CDER Controlled Correspondence
Reference Guide

o CDER NextGen

Portal

Welcome to N
CDER NextGen N

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)


https://edm.fda.gov/EDMIDPLogin/welcome?response_type=code&amp%3Bclient_id=0oa1as7rb2poiYTch297&amp%3Bscope=openid%20profile&amp%3Bstate=-1346081158_1584554054506&amp%3Bredirect_uri=https%3A%2F%2Fedm.fda.gov%2Foidcclient%2Fedmrp
mailto:GenericDrugs@fda.hhs.gov

Table of Contents

Introduction

CDER NextGen Portal Home Page
Submit a New Controlled Correspondence
Contact Detalils

Correspondence Information
Product Details

Upload Documents

Review and Submit

Activity Log

Information Request

Receiving Notification(s)
Submitting a Withdrawal

CDER NextGen Portal Support & Resources

|co [op) O [ [¢M)

|©©



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, please visit the NextGen Portal Help Center.



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

CDER NextGenPortal Homepage

ﬁ CoERN S
\
Step 1. Once you land on the CDER
NextGen Portal homepage, Click
Welcome to Controlled Correspondence to begin.
CDER Nextthr‘\ﬁ

Drug Development Tool




Controlled Correspondence

Submit a New Controlled Correspondence

COER i A2 A
Step 2. Select New Correspondence i Y )

on the top right of your screen.

My Controlled Correspondences

Step 3. Review the “Getting Started” oo S e [ s =
information for submitting a

ontoled Comespondence e |
Controlled Correspondence

Step 4. CI|Ck Next. Introduction

Getting Startea

o . . o Controllied Correspondence Assistant
Q Keep in mind, if you have
Corrspondnce —— L —

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 Applicant or 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
Organization Information
section click Add to
search for your
organization. You can also
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.

Organization Informatione



Controlled Correspondence

Correspondence Information

Step 9. Select Yes or No if this is related to a
previous controlled corresponded that has been
accepted for substance review or response. If
Yes, Select the FDA Control Number(s)/Event
Number(s) and Submission Date from the
drop-down or Add Manually.

Step 10. Select Yes or No if this request is to
obtain a Covered Product Authorization for a
drug that referencesa listed drug with
REMS/ETASU. If you selected No, select Yes or
No if this is related to an alternative BE
approach within the same study type.

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.

Correspondence Information

Request Information




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-
approval submission requirements.

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

Step 14. If Yesproceed to Step 15.

If No, Select the Add Icon in the

Product Selection section. From B i e
the drop down, select your o

application type and enter your

reference number. Click the P Frsiomslstin

5 Discrepancy Details
Product Selection@ + Add

Product Information

appropriate product and press Commmmn: [ o P
Select. Click Next to proceed el BT o s memen s

EPIEZPENJR EPINEPHRINE NDA 019430 INJECTION 0.15 mg

fo rWa rd . 7{7 EPIPEN E Z PEN EPINEPHRINE NDA 019430 INJECTION 0.3 mg/{

If your information is not found or Aditionsl Informaton s e s iin s
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.

Product Information

Step 16. Select if this is related to

Inactive Ingredients. If Yes select the

Add icon in the Inactive Ingredient

Selection section. SsitnigiinSnisciions

Step 17. In the search area, enter - m— E=E
ingredient name. Select from the list |

and click Select. i
Step 18. Click Add Manually to
manually enter ingredient name. Type o I
the name of inactive ingredient you'd 35

like to add and click Add Ingredient.

== = — 1

‘ @You will only be allowed to

Step 19. Click Next. =3 - select three inactive ingredient 10




Controlled Correspondence

Upload Documents

Step 20. You will be asked to attacha

Cover Letter for all Controlled
d For the following document types, upload files that are 45MB or less of the following file types: pdf, doc, docx, xls, xisx, ppt, pptx. If the name Is longer than 99 characters, It will be shortened
Correspondence. stomatcaly.

Upload Documents

Document Type Document Description File Count

Step 21. Click on the arrow next to

Cover Letter and click Upload Files to v omeiasy o RS9
upload relevant document. YT P
> Previous Request(s) and Responses Flles: 0

Step 22. If you are submitting as a U.S.
Agentl you WI” also be aSked to prOVIde > Optional Documentation @ Flles: 0
a Letter of Authorization.

v "Letter of Authorization @ Files: 0

Step 23. Click Next. %, Upload Files | Or drop files

@

= In order to upload any .
optional documentation, you
will be required to provide a
document description. .




Controlled Correspondence

Review and Submit

Step 24. Review your entry for accuracy.

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

Step 26. Click the check box verifying

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

Step 27. Click Submit.

Review and Submit

Contact Details

Profile Information

©  Upload Documents lame Last Name Emait
Mcris otieen mcr
cccccc Phone Num Extension
113).
Organization Information
OpanizstonName  Omanization Address Line 3 lon Adaress Line
...................................
uuuuuuuuuuuuuu e
SODIUM
SODIUM 2-NAPHTHALENESULFONATE
Documents
Documen t Typ: Document Title Documen t Descri ption
Cover Lett N/A

Previous Request(s) and Responses N/ N/A

Optional Documentation N/A N/A

* Letter of Authorization N/

Certifications
1 verify that I have reviewed the information provided to submit to the FDA.
1 verify that this corresp is being i by or on behalf of a generic drug manufacturer or related industry either requesting information on a specific element of
generic drug P forap ial ANDA or concerning post-approval submission requirements.

12



Controlled Correspondence

Review and Submit

Step 28. A confirmation message
will appear, and a confirmation e-
mail will be sent.

Controlled Correspondence Submitted to the FDA

Congratulations!

{ Correspondence 800010925 has been submitted successfully, Ta change ¢ rrect

Step 29. You can Return Home or
create a New Correspondence.

Step 30. Toreference 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

Portal

Correspondence #00010925

Activity Log and will be able to B o
select any previously submitted sl =
correspondence.

13



Controlled Correspondence

Activity Log

you can view notifications from the FDA on your

landing page, as indicated by the following banners: o | [ v
* Action Required °°° | o139 0109
* New Notification s Ot (ND SO ez g g
Step 1. To view a notification, click on a Controlled e
Correspondence tile to be redirected to the Activity ———— e,

Log:

* An Action Required is an Information
Request from the FDA

Correspondence #00012976

|| Activity Log

7 1w - Socted by Dute - Upduted O duys age

* A New Notification is the FDA’s update or = v
response to the Controlled Correspondence L |

04/07/2021, 358 "M

PIease notice banners will disappear after you view your notification in the
 Activity Log.




Controlled Correspondence

Information Request

Correspondence #00012976

Step 2. Click on the Information

Request in the Activity Log to view E) Activity Log
Information Request instructions sr s i
and download attaChmentS. A Information Request 04/07/2021, 4:59 PM FDA

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

Step 3. Respond to Information

Correspondence #00012976

Step 4. Read Information Request

details and upload relevantfiles by e e e s e e e s i e
selecting Upload Files to browse e R

your computer and select a file to

uploac or crop a file into the T
FDA Information Request

designated area on the screen and
click Submit.

Correspondence 00012976

Irformation Request Irstructions




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 00012976 LN S S S N 9

Team will continus to assass your Controlled Correspendence for recopnition

. . . . e . o Anforrnabinn Bonded se contact th trolled Cor nondence staf r’“-’?-"'::;'ﬁ"-'?:,'l” g0V
confirmation submission email: e rfomaionfegue Pless conacthe ContoledComespordencestf GanecDngsdica g

Status Current with any questions regarding your request

DoNotReply@fda.hhs.gov and review the Lstodied: 0410712021, 515 PH
information submitted.

Return Home New Correspondence

For technical support, please contact the COER platform support team

COME anart@ida hhe am
(EDMSupport@fda hhs gov).


mailto:DoNotReply@fda.hhs.gov

Controlled Correspondence

New Notification

Step 5. Click on the notification in the
Activity Log to view the FDA’s response
to the Controlled Correspondence.

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

Correspondence #00012166

|| Activity Log

Actions v
2 ltems - Sorted by Date - Updated O days ago
Y-
ACTIVITY LAST UPDATED SENDER
Acknowledgment 04/07/2021, 5:07 PM FDA

Initial Controlled Correspondence 04/07/2021, 5:03 PM

FDA Notification

Correspondence #00012166

Notification Instructions
Please review the FDA Notification attachment below, You may contact the Controlled Correspondence Request staff GenericDrugséfda hhs goy with any additional questions you

may have regarding this notification

Download Attachment(s):
Acknowledgment Response 79001, pdf




Controlled Correspondence

Submitting a Withdrawal

If you would like to withdraw your
Controlled Correspondence, do the
following:

Step 1. Click on the Actions dropdown from
the Activity Log foryour request and click
Withdrawal.

Step 2. Enter withdrawal information and
upload relevant files by selecting Upload
Files to browse your computer and select a
file to upload or drop a file into the
designated area on the screen.

Step 3. Click Submit Withdrawal.

Correspondence 200012976

Activity Log

B B - Sarted oy Ot - Uipeotnd 0 dops nge

Correspondence #00012166

Plea

s enter the fo

llowing information regarding your requested corre

spondence

withdrawal

Submit Withdrowal



Controlled Correspondence

Receiving Notification(s) from FDA

You will view a confirmation screen

tO Conf”.m your Controlled Controlled Correspondence Withdrawal Request Submitted
Correspondence Withdrawal was
submitted to the FDA and receive an ——

lype Withdrawal Request

Status

email confirming the submission of
your Controlled Correspondence

Withdrawal. Please open the

confirmation submission email:

DoNotReply@fda.hhs.gov and

Review the information submitted.

For techinical support, please contact the COER platform support team

(EDMSupport®ida hhs.gov)

Food and Drug Administration
ADMINISTRATION Silver Spring, MD, 20993

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

Thank you for submitting your Controlled Correspondence: Withdrawal Request. Your unique Reference ID is:
00012976. Please use this Reference 1D to uniquely 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 Organization | Discipline 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

GenericDrugs@fda.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
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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 always in the know.

Everything related to the portal
events can be found onthe
NextGen Portal Help Center that
provides links to the Resource
Center, which includes

Technical Support

CDER NextGen Portal Video Tutorial

For all technical support, contact visit the

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



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