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CARES Act Amount Information Reporting

Introduction

CARES Act Amount Information Reporting system s intended to provide a portal solution for all registrantsor
their authorized agents to submit reports on the amount of each listed drug that was manufactured,
prepared, propagated, compounded, or processed for commercial distribution in compliance with section
3112(e) of the CoronavirusAid, Relief,and EconomicSecurity Act.

This guide describes how to use the CDER NextGen Portal to upload data from a comma-separated values
(CSV) file tocreateand submit a CARES Act Amount Information reportto the FDA. It is an expanded
version of the original reference guide (CARES Act Amount Information Reporting) posted on the
Coronavirus Aid, Relief, and Economic Security Act (CARES Act) Drug Shortage Mitigation Efforts webpage
(https://www.fda.gov/drugs/drug-shortages/coronavirus-aid-relief-and-economic-security-act-cares-act-
drug-shortage-mitigation-efforts).

Fortechnical assistance, please email the EDM Support Team (EDMSupport@fda.hhs.gov).

For questions on how to enter or upload data, please email the Drug Amount Reporting Team
(DrugAmountReporting@fda.hhs.gov).



https://www.fda.gov/drugs/drug-shortages/coronavirus-aid-relief-and-economic-security-act-cares-act-drug-shortage-mitigation-efforts
mailto:EDMSupport@fda.hhs.gov
mailto:DrugAmountReporting@fda.hhs.gov
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CDER NextGen Portal Homepage

1 CDER NextGen

Portal

Step 1. First, signin on the CDER
NextGen Portal homepage.

Welcome to
CDER NextGen

Your direct line to the FDA

FDAHome | Browser Requirements | Contact Tech Support | FAQs

Follow FDA | FDA Voloe Blog | Privacy
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CDER NextGen Portal Homepage

click CARES Act Amount

1 H CDER Standards Recognitio
InformationReporting. ndar gnition

Request to informally recognize voluntary consensus standards related to pharmaceutical quality

CDER Drug Shortage Potential Impact Outreach

>ubmit a response to a potential shortage impact outreach message sent by FDAto s

upport emergency potential shortage notifications (ex: COVID-
19 and other public health emergencies)

CARES Act Amount Information Reporting

Submit information on the amount of listed drugs and biological products under section 510(j){3) of the FD&C Act (as added by Coronavirus Aid
Relief, and Economic Security Act)

Controlled Correspondence

Submit correspondence to the Agency, requesting information on a specific element of generic drug product
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CARES Act Amount Information Report

Step 3. The next screen is the CDER NextGen P
landing page. Draft reports
and Smeitted reports CARES Act Amount Information Reporting
appear here. Click + New
Report at the top right of the
screen.

CARES Act Amount Information Reporting

No CARES Act Volume Reporting Yet

Submit a new submission using the "+ New Report” button at the top right of your screen

Search Submissions [x] i
FDA Home | Browser Requirements | Contact Tech Support | FAQs

Follow FDA | FDA Voice Blog | Privacy

00020506 00020357
Draft Draft

Last Modified: 11/29/2021, 04:48 PM
Reporting Year: 2021

Last Modified: 11/29/2021, 04:48 PM
Reporting Year: 2020

# Unsubmitted Draft # Unsubmitted Draft
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CARES Act Amount Information Report

Step 4. On the Introduction
screen, review the Getting
Started information for
submittinga CARES Act
Amount Information Report.
Section descriptions of the
submission process are
displayed.

Introduction
Getting Started
Welcome to FDA's CARES Act Information Reporting Portal. Below is a summary of the submission process.

CARES Act Amount Information Submission Process

Submitter Information

Verify Submitter information

Submission

1 Provide information about your submission, add data to your submission, and submit your data
Step 5. Click Next. » y ,

Cancel Next




CARES Act Amount Information Reporting

Submitter Information

Submitter Information

Step 6. On the Submitter e I —
Information screen, select if you

are submitting as a Registrantor

Authorized Agent- Profile Information First Name et e

Step 7. Review the prepopulated
informationin the Profile

Informationsection, and then . |
click Next. Contact technical .

support if any fields need to be

updated. | L
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Submission

Submission
Step 8. In the Submissionsection, suempson nformatir
select the year(calendar year) Sactane N
that the report will cover.
Step 9. If you are submittinga
replacement report to a previous
submission, check Yes. Then,
select the report ID of the Submission
previous submission from the Submission Information
drop-down menu. .

Ste p 10- Sel ect t h at yO u WO u Id * Please select the previous submission for which you are submitting a correction report
Iike to Submit product data Via 00019877 v Date Submitted: 9/21/2021, 04:34 PM

CSV File. L o
File
Step 11. In the COnﬁrmation CARES Act Amount Information Report
. L] erV.DUS — CARES Act Amount I tion R ent R ) pre P e on. Plaase note, selecting a DEIETE 55\4’9
screen, click Continue. s e
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Submission

Submission Information

Step 12. Click and
download the template.
There are also
instructions that can be
downloaded.

Note: The templatewill
download with an .xlsx
extension. Prior to
uploading, save the
document with a .csv
extension.

If a file contains multiple
tabs, save each tab as a
separate CSV file.

Each file should contain

“What year are you submitting for?

2021 v

Are you submitting a replacement report to a previous submission?

| Y

* Please select the previous submission for which you are submitting a correction repart
00026981 v Date Submitted: 3/2/2022, 12:29 PM
Would you like to submit products manually or by uploading data from a csv file?

Manually
® CSVFile
For Uploading Data Using the 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.

CARES Template for CSV Data Upload.xIsx

Instructions for Using the CSY Template
CARES CSY Ternplate Instructions ndf

For Uploading Data Using a Custom CSV File
Instructions for Using a Custom CSY File

CARES CSY Custom File [nstructions.ndf

&, Upload Files | Ordrop files

Delete Save

fewer than 200,000 lines.

10
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Submission

Step 13. Enterthe requested Home |Insert Draw Page Layout Formulas Data Review View Help ACROBAT & Share

. . . =0 X Cut - y JA A == s ab g z 2 > AutoSum v A
information in the CSV template or L0 . [ n A A = ¥ Bt B By 888 22 v O
Paste B I U~ v &oA. = == ie=inE Mer e & Center ~ $ . 0/ ) «0 .00 Conditional Formatas Cell Insert Delete Format Sort & Find &
f-l v <¥ Format Painter = o _— SR st e 9 9 Lo Formatting v Table v Styles v v g & Clear ¥ Filter v Select v
Con St ru Ct you r Own CSV I e to Clipboard [ Font N Alignment N Number ~ Styles Cells Editing Sensitivity
match this template. Then, save E— A
A B C D E F G H | J K L
t h e d OC u me nt to yo u r Computer aS ; Establishment DUNS  Business Operation NDC  Source NDC }Iaonlllj;n; Per Outermost Quantity Relea Outermost Quantity Dis Outermost Package 1Innermost Quantity Rel Innermost Quantity Disti Innermost Packag Market Unknown
. 3 | February
a CSV flle- 4 March
5 April
6 May
7 June
M 8 July
The portal requires that each :
10 September

DUNS—Business Operation—NDC i Oxtaber

12 November

combination have 13 lines, one for

Annual Total

each month and one for the
annual total.

Note: There is a separate document that describes how to
enter datainto a CSV file: “CARES Act Amount Information
Reporting CSV Template Instructions.”

11
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Submission

Submission Information * What year are you submitting for?

2021 A

Step 14. Once all data has been
enteredintothe CSVfile, upload the
data from the document into the 00026981 v Dat;SUl: "dul3;2022 12:29 PM

* Please select the previous submission for which you are submitting a correcti

portal by . S
(1) clicking Upload Files and i —
selecting the CSV file, or S
(2) dragging and dropping the CSV i ——
file onto Or drop files. . e

Step 15. When the status bar & Upomiis | ovarpties Lo
indicatesthat the data has finished r
uploading, click Done. e

Submission Information

2021

Step 16. Your file is now being -

processed. You will receive an email =
Submission page by clicking Save e o e R e o e
and Save & Close. e 19

Save r

Save CARES Act Amount Information Report
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[ ] L]

S u b m ISS I 0 n Thank you for your CARES Act Amount Information Submission. We have validated your data and
no errors were detected. As a next step, please log in to the FDA CDER NextGen portal,
https://fedm.fda.gov, to proceed with your submission.

Step 17.Onceyou receive an Event ID: 00027123

ema Il Confl rm I ng the proceSSIng Submitter's Contact Information:

H Name Email Country Phone Number | Extension
of your CSVfile, returntothe ! = ooumny_ Phore

landing page and click on the
For technical support, contact the CDER Platform Support Team at EDMSupport@fda.hhs.gov.

report ID.

** Please do nnt renlv directlv to thic meecsane This is an antomaticallv aeneratad amail i
and replies wil

T

CARES Act Amount Information Reporting

Note: If you need to update
your CSV file, please click on
the X next to the old filename

toremove it and then upload butt

Last Modified: 03/04/2022, 12:47 PM

the updated CSV file. .

Correction to Report: 00026981 Submission

Search Submissions ] Search Y-

Submission Information Vhat year are you
# Unsubmitted Draft =

v Date Submitted: 3/2/2022, 12:29 PM

© SucessfulUpload.csv

{sed. You may proceed by certifying your submission and selecting Submit 1 3




CARES Act Amount Information Reporting

Submission

Certifications

[v] 1affirm that the information in this submission is correct, and I understand that under 18 U.S.C. 1001 it is illegal to make a materially false, fictitious, or

fraudulent statement or representation in this matter within FDA's jurisdiction.

Step 18. After validation, the report can be saved or

submitted. To submit the report, check the boxin the Complete & Submit CARES ACT Amount
Certifications section to affirm that the information Information Report

you provided in this submissionis correct and then

CliCk Submit Are you sure that you would like to submit your CARES ACT Amount Information Report? You will not

be able to edit the report once submitted.

Click Save to keep the report for later or click Delete
toremove the submission.

Step 19. In the confirmationscreen, click Submit to
send the report. Click Cancel toreturnto the Submission
section. 14
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Submission

Step 20. After clicking on
Submit. there will be a3 CARES Act Amount Information Report Submitted to the FDA
confirmationscreen to confirm
your report was submitted to
the FDA.

Congratulations!

Your CARES Act Amount Information Report #00005218 has been

C||Ck Return Home tO return tO 00005218 submitted successfully. If you need to make changes to your
Date/Time Submitted: 10/15/2021, 02:05 PM submission, please contact FDA Staff at
H Reporting Year: 2021 (DrugVolumeReporting@fda.hhs.gov) and include the Report ID.
the landing page or log out or 8 : : 8
C||Ck New Re port tO Sme|t d Return Home New Report

new report.

For technical support, please contact the CDER platform support team

(EDMSupport@fda.hhs.gov).

15
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Submission Errors

The email sent after processingis
completed will either state that
there were no errors or specify
one of three different types of
errors. Returntothelanding page
and clickon the draft submission
to review the error messages and
submitted data.

On the Submission page, click
View Results to view messages
about the error(s). Depending on
the error type, you can either

(1) proceed with the submission
or

(2) remove the CSV file and
upload a corrected CSV file.

Submission Information

To review common error
types and resolutions,
please review the CSV
Instructions document.

*What year are you submitting for?
2020 v
Are you submitting a replacement report to a previous submission?
Yes
*Would you like to submit products manually or by uploading data from a csv file?

Manually
CSV File
For Uploading Data Using the 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.

CARES Template for CSV Data Upload.xlsx

Instructions for Using the CSV Template
CARES CSV Template Instructions.pdf

For Uploading Data Using a Custom CSV File

Instructions for Using a Custom CSV File

CARES CSV Custom File Instructions. pdf

@ ValidationError.csv

View Results

16


https://fda-cder-2.my.salesforce.com/sfc/p/t00000004XRy/a/t0000000qwsu/Qo0IXjd1OYJ.ytri5wdUcxF_x2p9DQEEZm4RBX..UX4
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Submission Errors

Thank you for your CARES Act Amount Information Submission. While processing your data, one
Th e th ree erro r typ es a re Ca | |ed or more validation errors were detected that may require your action. As a next step, please log in

to the FDA CDER NextGen portal,https://edm.fda.gov, to review your data and determine if a

correction is required. You may wish to proceed with this data, or in the case a correction is

L] Ll L]
Val |datl On, H IerarChy, a n d required, please delete the CSV, correct the CSV, and re-upload the CSV.
Summary of data that does not match existing values in the drug registration and listing database.

o -
Parsing. Event - 00027130 ! I —

Unique NDCs Not Validated in the FDA System:1
Unique Source NDCs Not Validated in the FDA System:2

Download the following file, Validation_Results.csv for a list of data that does not match values in the drug registration
and listing database

Validationerror: At least one

Upon reviewing your data, you may wish to proceed with this data or make a correction. To make a correction, please re-
move the CSV file, correct the data in the file, and r

DUNS, NDC, and/orsource B
NDC was found to not match

pload the CSV file

Thank you for your CARES Act Amount Information Submission. While processing your data, one

H M H or more hierarchy errors were detected requiring your action. As a next step, please log in to the
Va I U es I n th e d rU g I IStI ngs FDA CDER NextGen portal, https://edm.fda.gov, to review your data.Please delete the CSV,correct
the CSV,and re-upload the CSV. L

data base. Data may St'” be Event ID: 00027130 @ HierarchyErrorcsy
submitted without updating. Wil rcesing e e et e o more o el o i st

Please remove the CSV file, correct the data in the file, and re-upload the CSV file

H i e ra rc hy e rror: O n e O r m O re Your file must include at least one Establishment DUNS, at least one Business Operation for every Establishment DUNS

entered, and at least one NDC for every Business Operation entered.

req u i red Va | u es a re m iSS i n g In the case you encounter any further issues, please contact EDM Support at EDMSupport@fda.hhs.gov
.

Thank you for your CARES Act Amount Information Submission. While processing your data, one

Parsing error: At least one
or more errors were detected requiring your action. As a next step, please log in to the FDA CDER
Va | u e CO u Id n Ot be p roceSSEd’ NextGen portal, https://edm.fda.gov, to review your data and a correction is required.Please deletel

the file,correct the csv, and re-upload the CSV.

such as having an incorrect Event ID: 00027130 ® pusngsroc
format or being the wrong Wi rocesing th e s ot i o sl e e e
d a t a typ e . Please remove the uploaded CSV file, correct the data in the file, and re-upload the CSV file.

Please refer to the CARES CSV Custom File Instructions.pdf to troubleshoot potential parsing errors. In the case you en- 1 7
counter any issues, please contact EDM Support at EDMSupport@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
containsportal
announcementsso users

are alwaysin the know. é

01

Forall technicalsupport,
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 canfind the “Learn
More” link to

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

19
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