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What is CDER NextGen Portal?

Before and After NextGen Portal

What can Industry do on CDER NextGen Portal?

Progress, Impact & Metrics

What's Next?

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

What is CDER NextGen Portal ?
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Before and After CDER NextGen Portal

Paper and Media processing 

Manual intensive and Inefficient    

Time and resource consuming 

Online submission contains clean, validated and integrated 
data 

Optimized processes and maximize technology to improve 
efficiency

End to End digital collaboration between FDA and 
Stakeholders 

OM

Industry User

Document upload file size up to ~100MB
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CDER NextGen Portal : One Stop Shop 

# Portal Application Submission Collaboration Reporting 

1 Drug Shortages Notifications 

2 Non eCTD submissions for Research INDs

3 Alternate Submissions (Non eCTD Type III DMFs, EUA and others)

4 Orphan Drug

5 Drug Development Tools

6 Controlled Correspondence

7 Pre-ANDA Meeting Request

8 Pre-Assignment Number

9 Waiver Requests

10 Company Affiliation

11 Standards Recognition 

12 Extensions Requests

13 Manufacturing Capacity

14 Critical Care Drug Monitoring

15 Potential drug shortage: Public health emergency
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Portal for Submission, Collaboration and Reporting

➢ Research IND

Submit non-eCTD Research IND without mailing 

in your application 

➢ Alternative Submission

Submit your non-eCTD Type III DMFs, EUA 

and other exempted human drug applications

➢ Controlled 
Correspondences

Controlled Correspondences and Pre-

ANDA Meeting Request to Collaborate 

with FDA on your RLD Products 

Request and receive your Application  

number

Submission Collaboration Reporting

➢ Pre-Assignment

➢ Drug Shortages  

Report Drug Shortages 

Notifications  

➢ Manufacturing Capacity 

Report Manufacturing Capacity 

During Public Health Emergency   
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CDER NextGen Portal continues to reduce regulatory overhead for sponsors, academia, research institutes, 
and small businesses.

Progress, Impact & Metrics

Portal Submission & UsersNon-eCTD Research IND Submissions
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59% reduction of paper submissions since May 2020

NextGen Portal Submissions 

Paper Submissions 

5,000 

Users
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CDER NextGen Portal registration is a simple process requiring Contact Information, Organization 
Information, followed by email validation.

How can I Create an Account 
?

Contact Information

Organization 

Information
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A user-friendly interface for submission, saving progress, performing validation, and building 
human drug application

Portal User Experience

Applicatio

n Builder

Help Center Navigation Pane
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Compliant with NIST security guidance

Portal Security Features 

1 2 3Multifactor 

Authentication
Password Protocols 

Email 

Verification 

MFA is a security system requiring 

more than one method of 

authentication

Password protocols in place to ensure 
users have strong credentials 

Verify email is valid to eliminate incorrect 

emails from creating portal accounts 
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The following support materials can help you get started on CDER NextGen Portal 

Need Support ? 

https://edm.fda.gov/wps/myportal/!ut/p/z0/04_Sj
9CPykssy0xPLMnMz0vMAfIjo8zifQxdnA2dgg18_UN

dHA0CDd0CXCxdPQwM3I30C7IdFQFcul7r/

Research IND User Guides

https://edm.fda.gov/wps/myportal/!ut/p/z0/04_Sj
9CPykssy0xPLMnMz0vMAfIjo8zifQxdnA2dgg18_f2N

TQ0CPUyCAz39XQ0M3I30C7IdFQHsRTmU/

Alternate Submission User Guides

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

Guide_MFA.pdf

User Registration Guides 

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

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

Guide_MFA.pdf

General FAQs

https://pra.digital.gov/

The Paperwork Reduction Act (PRA)

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

Benefits of CDER NextGen

https://edm.fda.gov/wps/myportal/!ut/p/z0/04_Sj9CPykssy0xPLMnMz0vMAfIjo8zifQxdnA2dgg18_UNdHA0CDd0CXCxdPQwM3I30C7IdFQFcul7r/
https://edm.fda.gov/wps/myportal/!ut/p/z0/04_Sj9CPykssy0xPLMnMz0vMAfIjo8zifQxdnA2dgg18_f2NTQ0CPUyCAz39XQ0M3I30C7IdFQHsRTmU/
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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Summary

1. FDA CDER NextGen Portal
• One Stop Shop for non eCTD Submission, Collaboration & Reporting

o Document upload file size up to ~100MB
• Reduce regulatory overhead for sponsors, small businesses and research institutes
• Secured Multifactor Authentication enabled

2. FDA CDER Digital Transformation 
• Optimizing business process and maximize technology 
• Ensure Clean, Complete and Validated data

• Digital transformation in action

3. Progress & Impact 
• 59% reduction of paper submissions
• 5,000 plus portal users and over 40,000 submissions to date
• Improving operational efficiency 



14

New Users may sign up, by navigating to https://edm.fda.gov .

What's Next?

•CDER NextGen Portal Support : edmsupport@fda.hhs.gov

https://edm.fda.gov/
mailto:edmsupport@fda.hhs.gov

