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Welcome to
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Your direct line to the FDA

Click here to access the 3911 Platform using CDER NextGen Portal
Click here to email the Drug Notification Staff


https://cdernextgenportal.fda.gov/
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3911 Platform

Introduction

This guide provides information you need to use in the CDER NextGen Portal to create and submit a Drug Notification
to FDA using the Form FDA 3911.

The 3911 Platform within the CDER NextGen Portal was created as a simple and efficient way for users to create and
submit a Drug Notification to notify FDA when they have determined a product is illegitimate. The 3911 Platform also
helps users generate a Form FDA 3911 and communicate with FDA regarding their submission.

For technical assistance, please visit the CDER NextGen Portal Help Center.



https://cdernextgenportal.fda.gov/s/cder-help-center

3911 Platform

CDER NextGen Portal Home Page

Step 1. After you log into CDER NextGen Portal, click 3911
Platform to begin.

Welcome to
CDER NextGen

Your direct line to the FDA

poral _Welcome, _ John 1A 2?2 A

FDAHome | Browses Requircments | Contact Tech Support | FAGs

FollowFDA | FDA Voice Blog | Privacy

Research IND Application Builder

Program for 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, Meeting Requests,
Meeting Packages, General Correspendences, Initial Submissions, Protocol Amendment submissions, Information Amendment submissions

Respense to FDA Request for Information submissions, Annual Reports, Development Safety Update Reports (DSUR), Withdrawal

quests for IND
Application, Inactivation Requests, Reactivation Requests, Res

ponse to Clinical Hold, Request for Formal Dispute Resolution, Administrative Change
and IND Safety Report submissions.

Statement of Investigater (Form FDA 1572)

Prepare, sign, and download Form FDA 1572 that you can send to the study sponsor

3911 Platform

Submit, review or terminate a 3911 submission

Notify FDA of
appropri

ply Chain Securi
er determining a prod
appropriate trading partners within 24 hours after determinir

llegitimate drug products. The Drug Supy ct (DSCSA) requires certain trading partners to notify FDA and all

e immediate trading partners within 24 hour:

te. Manufacturers are also required to notify FDA and

product is at high risk for illegitimacy. For more information about notifying FDA of

illegitimate drug products, please click here.
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Submit a New Drug Notification

Step 2. Select New Submission.

Step 3. Review the Getting Started
information for submitting a drug

notification using the Form FDA 3911.

Step 4. Click Next.

previously saved a submission !
as a draft or completed i
submitting the drug |
notification, you can view it on i
your 3911 Platform |
Submissions landing page. i

CDERNextGen

Portal

3911 Platform Submissions

PDr(aI
3911 Platform Submissions

Introduction

Getting Started

Wielcome to the 3911 Platform to bulld your submisslon! Please complete the following sections related to the submisslon or product(s). You can reference the gulde provided In the Help Canter as you complete the
submisslon. When you are finished, please proceed to the Review & Submit section to send the request to FDA for raview.

3911 Platform Submissions




3911 Platform

Submission Details 3911 Platform Submissions

Step 5. Date of Initial Notification to FDA is

pre-populated to show current date. It is a

non-editable field that is greyed out as shown S——

in the screenshot. Enter the remaining 0

Submission Details including the Date

lllegitimate Product Was Determined by S

Company and the Classification of comprysruyinemen | L -

Notification.

Help Center

Step 6. To enter Company & Facility
Information click the + Add Company button.
This should open a pop-up modal to enter
Organization Information.

.



3911 Platform

Submission Details — Organization Information

Organization Information

* When Yes is selected for any of the
questions on the Look Up tab, a search box

Company Information [i]

Do you have a FEl number for the company? * [i]

appears. Enter the desired FEI/DUNS
number and click on the Search button to Do you have 8 DUNS number fo the campany?* O
view the related organization details below.
* To select the organization information, click
on select. This will populate the -
Organization Name, Address and FEI/DUNS <~
details in a non-editable format. rletie @
* When completed, click on the Next button
to enter Company Information. s prsmceUTICALs e, T2 VAN ARBOR AVE OKLAHOVA

]
| above.

_______________________________________________________________________________________________________________________________________________________________________
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Submission Details
* Fill out the Company Information by vt oS se e rane
answering the remaining fields. Click Done
to finish adding the Company & Facility

Information.

Step 7. Click Next to navigate to the Product
Details page.

ooooooooooooooooo

i original submitter?, the Contact Information will be pre-
. populated with the details of the submitter accessing the
| portal account.

respective buttons.

Remove the selected information by clicking on the |
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Product Details — One Product

Product Details has two pathways basedon | ...
the number of products involved.

Step 8a. If the incident is related to one
product, answer the question in Product
Details section accordingly and click on the +
Add Product button to add Product
Information in a new screen.

e Search by NDC Number, Proprietary Name
or Active Ingredient by entering details in - : | ﬂi' .
their respective search boxes and clicking {
on the Search button.

e Select the desired product and click on
Done to add product information.

-
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Product Details — One Product

Product Details

Step 9a. The product information added can
be viewed in a tabular form. Fill out the
remaining fields in this page and click on Next o |

to navigate to the Upload Documents page.

approved use of the product, enter additional i . '
information in the conditional text field. |

If you have also submitted the information to FDA =
through an alternative mechanism, enter relevant

i information in the conditional text field (e.g., case or
. reference number) as applicable.

e e

describe the circumstances surrounding the incident in!
the description text box. When submitting a Request | .

for Termination, explain why the notification is no
longer needed including any corrective actions taken.
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Product Details — Multiple Products

Step 8b. Select Multiple if you are submitting
information for more than one product.

Product Details

Step 9b. Fill out the remaining fields in this o
page and click on Next to navigate to the
Upload Documents page.

.
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Upload Documents

Step 10. Documents can either be uploaded
by clicking on the Upload Files button or you
can drag and drop the desired file from your
desktop in the drop files section.

Step 11. Once the file(s) has/have been
selected, click on Next to go to the Review &
Submit page.

upload documents will be mandatory step to
provide FDA with specific product information
related to the multiple products.

| 3911 Platform Submissions

APPLICATION BUILDER Upload Documents

@ submiss ion Details For the following document types, upload files that are 1GB or less per file. Acceptable file types include: pdf, doc, docx, xIs, xlsx, ppt, pptx, txt. Please note, only alphanumeric, underscore, and spaces are allowable within
the filename, and that file names are 99 characters or less.

©  Product Details

Document Type File Count
O  Upload Documents
O Review & submit ~  OtherDocuments © Files: 0

&, Upload Files  Or drop files

=

3911 Platform Submissions

APPLICATION BUILDER Upload Documents

©  suomission Details For the following document types, upload files that are 1GB or less per file. Acceptable file types include: pdf, doc, docx, xls, Xlsx, ppt, pptx, txt. Please note, only alphanumeric, underscore, and spaces are allowable within
the filename, and that file names are 99 characters or less.

o -

Document Type File Count
Q Upload Documents
O Review & Submit ~  Other Documents @ Files: 1

© 3911 UAT Debrlef.d

2, Upload Files | Or drop files
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ReView and Submit Review and Submit =

Submission Details

Step 12. Verify the information for the Submision et

3911 Notification and click on Generate 3911 s
button. You can click on Download 3911 if you

would like to download a version of Form FDA e

3911 in your desktop. Product Detais

Product Details

Step 13. Click on Submit to submit
the Notification to FDA.

If there are mandatory fields that are not filled out,i
i a red box will appear around those fields and |
. Submit button will be disabled. |

Form FDA 3911 can be downloaded only after Uplosd Documents

Upload Documents

Product Lookup

Documen tType File Count

Other Documents @ Flles: 1

‘:Submit button will be enabled only after clicking —
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Receiving Confirmation(s) from FDA

You will view a confirmation screen to confirm your
Notification was submitted to FDA and receive an
email confirming the submission of your 3911
Notification. Please open the confirmation email:

Food and Drug Administration
Silver Spring, MD, 20983

Thank you for submitting your 3811 Submission. You can log into the 3911 Platform to review your submission if needed

)
DoNotReply@fda.hhs.gov and review the et s et s ko g,y et e o o i o e s O e 1 it
. . . For technical support, contact the CDER Platform Support Team at EDMSupport@fda.hhs gov.

information submitted. + Plase do not reply direcly o his message. This i an automtically generated emll and rples il not be moritored.
Activity Lo

3911 Platform Submissions

After submitting your drug notification, you can
view your submission and FDA notifications on
your activity log page by clicking on the incident ID
on your landing page tile.

999019289

999019219
Submitte Submitted

Here, you can send a subsequent submission such
as Follow-Up Notification or Request For
Termination, view Submission Summary, or send a
General Correspondence. You can also view
communication(s) sent by FDA and respond to an
Information Request from FDA.



mailto:DoNotReply@fda.hhs.gov

3911 Platform

Subsequent Submission

# 999019289

Step 14. To send a subsequent submission click on
Actions drop down and navigate to the desired
submission (e.g., Follow-Up Notification)

[ Activity Log
£ Mo - Sortad by Date- Updisd 0 days g0

ACTIVITY LAST UPDATED SENDER

2023, 10:42 AM Sal Aashish Boddet!

Step 15. Review the Follow-Up Notification details,
edit where necessary and click on Submit to send
the Follow-Up Notification to FDA.

3911 Platform Submissions

Step 16. You will receive an email confirmation T R ‘
regarding your submission to FDA. Navigate to the - Review en submi B
Activity Log to view the submission that was made. e 1 | [

The fields that are not editable are greyed out. i Cormpany & ety Iformation

‘: Follow the same steps to submit a Request For | S
. Termination. i
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Submission Summary

You can select and view a specific Submission [ actiey Log

. .
ummary from the Activity Lo = —
S .
Response to Information Request 08/31/2023, 09:42 AM Sai Aashish Boddeti

08/30/2023, 03:09 PM FDA

08/21/2023, 10:39 AM Sai Aashish Boddeti

A Submission Summary can be viewed for an Initial —
Submission, Follow-Up Notification and Request for

Termination. |

Company & Facility Information

Product Details

Product Details

Product Lookup

Serial Number

Upload Documents
Upload Documents

uuuuuuu Type File Count

Other Dacuments @
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General Correspondence # 999019289

5] Activity Log

To send a General Correspondence to FDA,
perform the following steps:

Step 1. Once you navigate to the Activity Log, click g
on the Actions dropdown and select General
Correspondence.

Incident Number #999019289

Please enter the following information regarding your General Correspondence.

Please attach any necessary documents belows

Step 2. Provide relevant information in the text
box, attach any necessary documents (if any) and
click Submit to send the General Correspondence

to FDA.

Step 3. You will view a confirmation screen to
confirm your General Correspondence was
submitted to FDA and receive an email

00135144 message and get back with you shortly.

Form 3911 General Correspondence Submitted

| 8

1 * <Kamrul Chowdhury@ida
sspondence Submitted - [Event 1D: 00139007)

Foad and Drug Administration

For technical support, please Silver Spring, MD, 20993

(EDMSupport@fda.hhs.gov).

o b g
o - 7770 “wnersl Corre:
f. t N Status: Submitted Return Home
CO n I r' m a IO n . Last Modified: 08/31/2023, 09:29 AM / U.S.FOOD & DRUG ~CEPARTMENTOR HEALTHAND HUMAN
contact the CDER platf C ADMINISTRATION
|

Thank you for submitting your 3911 : General Correspondence.Your 3911 Incident ID is 999019376.Please use this Incident ID to uniquely identify this submission to the
FDA. Please log in to 3911 Platform io review your submission if needed.

_______________________________________________________________________________________________________ Plaase note that no furthur action is needed at this time on your end. We will review this information and follow up accordingly.
For tachnical support, contact the CDER Platform Support Team at EDMSupport@fda hhs.gov.

|
@ Submit button is enabled once text is entered in the text box i Pl 6ty ey o g, Th 1 i et et i b e,
|
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Activity Log

After submitting your drug notification, you can

view your submission and FDA notifications on your
activity log page by clicking on the incident ID on your
landing page tile.

* An Action Required banner appears when FDA
sends an Information Request or FDA
Reminder

* A New Notification banner appears when the
following responses are sent by the FDA:

* Request for Termination Agreement

* Request for Termination Disagreement

* Not a Notification under DSCSA

* FDA Response

* Transition from 3911 Platform to DSCSA
Portal

3911 Platform Submissions

999019219 009019216 999019289
Submitte erminated Submitted

For Termination Inc.
e
= New Notification

# 999019289

[B) Activity Log
e Sored by Date Updstd 0 oy og

i disappear after you view your
. notification in the Activity Log.

Click on the incident number to be redirected to the associated Activity Log. Here, you can send a subsequent submission
such as Follow-Up Notification or Request For Termination, view Submission Summary, or send a General Correspondence.
You can also view communication(s) sent by FDA and respond to an Information Request from FDA.
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Information Request

Step 1. Once FDA sends an Information Request,
navigate to the Activity Log of the relevant
notification and click on FDA Information Request.

Step 2. Review the information shown in the
Information Request screen and click on the
attachment to download the Information Request.

Step 3. Once reviewed, click on Respond to send a
Response to Information Request.

Step 4. Provide relevant information in the text
box, attach any necessary documents (if any) and
click Submit to send the Response to Information
Request to FDA.

Step 5. You will view a confirmation screen to
confirm your Response to Information Request was
submitted to FDA and receive an email
confirmation.

# 999019219

[5) Activity Log
3 e - o by

i by Diste - Updated 1 days ago

<<<<<<<<

FDA Information Reques

FDA Information Request

3911 Platform Submissions

to Information Request Submitted to FDA
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FDA Communication

# 999019216

Step 1. To view communication from FDA, navigate

[E] Activity Log Actions v
to the Activity Log of the incident and click on the
desired FDA Communication, for example, Request Lo o

Follow-Up Notification 08/24/2023, 10:41 AM Sai Aashish Boddeti

for Termination Agreement.

Initial Submission 08/21/2023, 10:12 AM Sai Aashish Boddeti

Step 2. Review the information shown in the
Request for Termination Agreement screen and
click on the attachment to download the Request £999019216
Termination Agreement message sent by FDA.

Follow the same steps to view other FDA communication such as Request for Termination Disagreement, Not a Notification i
i under DSCSA, FDA Response, FDA Reminder or Transition from 3911 Platform to DSCSA Portal. i
T !

These FDA communications are one-way so you cannot respond to them. If you have additional questions on these i
| responses, you can send a General Correspondence to FDA. i



FDA

Technical Support and Resources




CDER NextGen Portal Support & Resources

The CDER NextGen Portal has many resources for support.

Portal Announcements
Your Portal home page

contains portal
announcements so users

are always in the know. E

01

Technical Support
For all technical support,
please visit the CDER
NextGen Portal Help
Center.

Everything related to the
portal incidents can be
found on the

link. On the incident home
page, users can find the
“Learn More” link to

Portal Video Tutorial

The “Video Tutorial” contains 1-
4 minute video clips on how to
complete submissions for
incidents on the portal.


https://edm.fda.gov/EDMIDPLogin/welcome?response_type=code&client_id=0oa1as7rb2poiYTch297&scope=openid%20profile&state=-1346081158_1584554054506&redirect_uri=https://edm.fda.gov/oidcclient/edmrp
https://cdernextgenportal.fda.gov/s/cder-help-center
https://cdernextgenportal.fda.gov/s/cder-help-center
https://cdernextgenportal.fda.gov/s/cder-help-center
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