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Welcome to
CDER NextGen

Your direct line to the FDA

Click here to access the CDER NextGen Portal.

Click here to email the Center for Drugs and Evaluation and Research (CDER) Center for
Office of Generic Drugs (OGD)


mailto:GenericDrugs@fda.hhs.gov
https://edm.fda.gov/EDMIDPLogin/welcome?response_type=code&amp;client_id=0oa1as7rb2poiYTch297&amp;scope=openid%20profile&amp;state=-1346081158_1584554054506&amp;redirect_uri=https%3A%2F%2Fedm.fda.gov%2Foidcclient%2Fedmrp
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Controlled Correspondence

Introduction

Controlled correspondences are submitted to the FDA by external stakeholders seeking information on a specific
element of generic drug product development. They are received by a Control Coordinator team within the Office of
Regulatory Operations (ORO), a sub-office of the Office of Generic Drugs (OGD). They are then triaged to the
appropriate discipline within OGD or the Office of Pharmaceutical Quality (OPQ) for review and response.

This guide provides the essential information you need to use in the CDER NextGen Portal to create and submit a
Controlled Correspondence to the FDA.

For technical assistance, the EDM Support Team (EDMSupport@fda.hhs.gov) is available to help.



mailto:EDMSupport@fda.hhs.gov

CDER NextGenPortal Homepage

i e e BN Y

Step 1. Once you land on the CDER
NextGen Portal homepage, Click
Controlled Correspondence to begin.

Welcome to
CDER NextGen




Controlled Correspondence

Submit a New Controlled Correspondence

CDER Mext
Portal

Step 2. Select New Correspondence
on the top right of your screen.

My Controlled Correspondences

Step 3. Review the “Getting Started” warh Submisson e | (o] v
information for submitting a
Controlled Correspondence.

Controlled Correspondence

Introduction

Step 4. Click Next.

Getting Startea

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, ,
i
1 Controlled Correspondence Asslstant
i
i

Keep in mind, if you have 3 it
previously saveda | .
Correspondence as a draft or |

submitted a request, you can
view it on your Controlled

Correspondence landing page. |




Controlled Correspondence

Contact Details

Step 5. Select if you are submitting
as an Applicantor U.S. Agent.

Step 6. If you are submitting as an
Applicant, review the prepopulated
information in the Profile
Information and Organization
Information sections. Click Next and
skip to Step 9.

If you are submitting as a U.S Agent
proceed to Step 7.




Controlled Correspondence

Contact Details

Step 7. In the o
Organization Information
section click Add to

search foryour —
organization. You can also e

manually enter "
information for your

Organization.

Step 8. Proceed to enter =
the requested Applicant
contactinformation for
the U.S. Agent in the
Applicant Details section.
Note that this step is
optional and is not
required. —




Controlled Correspondence

Correspondence Information

Step 9. Select Yes or No if this is related to a
previous controlled corresponded that has been

Correspondence Information

accepted for substance review or response. If R

Yes, Select the FDA Control Number(s)/Event Requestnformation e

Number(s) and Submission Date from the S

drop-down or Add Manually. e N e
Step 10. Select Yes or No if this request is to e i o o g s s i NS

obtain a Covered Product Authorization fora o

drug that references a listed drug with

REMS/ETASU. If you selected No, select Yes or

No if this is related to an alternative BE RS ——

approach within the same study type. b

Step 11. Select the specific type of inquiry from %

the drop-down menu. |

Step 12. Provide a brief description highlighting
the key areas of focus and click Next.



Controlled Correspondence

Product Details

Product Details

Step 13. Select Yes or No if this ,

. Product Information * Is this request related to post-approval submission requirements?
request is related to a post- D
approval submission requirements.

* Is this request related to your previously submitted ANDA?
® Yes
No

Step 14. If Yes proceed to Step 15.
If No, Select the Add Icon in the : !

Product Selection section. From — r— ey T ]
the drop down, select your -

application type and enter your

2 Discrepancy Details * What would you fike to report?
Product Selection@ + Add =

Product Information

reference number Click the PrekmiRdssr .
appropriate product and press
Select. Click Next to proceed — | e SR — :
forward. D o ST W |

If your information is not found or Mttty Ry ol e
if the information is incorrect, click
Report Data Discrepancy and enter
the information requested and
click Submit.




Controlled Correspondence

Product Details

Product Details

Step 15. Select if this request is related
to your previously submitted ANDA. If
Yes, enter your six-digit ANDA number.

Step 16. Select if this is related to
Inactive Ingredients. If Yes select the
Add icon in the Inactive Ingredient

Selection section. il i

Step 17. In the search area, enter

Product Information

t Selection@

ingredient name. Select from the list
and click Select.

Step 18. Click Add Manually to
manually enter ingredient name. Type
the name of inactive ingredient youd
like to add and click Add Ingredient.

Step 19. Click Next.

Add Ingredient Manually

[ 1 ) :
‘ You will only be allowed to
| i selectthreeinactive ingredient |
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Controlled Correspondence

Upload Documents

Step 20. You will be asked to attacha
Cover Letter forall Controlled
Correspondence.

Step 21. Click on the arrow next to
Cover Letter and click Upload Files to
upload relevant document.

Step 22. If you are submitting as a U.S.
Agent, you will also be asked to provide
a Letter of Authorization.

Step 23. Click Next.

optional documentation, you
will be required to provide a
document description.

Upload Documents

For the following document types, upload files that are 45MB or less of the following file types: pdf, doc, docx, xs, xlsx, ppt, pptx. If the name Is longer than 99 characters, It will be shortened
automatically.

Document Type Document Description File Count

v "Cover Letter @ Flles: 0

& Upload Files | Or drop files

b Previous Request(s) and Responses Flles: 0
> Optional Documentation @ Flles: 0
v "letter of Authorization @ Flles: 0

& Upload Files § Or drop files
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Controlled Correspondence

Review and Submit

Step 24. Review your entry foraccuracy.

Controlled Correspondence

APPLICATION BUILDER :
Review and Submit

©  ContactOais

Step 25. Click the check box stating you
have reviewed your information. o rocoun N

©  Upioad Documents. FstMame  LastNa e Emait

©  Comespondence info

Country Phosetumbe  maem sion

Step 26. Click the check box verifying

that this controlled correspondence is
being submitted on behalf of a generic
drug manufacturer or related industry.

Organization Information

on

SODIUM

SODIUM 2-NAPHTHALENESULFONATE

Step 27. CIle Smeit. Documents

Document Type Document Title Document Description
* Cover Letter Test pat NJA
Previous Request(s) and Responses NIA NIA
Optional Document tation NIA NIA
* Letter of Authorization Testpar NIA
Certifications
ﬂ 1 werity that I have reviewed the information provided to submit to the FDA.
1 verify that this controlled correspondence is being submitted by or on behalf of a generic drug manufacturer or related industry either requesting informatien on a specific element of
generic arug dovelopmant for a potential ANDA or ing post-app

12



Controlled Correspondence

Review and Submit

Step 28. A confirmation message
will appear, and a confirmation e-
mail Wi” be Sent. Cengratulations!

Controlled Correspondence Submitted to the FDA

00010915

Step 29. Youcan Return Home or
create a New Correspondence.

Step 30. To reference previous
submissions, click on the
Reference ID number hyperlinked
on the landing page card for that
specific control submission. You
will then be navigated to the

CDERNextGen
[2

Correspondence #00010925

Activity Log and will be able to st O
select any previously submitted e e —
correspondence.
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Controlled Correspondence

Activity Log

After submitting your Controlled Correspondence,
you can view notifications from the FDA on your
landing page, as indicated by the following
banners:

* Action Required

* New Notification

Step 1. To view a notification, click on a Controlled
Correspondence tile to be redirected to the Activity
Log:

* An Action Required is an Information
Request from the FDA

* A New Notification is the FDA's update or
response to the Controlled Correspondence

Activity Log.

My Controlled Correspondences [ - s comerparence |

° =" Y.

00012166

00011369 (01091)
Current

Last Mo

7P 59 P
A OND [NC ROND INC
[ DBisek
Hew Natifcation I I

00011534 (01706) 00011529 (01670) 00011528 (01665)
Closed Closed Closed

Correspendence #00012976

| Activity Log

Fihamms - Sasied oy Db Ui 3 s sgs-

an o |

04/07/2021, 35BPM

Please notice banners will disappear after you view your notification in the



Controlled Correspondence

Information Request

Correspondence #00012976

Step 2. Click on the Information

Request in the Activity Log to view el Fae
Information Request instructions s ugpaTeD — ¥
and download attachments. — P

Inmal Controlled Correspondence 04./07 /2021, 3:58 PM Sasmita Ba

Step 3. Respond to Information

Request by clicking Respond.

Correspondence #00012976

Step 4. Read Information Request
details and upload relevant files by
selecting Upload Files to browse
your computer and select a file to
upload or drop a flle Into the
designated area on the screen and
click Submit.

Info

Cormspondence SOO0LZITE




Controlled Correspondence

Receiving Notification(s) from FDA

You will view a confirmation screen to

confirm your response to the Information

Request was submitted to the FDA and Response to Information Request Submitted
receive an email confirming the submission

of your Controlled Correspondence

Information Request. Please open the wosTs e o o e
confirmation submission email: I P o
DoNotReply@fda.hhs.gov and review the s

Return Home New Correspondence

information submitted.



mailto:DoNotReply@fda.hhs.gov

Controlled Correspondence

New Notification

Step 5. Click on the notification in the Correspondence #00012166
Activity Log to view the FDA’s response
to the Controlled Correspondence. ) Aty lLag

2y - Sorted by Date - Updated O dayn ago

¥
ACTIVITY LAST UPDATED SENDER

Step 6. Download Attachments to view |
the FDA's update or response to the
Controlled Correspondence.

04/07/2021, 5:07 PM FOA I

06/07/2021, 5:03 PM

FDA Notification

Correspondence #00012166

Notification Instructions
Please review the FDA Notification attachmant below, You may contact the Controlled Correspondence Request staff GenericDrugsétfdahhs.poy with any additional questions you

rnay have regarding this netification

Download Attachmant(s):
Acknowledgment Response 79001, pdf




Controlled Correspondence

Submitting a Withdrawal

Correspondence 200012976

If you would like to withdraw your

Controlled Correspondence, do the izt I

following: e
Step 1. Click on the Actions dropdown from

the Activity Log foryour request and click

Withdrawal.

Correspondence #00012166
Step 2. Enter withdrawal information and

upload relevant files by selecting Upload T R TR Ve A S e
Files to browse your computer and select a e

file to upload or drop a file into the

designated area on the screen.

Step 3. Click Submit Withdrawal.

Submit Withdrawal



Controlled Correspondence

Receiving Notification(s) from FDA

You will view a confirmation screen
to confirm your Controlled
Correspondence Withdrawal was
submitted to the FDA and receive an
email confirming the submission of
your Controlled Correspondence
Withdrawal. Please open the
confirmation submission email:
DoNotReply@fda.hhs.gov and
Review the information submitted.

Controlled Correspondence Withdrawal Request Submitted

00012976
Type

Last Modifiad

_/ U S FOOD & DRUG DEPARTMENT OF HEALTH AND HUMAN SERVICES

Food and Drug Administration
DI STRATICN Silver Spring, MD, 20993

Thank you for submitting your Controlled Correspondence: Withdrawal Request. Your unique Reference ID is:
00012976. Please use this Reference 1D to uniguely identify this Controlled Correspondence request to the FDA.
Please log in to FDA CDER NextGen Portal to review your submission CDER NextGen Portal.

Type of Request Summary:
Type Applicant Organizati Discipli Category
Withdrawal Request| EMD SERONO INC Filing

Please note that no further action is needed at this time on your end. We will review this information and follow up
accordingly. If you identify changes or corrections are needed, contact the Controlled Correspondence Support Team at
GenericDrugsfda.hhs.gov.

For technical support, contact the CDER Platform Support Team at EDMSupport@fda.hhs.gov.

** Please do not reply directly to this message. This is an automatically generated email and replies will not be
monitored. **


mailto:DoNotReply@fda.hhs.gov

Technical Support and Resources




CDER NextGen Portal Support & Resources

The CDER NextGen Portal has many resources for support.

CDER NextGen Portal Announcements
Your Portal home page contains portal
announcements, so users are alwaysin the
know.

Technical Support
For all technical support,
contact CDER Platform
Support Team at
EDMSupport@fda.hhs.gov.

Everything related to the
portal events can be found
on the link.
On the event home page,
users can find the “Learn
More” link to

CDER NextGen Portal Video Tutorial

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


mailto:EDMSupport@fda.hhs.gov
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