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FDA’s DSCSA Portal

Introduction

This guide provides the essential information you need to use in the CDER NextGen Portal to submit Information to

FDA (for both CDER and CBER) regarding Drug Supply Chain Security Act (DSCSA) inquiries related to suspect product,
illegitimate product or recalls.

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



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

FDA’s DSCSA Portal

Portal Homepage

U.S. FOOD & DRUG | CDER NextGen Portal
ADMINISTRATION

Step 1. After you land on the CDER NextGen Portal

homepage, scroll down and click FDA’s DSCSA Portal to
begin. You will be directed to your DSCSA Portal landing
page.

Signin

Welcome to N r . el 1

CDER NextGen

B U.S. FOOD & DRUG ‘ CDER NextGen Portal
ADMINISTRATION

CDER Standards Recognition

Request to informally recognize voluntary consensus standards related to pharmaceutical quali




FDA’s DSCSA Portal

Trading Partner Details

B2y U.S. FOOD & DRUG | CpER NextGen Portal N ?

ADMINISTRATION

Step 2. Select Trading Partner
Confirmation on your DSCSA Portal
landing page.

FDA's DSCSA Portal

Step 3. Review your Contact . _—vy . A

Trading Partner Information

Step 4. Enter your Request ID (refer

to your email from FDA to locate =8 e —
Request ID)- Contact Details *F:'S-tN:M ‘L:sl:-a'ne
Step 5. Click Validate. -

Keep in mind, if you have

previously saved a request asa |
draft or submitted a request, |

Trading Partner Details Enter the Request ID Number (from the email)
4 Example ID | 123-ABC-00 5
464-EDM-1 | | Validate

you can view it on your FDA’s
DSCSA Portal landing page.

____________________________________________

Delete Save and Close




FDA’s DSCSA Portal

Trading Partner Details
H&EFNFSEAE &DRUG | CDER NextGen Portal ®N ?

Step 6. Answer Yes or No if the Trading Partner

designated you as the Point of Contact.

Step 7. If No, enter Contact Information. If Yes, i

review the Contact Information. (7 )

Step 8. Answer if you are using a Third-Party F—
Representative and provide the contact details as
applicable. (8]

Confirmation at any point of the process. |
You can select the record on your FDA i
DSCSA Portal landing page to complete the !
process. :



FDA’s DSCSA Portal

Facility Information i R
. oo . Trading Partner Details ;;ﬂ:: :39’“‘“5" 10 Nimbar | fronsHetemal),
Step 9. Click Add Facility Information
* Has the Trading Partner designated you as the | f
~

Step 10. Enter FEI Number if available and select
Search.

Erik Chen

Step 11. Select the relevant Facility Record and

click Save.
Step 12. If you would like to add another Facility
i | 9 |

repeat steps 9-11. Click Next when complete. Aliylsfematon AT —

12
- Add Facility Information E'SE
_______________________________________________________________ oy petal ?iwlitylnformationo Llo
Please note that the Facility Information is optional. a

If you select the wrong facility information, you can

‘ +Add Manually

A c 300375
AMGEN INC. KY. US, 40299-6305 003750095

of the section. If the FEI number is not searchable,
you may also enter it manually.

|
, |
’ |
I . . ! e e
i re m Ove th e reco rd by se I e Ctl ng th e c h ec kbox | n th e i Drug Manufacturing Site Name | Drug Manufacturing Site Address FEI
| 12000 PLANTSIDE DR, LOUISVILLE,
. row and clicking the Remove button at the bottom |
| |
| |
| |
' I
I |




FDA’s DSCSA Portal

Review and Submit Trading Partner Confirmation

Step 13. Review each section to ensure all
information entered is correct.

Step 14. Enter your First and Last Name in
the Certification section.

Step 15. Click Submit to send your request to
the FDA for review, click Save and Close to
keep your Trading Partner Confirmation and

edit it later, or click Delete to permanently &3

remove the request you have been working
on.

Step 16. Click Continue to complete your
submission.

U.S. FOOD & DRUG ‘ CDER NextGen Portal
AOMINISTRATION

FDA's DSCSA Portal
Detete || Save and Close

Review and Submit Trading Partner Confirmation

(13

Contact Information

Trading Partner Details

Certification

Complete & Submit Trading Partner Confirmation

Are you sure you would llke to submit Trading Partmer Confirmatlon? You will not be able to edit the submisslon once submitted




FDA’s DSCSA Portal

U.S. FOOD & DRUG | CDER NextGen Portal P

Receiving Confirmation(s) from FDA

You will view a confirmation screen to

confirm your Trading Partner Confirmation
was submitted to the FDA and will receive
an email confirming the submission of your Congratuiaions!

Tradlng Pa rtner Conflrmation. 0161153 Your request #00161153 has been submitted successfully. To change or correct your submission, please contact the Office of Drug Security, Integrity and Response (FDA-

> DSCSAportal@fda.hhs.gov).
Submitted

Trading Partner Confirmation Submitted to FDA

Last Modified: 12/09/202¢, 09:12 PM

Applicant Organization: FDA CDER DIV NEUROLOGY PRODUCTS
Request Type: Trading Partner Information

Request ID Number. 37-amgen-2

Please open the confirmation email from
DoNotReply@fda.hhs.gov and review the
information submitted.

FDAHome | Browset Requirements | Help Center
Follow FDA | FDAVoice Blog | Privacy | Vulnerability Disclosure Policy



mailto:DoNotReply@fda.hhs.gov

FDA’s DSCSA Portal

Activity Log

FDA's DSCSA Portal

After submitting your Trading Partner
Confirmation, you can view your submissionsand 1§~ . iz
FDA notifications on your Activity Log page by (17 ..

Tost Modmed: 1271071 202Z, 012Z PM

clicking on the Event ID on your landing page.

0016115
ITrading Partner POC | Confirmed

W% New Notification

Step 17. To view a notification, click on the Event

ID on your landing page tile to be redirected to the e — I | —
Activity Log. Note the following: oM eenipsooiennss
* An Action Required banner is for the 3 oot e
following messages: Trading Partner POC | —— -
Not Confirmed, FDA Information Request, o e -
or Request for Documentation from the R
FDA. R e .

e A New Notification banner is for the

following messages: Trading Partner POC | i S T |
Confirmed, Transition from DSCSA Portal. Please note banners will disappear after you view your notification in

| the Activity Log.




FDA’s DSCSA Portal

FDA Information Request

Step 1. Click on the FDA Information Request
in the Activity Log.

Step 2. View FDA Information Request
instructions and download attachments.

Step 3. Respond to an FDA Information
Request by clicking Respond.

Event ID # 00161139

Activity Lo
B ;actvitylog s
2 ltems - Sorted by Date - Updated 0 days aga
@ ACTIVITY LAST UPDATED SENDER
Information Request 12/10/2024, 07:26 AM FDA
!

12/09/2024, 08:09 PM FDA
12/09/2024, 08:00 PM Name

U.S. FOOD & DRUG | cDER NextGen Portal
ADMINISTRATION

Information Request

Request # 00161139

ructions
ion to proceed with review of g i Please review the information request and provide the required additional information at your earliest conwen
e contact the Office ntegrity and Response (CDERDSCSAMailbox@fda hhs gov).

Attachment(s):
‘ormation Request-FDA CDER DIV NEUROLOGY PRODUCTS.pdf

ience. Upon receipt of this information, FDA will resume review of your Submission. For

FDAHome | Browser Requirements | Help Center

Follow FDA | FDAVoice Blog | Privacy | Vulnerability Disclosure Policy




FDA’s DSCSA Portal

FDA Information Request

Step 4. Enter FDA Information
Request details

Response to Information Request

Request # 00161139
Step 5. Upload relevant files by ... ..o momionsingsms momsiomsones a)
selecting Upload Files to
browse your computer and
select a file to upload or drop a
file into the designated area on (5|
the screen. e

Step 6. Click Submit. 6




FDA’s DSCSA Portal

Submission Confirmation

You will view a confirmation

screen to confirm your Response

submitted to the FDA and will

receive an email confirming the Response to Information Request Submitted to FDA
submission of your Response to

FDA Information Request. Congratuiations!

Your request #00161139 has been submitted successfully. To change or correct your submission, please contact the Office of Drug Security, Integrity and Response (FDA-
00161139 P
DSCSAportal@fda.hhs.gov).
Trading Partner POC | Confirmed
Please open the confirmation
Applicant Organizaticn: FDA CDER DIV NEUROLOGY PRODUCTS

Request Type: Trading Partner Information

submission email from
DoNotReply@fda.hhs.gov to

review the information

submitted.

For technical suppert, please contact the CDER platform support team (EDMSupport@fda.hhs.gov).



mailto:DoNotReply@fda.hhs.gov

FDA’s DSCSA Portal

POC Not Confirmed

When the Trading Partner POC is not
confirmed, you will see an Action Required
notification. Follow the steps below to resolve
this issue:

Step 1. Click on the Trading Partner
Confirmation tile to be redirected to your
Activity log.

Step 2. Click the Trading Partner POC | Not
Confirmed next to the notification icon.

Step 3. Review the PDF Attachment for
directions on how to successfully re-confirm
your Trading Partner Details.

FDA's DSCSA Portal

.

Search Submissions
-/
00161232

Trading Partner POC | Not Confirmed

Last Modified: 12/10/2024, 01:24 PM
Applicant Organization: FDA CDER DIV NEUR.
Request Type: Trading Partner Information
Request ID Number: 37-Wholesale Distribut.

00161139

Transitioned

Last Modified: 12/10/2024, 01:03 PM
Applicant Organization: FDA CDER DIV NEUR
Request Type: Initial Submission
Request ID Number: 37-amgen-1

W% New Notification

00151834

Request for Documentation

3

Last Modified: 08/19/2024 0817 AM

Event ID # 00161232

[E] Activity Log

2 Ttems - Sorted by Date - Updated 0 days age

00160374
Submitted

Last Modified: 11/19/2024 07-56 AM

+ Trading Partner Confirmation

00161153
Trading Partner POC | Confirmed

Last Modified: 12/10/2024&, 12:57 PM
Applicant Organization: FDA CDER DIV NEUR...
Request Type: Trading Partner Information
Request ID Number: 37-amgen-2

00157202
Trading Partner POC | Confirmed

L last Madified- 10/20/2024 017 PM.

Actions w

2 ACTIVITY LAST UPDATED SENDER
'y Trading Partner POC | Not Confirmed 12/10/2024, 01:24 PM FDA
Trading Partner Confirmation Submitted 12/10/2024, 01:19 PM Erik Chen

Go Back

FDA Notification

Request # 00161232

Trading Partner POC | Not Confirmed Instructions

artner details. Please re-confirm your information at your earliest convenience.

ownload Attachment(s):
POC Not Confirmed-FDA CDER DIV NEUROLOGY PRODUCTS.pdf

lease review the attached Trading Partner POC Not Confirmed instructions and re-con

ifirm your Trading Partner Details by selecting “Re-Confirm” from the Actions dropdown in your activity log. Upon receipt

of the re-confirmation, the FDA will continue reviewing your Trading




FDA’s DSCSA Portal

POC Reconfirmation

Step 4. Navigate back to the Activity Log for
the relevant Trading Partner POC entry.

Step 5. Click the Actions button to reveal a
dropdown menu.

Step 6. Select the Re-Confirm option. This
will allow you to edit your Trading Partner
Confirmation information. Review steps 6 -
15 of Confirm Trading Partner Details

to complete your submission.

La]

Event ID # 00161232

B Activity Log
2 ltems - Sortea by Date -Updited 0 days ago

ms

ACTIVITY

r'y Trading Partner POC | Not Confirmed

Trading Partner Confirmation Submitted

Request # 00136149

[E] Activity Log

3 Items - Sorted by Date - Updated 0 days ago
ACTIVITY
Trading Partner Re-Confirmation Submitted
Trading Partner POC | Not Confirmed

Trading Partner Confirmation Submitted

LAST UPDATED
12/10/2024, (

12/10/2024, 01:19 PM

LAST UPDATED

09/05/2023, 02:17 PM

09/05/2023,02:17 PM

09/05/2023, 01:48 PM

Actions v

o

SENDER
FDA
Erik Chen
SENDER
Name
FDA
Name



FDA’s DSCSA Portal

POC Confirmed FDA's DSCSA Portal

When the Trading Partner POC is confirmed, : (1] "

. ° fro ) 00159830 00161153 00161139
YyOu Wi Il see a New Notification banner. Follow Eam— submities Toding Partner POC | Confrmed
Last Modified: 12/09/2024, 09:15 PM Last Modified: 12/09/2024, 09:12 PM Last Modified: 12/09/2024, 08:09 PM
. . Applicant Organization: FDA CDER DIV NEUR. .. Applicant Organization: FDA CDER DIV NEUR. Applicant Organization: FDA CDER DIV NEUR.
t h e Ste ps b e | OW to VI eW . Request Type: Trading Partner Information Request Type: Trading Partner Information Request Type: Trading Partner Information
Request ID Number: 35-Biogen-2 Request ID Number: 37-amgen-2 Request ID Number: 37-amgen-1

Step 1. To view a notification, click on the
Event ID in the landing page to be redirected to
the Activity Log. Batiylog

2 Items - Sorted by Date

3 ACTIVITY LAST UPDATED SENDER
Trading Partner POC | Confirmed 12/09/2024, 08:09 PM FDA

Step 2. Click on the Trading Partner
Confirmation tile to be redirected to the
Activity log.

Step 3. Click the Trading Partner POC |
Confirmed link.

Request # 00161139

Event ID # 00161139

. Trading Partner POC | Confirmed Instructions
Step 4. Review t he PDF Attachment for e e e tachod Taing arver PO Confemed ntnctions
4 j Download Attachment(s):

. .
I n St r u Ct I O n S PQC Confirmed-FDA CDER DIV NEUROLOGY PRODUCTS pdf
.




FDA’s DSCSA Portal

Request for Documentation

FDA's DSCSA Portal

FDA will request documentation by . r-
sending a Request for Documentation 1]

0161139 00159830 00161153

Request for Documentation Transitioned Submitted

CO m m u n icat i O n to th e F DA’S DSCSA PO rta | . Last Modified: 12/10/2024, 10:22 AM Last r\:lodifed L2999€2D2l¢ 09:15 PM Last Modified: 12/09/2024, 09:12 PM

FDA CDER DIV NEUR. .. : FDA CDER DIV NEUR...
Request Type: Trading Partner Information ading Request Type: Trading Partner Information
Request ID Number: 37-amgen-1 Request ID Number: 35-Biogen-2 Request ID Number: 37-amgen-2

Applicant Org;

Step 1: To view a notification, click on the
Event ID in the landing page to be
redirected to the Activity Log.



FDA’s DSCSA Portal

Request for Documentation

Step 2: Click on the Request for
Documentation link to view the
notification from the FDA.

Step 3: Review the PDF Attachment for
instructions.

Event ID # 00161139

2] Activity Log

5 Ttems - Sorted by Date - Updated 0 days age

Actions w

Trading Partner Confirmation Submitted

Go Back

FDA Notification

Request # 00161139

Request for Documentation

2 ACTIVITY LAST UPDATED SENDER
F'y Request for Documentation 12/10/2024, 10:22 AM FDA
Response to Information Request 12/10/2024, 07:42 AM Erik Chen
Information Request 12/10/2024, 07:42 AM FDA
Trading Partner POC | Confirmed 12/09/2024, 08:09 PM FDA
12/09/2024, 08:00 PM Erik Chen

Please review the attached Request for Documentation instructi ete your “Initial Submission” from the Actions dropdown in your activity log. Please submit your information in the next 3 business days
Download Attachment(s): 3
Request for Documentation-FDA CDER DIV NEUROLOGY PRODUCTS pdf

Go Back




FDA’s DSCSA Portal

Initial Submission

Once the Request for Documentation
has been sent from the FDA, an Initial

Event ID # 00161139

Submission should be submitted to

the FDA. @ aciyiog }
Step 1: Click on the Actions Dropdown . -

in the top right corner of the Activity S

Log page. e s

Step 2: Initial Submission and General
Correspondence options will be
displayed. Select Initial Submission to
begin your submission.

Actions Dropdown once the submission is saved as draft. Initial Submission i
Draft will be displayed in the Activity Log page. |

__________________________________________________________________________________________________



FDA’s DSCSA Portal

Initial Submission (Continued)
U-5- FOOD & DRUG ‘ CDER NextGen Portal f ?

ADMINISTRATION

Step 3: Review the information on the

Getting Started page.

Introduction

@
Getting Started

Step 4: Click Next.

FDA's DSCSA Portal for CDER and CBER submisslon bullder! Please complete the following sectlons. When you are finlshed, please proceed to the Review & Submit sectlon to formally send your request to

Welcome to il
CDER for revl

FDA's DSCSA Portal Assistant
Contact Details

Confirm the contact Information for the Trading Partner and/or organization submitting tha responsa.

Request Information

Provide the request ID from the FDA's request, and request type. Provide requested transaction Informatlon and for transactlon statement.

Upload Documents

Upload all EPCIS format and supporting documants.

Review & Submit

Review all of the cantants to be submitted before sending to tha FDA for further raview.




FDA’s DSCSA Portal

Initial Submission (Continued)

Bl U.S. FOOD & DRUG | CDER NextGen Portal "N ?

ADMINISTRATION

Step 5: Select Trading Partner or Third-Party

FDA's DSCSA Portal

Representative under the Trading Partner
Information Section. |

QO  Request Information
Step 6: Profile, Organization and Facility S
Information will be displayed.

Z C””‘“'DE'E;‘U [T]ngpartner[nfom(' ®

This information is prepopulated from your o e =
CDER NextGen Portal registration as well as -
your Trading Partner Confirmation
submission.

Verify the data and click Next.

If you notice any errors in your information,
please visit the CDER NextGen Portal Help
Center to submit a ticket.

Facility Information



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

FDA’s DSCSA Portal

Initial Submission (Continued) SRR

(7]

*What are you submitting?
Request Information

| Select One A4

Step 7: Select the type of submission requested by
the FDA in the Request Information communication.

Product Tracing Request or Verification Request

Step 8: If Product Tracing Request is selected then 8
J

select all that apply from the following options:
e Transaction Information [0 c=o=s S . . ,
* Transaction Statement R
* Transaction History

The available to
answer all y¢ CSA related
* Other

all that apply from the following options:

(9}
* Transaction Information o oo
* Transaction Statement == s . v
* Transaction History )
* Product Identifier Information

The Help Center is available to
r D related

. answer all your DSCSA e
er




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Product Tracing Request - Transaction |

Information:

APPLICATION BUILDER

@  Contact Details

Step 1: Select Product Tracing Request and | o wcen
select Transaction Information. O o pcamens

Review & Submit

Need Help?

Step 2: Select Yes if you are uploading an BE—

answer all your DSCSA related No

questions.

XML/JSON file(s) for your submission and
proceed to Step 3 and then the Upload
Documents page to upload your XML/JSON
file(s). If you do not intend to upload an
XML/JSON file, select No and proceed
through Steps 3-29.

Step 3: Click Continue on the pop up that
appears stating that the selections cannot
be changed after clicking on Continue.

Request Information

[ 1 __hat are you submitting?

Product Tracing Request -

Request Information

* For the checkboxes: Please select all types of information that is included in this submission,
#| Transaction Information

Statement

Transaction History

I 2 | * Are you submitting Information in XML/JSON format? g
Yes

DSCSA Initial Submission

You are submitting an Inftlal 3ubmisslon for DSCSA. Select Contlnue to proceed with the selected data and submilsslon

type. After selecting Continue you will not be able to change these selectlons. If a change Is reguired or you do not Intend
to submit please delete the submission In the Review and Submilt page and start a new Inltlal submission In your Acthvity

Log. Select Cancel to return to the previous page.




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 4: In the Transaction Information section add
the Date of Transaction and Date of Shipment. (a2 —

Transaction Information @

Step 5: Click on the Add Product button to add a
product and its associated information. @

Product Information + Add Product

Selling Trading Partner

Business from whom + Add DUNS/Selling Trading Partner
ownership is being

transferred

Purchasing Trading Partner

Business to whom +  Add DUNS/Purchasing Trading Partner
ownership is being

transferred

Transaction Statement



FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 6: Search for a product by using Proprietary
Name, Active Ingredient or NDC Number.

Product Information

Product LookUp.
RCHRESOTTS @

Product Details
Proprietary Name

Step 7: Select the required product from the a

Active Ingredient

search results and click Next. . =
Search Q

Allowable formats are: 1234-1234,
12345-123, and 12345-1234,

+Add Manually

No Results Yet

Enter in a search on the left to get started

Product LookUp

SEARCH RESULTS @

Product Details promrictany AL
Proprietary Name roprietary

tylenol Q
Lot Number Tylenol PM
Active Ingredient
Search Q
NDC Number @ Tylenol PM
50580-176 Q

Allowable formats are: 1234-1234,
12345-123, and 12345-1234. Tylenol PM

_______________________________________________________________________ .
Please note that the allowable search formats for your

NDC search are: 1234-1234, 12345-123, and 12345-1234. |

Tylenol PM

~

Product Information

Active Ingredient v

ACETAMINOPHEN; DIP
HENHYDRAMINE HYDR
OCHLORIDE

ACETAMINOPHEN; DIP
HENHYDRAMINE HYDR
OCHLORIDE

ACETAMINOPHEN; DIP
HENHYDRAMINE HYDR
OCHLORIDE

ACETAMINOPHEN; DIP
HENHYDRAMINE HYDR
OCHLORIDE

ACETAMINOPHEN; DIP
HENHYDRAMINE HYDR
OCHLORIDE

ACETAMINOPHEN; DIP
HENHYDRAMINE HYDR
OCHLORIDE

Product Selection

NDC

50580-176-70

50580-176-02

50580-176-06

50580-176-10

50580-176-12

50580-176-24

v

Strength v/

500 mg; 25 mg

500 mg; 25 mg

500 mg; 25 mg

500 mg; 25 mg

500 mg; 25 mg

500 mg; 25 mg

Dosage Form

TABLET, COATED

TABLET, COATED

TABLET, COATED

TABLET, COATED

TABLET, COATED

TABLET, COATED

v

- -
ancel Next



FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 8: If your product is not displayed in the
results, then click on the Add Manually button to
add a product manually.

Step 9: Click Next.

Product LookUp
SEARCH RESULTS @

Product Details
Proprietary Name

tylenol Q

Lot Number

Product Information

Proprietary N... v

Active Ingredient

ACETAMINOPHEN; DIP

Product Selection

NDC

v

Strength

Dosage Form v

Tylenol PM HENHYDRAMINE HYDR ~ 50580-176-70 500 mg; 25mg  TABLET, COATED
Active Ingredient OCHLORIDE
Search Q
ACETAMINOPHEN; DIP
NDC Number Tylenol PM HENHYDRAMINE HYDR  50580-176-02 500 mg; 25 mg  TABLET, COATED
50580-176 Q OCHLORIDE
Allowable formats are: 1234-1234, ACETAMINOPHEN; DIP
12345-123, and 12345-1234. Tylenol PM HENHYDRAMINE HYDR ~ 50580-176-06 500 mg; 25mg  TABLET, COATED
OCHLORIDE
ACETAMINOPHEN; DIP
n Tylenol PM HENHYDRAMINE HYDR ~ 50580-176-10 500 mg; 25mg  TABLET, COATED
OCHLORIDE
+Add Manually
ACETAMINOPHEN; DIP
Tylenol PM HENHYDRAMINE HYDR ~ 50580-176-12 500 mg;25mg  TABLET, COATED
OCHLORIDE
ACETAMINOPHEN; DIP
a Tylenol PM HENHYDRAMINE HYDR_50580-176-24 500 mg; 25 mg___TABLET, COATED

Product LookUp

Product Details

Lot Number

Product Information

*Package NDC @

*Dosage Form

Select an Option

* Active Ingredient @

*Dosage Strength @




_______________________________________________________________________

FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 10: Enter the relevant data in the Product
Details page.

Step 11: Click Save and click Next.

Step 12: In the Lot Number section, upload a CSV
file with lot and serial number(s). If unknown,
select the checkbox.

Step 13: Click Save.

Please note you can download the template and the
instructions here:

* Lot and Serial Number CSV Template.xlsx

* Lot and Serial Number CSV Template Instructions.pdf

Lot Number

Product Information

Product Information g

Proprietary Name Active Ingredient NDC Strength Dosage Form
Water WATER §0372-001-01 100 kg/100 kg LiQuID
*Container Size @ *Number of Containers

(11 ]

11

Product Details

Previous

Product Information

Lot Number & Serial Number(s) g

Al lot and serial numbers (whether single or multiple) must be uploaded as a CSV file using the template. Please follow the instructions below:

Upload Lot Number & Serial Number(s) Document
(I GICrtsy For the following document type, upload files that are 45MB or less of the following file types: CSV. If the name is longer than 99 characters, it will be shortened automatically.

If the file is larger than 45MB please upload multiple files.
For Uploading Data using CSV Template

Please download and fill out the following template. Once complete, save as a .csv extension type file and return back to the portal to upload data from csv file,
Lot and Serial Mumber CSV Template xlsx

For Uploading Data using a custom CSV File

Instructions for Using CSV Template

@ and Serial Number CSV Template Instructions pdf

M, Upload Files  Or drop files

#| Please select the check box if you do not know the Lot Numbers or associated Serial Numbers

Cancel Save




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 14: To edit or remove the added product, click

the Edit or Remove buttons. W3 oo 150 o
Product Information

+ Add Product

Step 15: To add multiple products, click the Add
Product button again and follow steps 5-14.



FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Selling Trading Partner 16 _J
Business from whom + Add DUNS/Selling Trading Partner

Step 16: Click on the Add DUNS/Selling Trading i oo
Partner button to add Selling Trading Partner or

. . Purchasing Trading Partner
PurChaSIng Tradlng Pa rtner- Business to whom + Add DUNS/Purchasing Trading Partner

ownership is being

transferred

Step 17: Search for an Organization with a 9-digit
DUNS number and click on Search.

Add Organization Information

DUNS Look Up

Organization Information

l 1 _J Duns @
123456789 m

Step 18: Select the organization from the results and
click on Save.

Organization Name Address

PKR PHARMA 123 PKR STREET , PKR, 123456, NZ

ANGCHEN 21031 VENTURA BLVD , WOODLAND
o HILLS, CA, 91364, US

— 5100 CAMPUS DR, COLLEGE PARK,
MD, 20740, US
5100 RIVER RD , COLLEGE PARK, MD.

ESTABLISHMENT ONE 20720 US

(18 | I3




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Add Organization Information

DUNS Look Up

Organization Information

123456789 m
+Add Manually

Organization Name Address

Step 19: If organization is not found, click on the Add
Manually button to add an organization manually and
click on Save.

PKR PHARMA 123 PKR STREET , PKR, 123456, NZ

ANGCHEN 21031 VENTURA BLVD , WOODLAND
HILLS, CA, 91364, US

5100 CAMPUS DR, COLLEGE PARK
MD, 20740, US

Add Organization Information o

5100 RIVER RD , COLLEGE PARK, MD,

ESTABLISHMENT ONE 20740, US

Organization Information

fancel m




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 20: To remove an added
organization, click the Remove button.

Step 21: Select Next to go to Upload

50580-449-98 TYLENOL Extra Strength
Documents page' Product Infermation

+ Add Product

Selling Trading Partner

Business from whom ANGCHEN
ownership is being

transferred

Purchasing Trading Partner

Business to whom PKR PHARMA REMOVE
ownership is being

transferred

i 33



FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

APPLICATION BUILDER Upload Documents

©  contact Details For the following document types, upload files that are 45MB or less of the following types: pdf, doc, dacx, xls, xIsx, ppt, pptx. If the name is langer than 99 characters, it will be shortened automatically.

Step 22: Click on the Upload Files button to upload S
any required documents. O umasomemers

Review & Suomit Vv "Upload Selected Files @ Document Description Files: 1

Document t Type Document Description File Count

Step 23: Click Next to go to the Review and Submit

Th 1 is available to
an DSCSA related
page.
Previous Save and Clo sel

FDA's DSCSA Portal

Step 24: Review the information on the Review 24 |

and Submit page and verify details entered.

Trading Partner Information

Step 25: To update a section, click on the Return to
Section button that takes you to the required page.

Profile Information

FirstName  LastName

Qrganization Information

Facility Information




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 26: Click on the Submit button to submit your
Initial Submission.

Step 27: Click Continue to confirm that you would
like to proceed with your submission.

Step 28: Your submission confirmation page will be
displayed with your Event ID.

Step 29: Click Return to Home to Navigate to the
landing page.

FDA's DSCSA Portal

Review and Submit

Submit DSCSA Initial Submission

Are you sure you would ke to submit Inttlal Submission? You will not be able to edit the submisslon once submitted.

uuuuuuuuuu

FDA's DSCSA Portal

Initial Submission Submitted to FDA

Congratulations!

00161139

12/10/2024, 12:40 PM
FDA CDER DIV NEUROLOGY PRODUCTS
Initial Submission

37-amgen-1




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

E] Product Tracing Request -

* For the che es: Please select all types of information that is included in this submission.

Product Tracing Request — Transaction Statement:
If Transaction Statement is selected in the Request
Information page, then follow the below steps to
continue.

DSCSA Initial Submission
Step 1: Answer the additional question. If XML/JSON

ile i i Y brnitti Initial Submission for DSCSA. Select Continue t d with the selected data and submissi
flle |S avallable’ Select NO. 'ou are submi -mgan ﬂll 1al Su m|-53|or1 or elect Continue oprocee wi e-seec ? ata and su m|j55|on
type. After selecting Continue you will not be able to change these selections. If a change is required or you do not intend

to submit please delete the submission in the Review and Submit page and start a new initial submission in your Activity
Log. Select Cancel to return to the previous page.

Step 2: Click Continue on the pop up that appears

after selecting Yes/No. Ca

Request Information

Step 3: If No is selected, then answer the additional
question “Did you provide a Transaction Statement

(TS) if you are selling trading partner or
receive a TS if you are a purchasing trading partner?:”
with Yes/No and click Next. @



FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

| FDA's DSCSA Portal

APPLICATION BUILDER Upload Documents

. .
Ste p 4 . ( I I C k o n t h e U p I oa d FI Ie s b l |tt0 n to ©  contactDetails For the following document types, upload files that are 45MB or less of the following types: pdf, doc, docx, xls, xIsx, ppt, pptx. If the name is longer than 99 characters, it will be shortened automatically.
L]

@  Request Information

upload relevant documents. . Decument Tpe Document Descrpton Fie count

Upload Documents

Review & submit ¥ 'Upload Selected Files @ Document Description Files: 1

© UPDATED_CSVCustomInstructionsForFinlshedPackage 20241213 pdf Enter description Save

Step 5: Click Next to navigate to Review and e [—Tr’

Submit page. S :
6 J Save and Close Next

Review and Submit Detete || Savesna Ciosz l

Step 6: Review the information on the Review | -
and Submit page and verify details entered. cing s oo

Are yo iitting as a Trading Partner or Third-Party Representative?
Trading Partner

Profile Information

First Name Last Name

Country
Unlted States

Address Line 2

city State/Providence
SILVER SPRING v

Zip Code Country

20993 us

DUNS Number

Facility Information

Faclity -N/A




FDA’s DSCSA Portal

Initial Submission (Product Tracing Request)

Step 7: Click on the Submit button to submit
your Initial Submission.

Step 8: Click Continue to confirm your
submission. Once confirmed you will receive a
confirmation email with your Event ID.

APPLICATION BUILDER

Contact Detalls

Request Information

Review and Submit

Contact Details

Trading Partner Information

FDA's DSCSA Portal

Delet= -

submiitting as a Trading Partner or Third-Party Representative?

Profile Information

First Name
Erlk

Phone Number
-1202308216
Email Address

Organization Information

Organization Name
FDA CDER DIV NEUROLOGY PRODUCTS

Address Line 1
10903 NEW HAMPSHIRE AVE

city
SILVER SPRING

Zip Code
20993

Are you sure you would llke to submit Inltlal Submission? You will not be able to edit

aaaaaaaa

Addrass Line 2

State/Providence
MD

Country
us

Submit DSCSA Initial Submission

the submisslon once submiltted.




FDA’s DSCSA Portal

Initial Submission (Verification Request)

Verification Request - Product Identifier Verification: Reauestnfermation
If Product Identifier Information is selected in the

Request Information page, then follow the below

steps to continue.

Product Identifier Information

Step 1: The Product Identifier Information section
will be displayed. Click on the Add Product button to
add Product Identifier Information.

___________________________________________________________________________________________________________________________________________________________________

i verification request. Please refer to page 22 for details on how to select your type of submission and applicable submission options.
i * If you need to provide Transaction Information for your verification request, please refer to pages 23-33 and select “Verification
i Request” for your submission type.
i * If you need to provide a Transaction Statement for your verification request, please refer to pages 34-36 and select “Verification
i Request” for your submission type.

. ]



FDA’s DSCSA Portal

Initial Submission (Verification Request)

Step 2: Enter the NDC Number, Lot Number, Serial
Number and Expiration Date of the product that FDA
has requested to verify.

Step 3: Select Yes/No to verify the Product Identifier
Information.

Step 4: Select the applicable attributes of the product.

Cancel

Product Identifier Information

Product 'Je'i%at'c-@ Please indicate what product you are reporting on by
entering the information provided by the FDA

*NDC @

1234-1234-12

* Lot Number

1234123412

Serial Number

432132123

*Expiration Date @
12/10/2024

* Can you verify that the product identifier information
provided by the FDA matches your preduct or product
record(s)?
@ es

Mo

E] * Please select if any of these attributes apply to this

product:

Expired
Expiration Extended

Suspect
Illegitimate
MNone of the above apply

Please provide additional proguct detais oercw:

4




FDA’s DSCSA Portal

Initial Submission (Verification Request)

Step 5: Add any additional information related
to the product if needed.

Step 6: Click on Save to add the product.

Step 7: Confirm the product information
displayed in the table one added.

Step 8: Select a product and click on the Edit or
Remove buttons to edit or remove the product.

Step 9: To add multiple products, click on the

Add Product button again and add as many

product as needed.

Step 10: Click Next to navigate to the Upload e —————
document page.

- a
Product Identifier Information

Product Verffication Please indicate what product you are reparting on by
entering the information provided by the FDA
*NDC @
1234-1234-12
* Lot Number
1234123412

432132123

* Expiration Date @
12/10/2024

* Can you verify that the preduct identifier information
provided by the FDA matches your preduct or product
rrrrrr i(s)?

* Please select if any of these attributes apply to this

Verified NDC Expiration Date | Lot Number Serial Number

@ *Add Product

1234-1234-12 12/10/2024 1234123412 432132123

| 8 I EDIT REMOVE

Save and Close



FDA’s DSCSA Portal

itial Submision Verfication Request)

APPLICATION BUILDER Upload Documents
. .
Ste p 1 1 . C I I C k O n t h e U p I oa d FI Ie S b u tto n to u p I O a d ©  cContact Details For the following document types, upload files that are 45MB or less of the following types: pdf, doc, docx, xls, xlsx, ppt, pptx. If the name is longer than 99 characters, it will be shortened automatically.
L]
@  Request Information
releva nt docu | I Ients- Documen t Type Documen 't Description File Count
QO  Upload Documents

iew & Submit v *Upload Selected Files @ Document Description

Step 12: CIiCk NeXt to naVigate to Review and Submit Neflﬂap-scme’MV;H;DIHD 11 ]ummm;
p a ge ° e | 2, Upload Files  Or drop files




FDA’s DSCSA Portal

FDA's DSCSA Portal

APPLICATION BUILDER @ . .
eview and Submit

Step 13: Review the information on the Review and o
Submit page and verify details entered. Tdng e st

| Review & Submit Are you submitting as a Trading Partner or Third-Party Representative?
Trading Partner

Need Help? Profile Information

Initial Submission (Verification Request)

Step 14: Click on the Submit button to submit your Initial
Submission.

Unlted States

Step 15: Click Continue to confirm your submission.

20993

Facility Information

Submit DSCSA Initial Submission

Are you sure you would llke to submit Inltlal Submisslon? You will not be able to edlt the submisslon once submiltted.




FDA’s DSCSA Portal

Initial Submission (Verification Request)

Step 16: The submission confirmation page will be
displayed with your Event ID.

Step 17: Click Return to Home to Navigate to the
landing page.

FDA's DSCSA Portal

Initial Submission Submitted to FDA

Congratulations!

Your re quest #00161139 has been submitted successfully. To change or correct your submission, please submit a General Correspondence from the Activity Log page.

00161139 B

Submitted

Last Modified: 12/10/2024, 12:40 PM [ 17 ] Fetum rome
Applicant Organization: FDA CDER DIV NEUROLOGY PRODUCTS
Request Type: Initial Submission

Request ID Number: 37-amgen-1

For technical support, please contact the CDER platform support team (EDMSupport@fda.hhs.gov).




FDA’s DSCSA Portal

Submitting XML/JSON Files

XML/JSON File Upload

a Product Tracing and Verification Request from FDA.

APPLICATION BUILDER

©  Contact Details

Step 1: Select if you are submitting information

| O  Request Information

related to a Product Tracing or Verification Request I
and select the all types of information that will be
included in the submission. -

answer all your DSCSA related
questions.

Step 2: Select Yes for the question “Are you
submitting in XML/JSON format?”

Step 3: Click Continue on the pop up that appears
after selecting Yes/No stating that the selections
cannot be changed once selected.

Step 4: Click Next to navigate to the upload
documents page.

Request Information

1 hat,
Request Information J

Product Tracing Request -

(2]

* Are you submitting Information in XML/JSON format? @

No

DSCSA Initial Submission

You are submitting an Initial Submission for DSCSA. Select Continue to proceed with the selected data and submission
type. After selecting Continue you will not be able to change these selections. If a change is required or you do not intend

to submit please delete the submission in the Review and Submit page and start a new initial submission in your Activity

ca nc%

Log. Select Cancel to return to the previous page.




FDA’s DSCSA Portal

Submitting XML/JSON Files

Step 5: Click on the Upload Files button to
upload a file in XML/JSON format. To upload
multiple files, click the Upload Files button again
and upload as needed.

Step 6: Click Next to navigate to Review and
Submit page.

Step 7: Review the information and verify details
entered.

Step 8: Click on the Submit button to submit
your Initial Submission.

Upload Documents

For the following document types, upload files that are 45MB or less of the following types: pdf, doc, docx, xIs, xIsx, ppt, pptx. If the name is longer than 99 characters, it will be shortened
automatically.

Document Type Document Description File Count
v *Upload Files in XML/JSON @ Files: 0

&M, Upload Files  Or drop files

F’revious4 jssSave and Close Next I

FDA's DSCSA Portal F'

o an st =

Contact Details

Trading Partner Information

Profile Information

Organization Information

Facility Information




FDA’s DSCSA Portal

Submitting XML/JSON Files

Step 9: Click Continue to confirm your submission.

Submit DSCSA Initial Submission
Step 10: The submission confirmation page will be
displayed with the same Event ID.

Are you sure you would llke to submilt Inltlal Submisslon? You will not be able to edlt the submisslon once submitted.

_, | Contlnue I

Step 11: Click Return to Home to navigate to the
landing page.

FDA's DSCSA Portal

Initial Submission Submitted to FDA

Congratulations!

00161139 Your request #00161139 has been submitted successfully. To change or correct your submission, please submit a General Correspondence from the Activity Log page.

Submitted

1 1 Return Home
Last Modified: 12/10/2024, 12:40 PM

Applicant Organization: FDA CDER DIV NEUROLOGY PRODUCTS
Request Type: Initial Submission
Request ID Number: 37-amgen-1

For technical support, please contact the CDER platform support team (EDMSupport@fda.hhs.gov).




FDA’s DSCSA Portal

Submitting XML/JSON Files

(12

Step 12: Once the XM L/JSON file is processed FDA Message - Confirmation of Initial Submission of Documentation - Event ID: 00161139
1 1 H H oNotRe a.hhs.gov © O Reply € ReplyAl > Forward ||| et
successfully, you will receive a confirmation Q - o et T
email shortly after with your unique Event ID. o
-/g, U.S. FooD & DRUG Food and Drug Administration
S ISR Silver Spring, MD, 20993

Step 13: If you receive a parsing error email,

Thank you for submitting documentation in response to FDA'’s Initial Submission Request. Please keep your Event ID for your records.You can log in to FDA's DSCSA Portal

please check the recommendations for the to review your submission.
H H H Please note that no further action is needed at this time on your end. We will review this information and follow up accordingly.
file format as provided by the following
For technical support, contact the CDER Platform Support Team at EDMSupport@fda.hhs.gov.
resources:
® P DG ** Please do not reply directly to this message. All correspondence on this issue should be initiated from the FDA DSCSA Portal through General Correspondence

from the Actions dropdown menu on the Activity Log page. **

+ GS1

* Once you have corrected your file,
please upload in the JSON/XML file
upload section.

* If you continue to have issues, please
visit the CDER NextGen Portal Help
Center to submit a ticket.



https://dscsagovernance.org/blueprint/
https://www.gs1us.org/industries-and-insights/by-industry/healthcare/standards-in-use/pharmaceutical/dscsa-implementation-guidelines
https://cdernextgenportal.fda.gov/s/cder-help-center
https://cdernextgenportal.fda.gov/s/cder-help-center

FDA’s DSCSA Portal

Transition From DSCSA Portal FDA's DSCSA Portal

FDA may transition a DSCSA Event to the . v-
3911 Platform by sending a Transition from 1] L2

00161232 00161139 00161153
I . . h ) Trading Partner POC | Not Confirmed Transitioned Trading Partner POC | Confirmed
DSCSA Po rta CO I I I I I I u n I Cat I O n to t e F D‘ \ S Last Modified: 12/10/2024,01:24 PM Last Modified: 12/10/2024, 01:03 PM Last Modified: 12/10/2024, 12:57 PM
Applicant Organization: FDA CDER DIV NEUR... Applicant Organization: FDA CDER DIV NEUR. Applicant Organization: FDA CDER DIV NEUR...

DSCSA Portal. Once this communication is T SRR Feass e T o
sent, it will appear with a New Notification EE==as N e
banner on the Home Screen. Euent ID # 00161139

Step 1. To view a notification, click on the e
Event ID in the landing page to be redirected 3 = l

Transition from DSCSA Portal 12/10/2024, 01:03 PM FDA |
. .
to t h e ‘\ Ct I V I ty Log Initial Submission Submitted 12/10/2024, 12:40 PM Erik Chen
.
Request for Docurmen tation 12/10/2024, 12:40 PM FDA
Response to Information Request 12/10/2024, 07:42 AM Erik Chen
Information Request 12/10/2024, 07:42 AM FDA

Step 2. Click on the Transitioned tile to be
redirected to the Activity log. FDA Notification

Request # 00161139

Step 3. Click the T ition f SCS
tep 3. Click the Transition from DSCSA
. Transition from DSCSA Portal
PO rta I I I n k The DSCSA Staff has provided a response to your DSCSA submission. Please review the attachment at your earliest convenience.
[]

Download Attachment(s):
Transition from DSCSA Portal to 3911 Platform-FDA CDER DIV NEUROLOGY PRODUCTS. pdf

Step 4. Review the PDF Attachment for
instructions.
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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

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

01

Technical Support
For all technical support,

Portal Video Tutorial

please visit the CDER The “Video Tutorial” contains 1-
NextGen Portal Help 4 minute video clips on how to
Center to submit a ticket. complete submissions for events

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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