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Disclaimer

The views and opinions expressed in the following PowerPoint slides are those of
the individual presenter and should not be attributed to DIA, its directors, officers,
employees, volunteers, members, chapters, councils, Communities or affiliates.

This presentation is incomplete without accompanying verbal commentary.
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Disclaimer

The views and opinions presented here represent those of the speakers and
should not be considered to represent advice or guidance on behalf of the
U.S. Food and Drug Administration.

4 Center for Drug Evaluation and Research
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FDA CDER NextGen Portal

One stop sholgq).for the purpose of non-eCTD Submission, Collaboration and
Reporting. This capability continues to reduce regulatory overhead for sponsors,
academia, research institutes, and small businesses.

Y CDER NextGen

Portal

Under 18 U.5.C. 1001, snyone who makes s materially false, fictitious, or
fraududent statement to the U S. Gavermment is subjected to criminal

Welcome to ET————
CDER NextGen

Your direct line to the FDA

Learn More

Need help signing in?

Don't have an account? Sign up




Digital Transformation

. : . FDA
In action to promote safe and effective human drug review and approval .
Before NextGen Portal After NextGen Portal

\ c
o
Paper and Media Delivery . 'g CDER
from Industry C )L 8 E (L =P | NextGen
FDA Document U .20 é Portal
Processing = 2 Stakeholders
M
Identify FDA =
center/office
V72 :
Data Entry \L '
Email from Industry |_ j ] oM =
FDA Review Team
“N))  Inefficient paper and Media processing @ Streamlined submissions with clean, complete, and validated data

Manually intensive @ Maximized API led technology to improve efficiency

Time and resource consuming @ Improved collaboration between the FDA and Stakeholders



FDA CDER NextGen Portal Products

Regulatory Submissions Streamlined Collaboration

Orphan
Drugs

Drug
Shortage
Notification

CARES
Volume Act

CARES
Volume Act

Drug
Development

Reporting Tool Pre-Launch Reporting
Alternate DruCghSaLiJr;])ply Activities Program
Submissions Security Act Importation Fee

Pre-ANDA & Requests

CPAM Standards
Meeting Recognition
Request

Pre-
Assignment
Number

Drug
Development
Tools

Extension
Request

FDA Form
3911

Waiver

Pre- Exemption Manufactur
Assignment Exceptions anue
Waiver Number Request " pacity
Exemption Drug Supply Critical
Exceptions Program Fee Chain Care Drug
Request Radioactive Security Act Monitoring

Emergency

Use Drug
Authorization Resea.rch Drug
. Committee
Potential FDA Form Supply
Drug 3911 Chain
Statement of Shortage Security

Emergency
Use
Authorization

Act

FDA Form
3911

Investigator
(FDA Form
1572)

FDA CDER Offices : OND, OGD, OPQ, OMP, OC, OM, OTC




What is New ?...Coming Soon
Druqg Supply Chain Security Act (DSCSA) Portal

Steps to achieve interoperable, electronic tracing of products at the package level to identify and trace certain
prescription drugs as they are distributed in the United States. This will enhance FDA’s ability to help protect
consumers from exposure to drugs that may be counterfeit, stolen, contaminated, or otherwise harmful.

|IEIYA> A Drug Supply Chain Example

From Supplier to Patient

Established 2 Way collaboration capability for

N‘.. ~h© % bﬁ j> reporting and respond to inquires such as :
Hif> h ‘" ’ /- * Transaction Information (T)

A 'a' ryl - § . .
- S e Transaction Statement (TS)
upplier(s) Masirasiio olesaler Distributor i o Patiert .
i T « Information Request (IR)

(Primary)

> | Wholesaler Distibuter

(Secondary)


https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa

NextGen Portal Users adoption the last 5 years

CDER NextGen Portal Users
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Number of Submissions

CDER NextGen Portal Submissions
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Need Support ?

= The following support materials can help you get started

Research IND Application Builder User Guides User Registration Guides

https://cdernextgenportal.fda.gov/s/indhelpcenterinfo https://edm.fda.gov/customThemeStatic/themes/c
ustomTheme/docs/CDERDirectNextGen_Reference
Guide_ MFA.pdf

General FAQs The Paperwork Reduction Act (PRA) Benefits of CDER NextGen

https://edm.fda.gov/customThemeStatic/themes/c https://pra.digital.gov/ https://www.fda.gov/media/136301/download
ustomTheme/docs/CDERDirectNextGen_Reference

Guide_MFA.pdf

\ l /

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



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://edm.fda.gov/customThemeStatic/themes/customTheme/docs/CDERDirectNextGen_ReferenceGuide_MFA.pdf
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://edm.fda.gov/customThemeStatic/themes/customTheme/docs/CDERDirectNextGen_ReferenceGuide_MFA.pdf
https://www.fda.gov/media/136301/download
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Questions?
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