATION
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Research IND Application Builder - Product Details
CDER NextGen

Portal
APPLICATION BUILDER Research IND
° Application [ Submlssion
Product Details
° Company and Contact _
() Product Name of the Drug Name of Drug
r amels) ( CFF : .-’J.I -
O Nonclinlcal Studlies
y n 1 i L i Drug
()  Clinleal Studles M Q
O Upload Documents + Add Anoth f
Revlew & Submit
Combination Product Information This product
*(Proposed) Indication for Use [ ad y—i—,v —~—ed
Opportunity to copy
information directly from
SNOMED CT hyperlink
« U.S. FOOD & DRUG
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RIND Application Builder - Non-Clinical and Clinical Details

APPLICATION BUILDER

©C O & 0 o

Application /

Submission

Company and Contact

Product

Nonclinlcal Studles

Clinical Studles

U.S. FOOD & DRUG

ADMINISTRATION

Research IND

Clinical Study Details

Clinical Studies

Study 1D L Stuchy Titls i

Multiple Studies

Consolidated view of all studies within
IND in one place divided between
clinical and non-clinical

_ ’

Enter NCT number for validation and
retrieval of key details directly into
your form to minimize data entry
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RIND Application Builder - Document Upload
CDER NextGen

Portal

APPLICATION BUILDER Research IND

Upload Documents

Application / Submission

Company and Contact

Product

—— Document Type
Nonclinlcal Studles
Coverletter ©

Clinical Studles
Introductory Statement

O O O ® o o

Upload Documents :
+ Gensral Investigational Plan

eview & Submit
Review & Sabmit Chemistry, Manutacturing, and Control Data

Erwironmental Assessment or Claim for Exclusion

Nonclinical Literature Reference

_ | S ——
4

Organize your documents into S
respective document types and system —
will create folder structure in eCTD like

folder structure for download

ADMINISTRATION 15
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RIND Application Builder - Review and Submit with Document Generation

Research IND Delete [ " Save and Clo

Review & Submit

Application/Submission Details

on Type * ING Numitses ’ * IND Seral Numbe ’
Select all that apply:
Expanded Access Use 21 CFR 312.300 Zip File Download
Y A 7 - e A ——— Download all documents along with
] tierd NonEmurgency 21 CFR 312 10 Intermedia Siae Pat 1t Poputaton 21 M 312 315
i Patient. Emergency 21 CFA 312 3104 Treatment IND or Frotocol 21 CFR 11232 table of content and populated form
Referenced Applications ol nokagen o] 1571 for your records in a zip file eCTD
' : like structure

Let the system populate the regulatory | & contact Detsits

required form 1571 with the details — 4 T B ———: T I
entered ready for your signature and ' - ' -
submission
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RIND Application Builder - Digitally Sign 1571 Form

No need to print your form! Digitally
sign after review and lock form ready
for submission

MAIESS | [ SUDE SVITS9, A WA, WATINEITIY 1T W)

Address 2 (Apartment, suite, unit, building, floor, efc.)

StatalProvincaliiagion WARNING : A willfully false statement
is a criminal offense (U.S.C. Title 18,
2ZIP or Postal Code Sec. 1001).

nspr or Sponsor’s Authorized Representative

o |

FORM FDA 1571 (03/19)- PREVIOUS EDITION OBSOLETE

28. Signature of Countersigner

Page 20f 6

Adam Kokl

Text-To-Signature ®

Type Name

Add Signature and Submit
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In Summary : To submit Research IND Application

1. Create CDER NextGen Portal Account
2. Select RIND Builder

3. Digitally sign & Submit to the FDA
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Need Support ?
The following support materials can help you get started on leveraging the CDER NextGen Portal

Research IND Application Builder User Guides

https://cdernextgenportal.fda.gov/s/indhelpcenterinfo

General FAQs The Paperwork Reduction Act (PRA)

https://edm.fda.gov/customThemeStatic/themes/c https://pra.digital.gov/
ustomTheme/docs/CDERDirectNextGen_Reference

Guide_MFA.pdf

Contact the Platform Support Team at edmsupport@fda.hhs.gov

User Registration Guides

https://edm.fda.gov/customThemeStatic/themes/c
ustomTheme/docs/CDERDirectNextGen_Reference

Guide_MFA.pdf

Benefits of CDER NextGen

https://www.fda.gov/media/136301/download

{ U.S. FOOD & DRUG
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https://edm.fda.gov/customThemeStatic/themes/customTheme/docs/CDERDirectNextGen_ReferenceGuide_MFA.pdf
https://edm.fda.gov/customThemeStatic/themes/customTheme/docs/CDERDirectNextGen_ReferenceGuide_MFA.pdf
https://www.fda.gov/media/136301/download
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