U.S. FOOD & DRUG

ADMINISTRATION

CENTER FOR VETERINARY MEDICINE

CVM Electronic Submission System

» Steps for Submitting Electronically to CVM:
1. Regqister with the FDA ESG

2. Submit a paper reqgistration letter to CVM
3. Download the CVM ESS Manage form (FORM EDA 3538)
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Submit a digital signature to CVM through FDA ESG using the CVM
Manage Form

» Submitting to CVM through FDA ESG WebTrader Gateway

*See page 20 for definitions



FDA

Registration Workflow

Registrations for FDA ESG and CVM ESS can occur simultaneously. It is only further along in the
registration process where the systems are dependent on each other for registration. We have
highlighted the simultaneous portions in green and the dependency areas in red.

FDA ESG CVM ESS

Request an ESG Test Send letter of non-

h

Submit paper letter to CVM for

v \Z

Receive email notification and
paper letter via U.S. mail that

Obtain diiital certificate

Register your ESG Test account

Obtain diiital siinature

Prepare Manage Form

Login to your ESG Test account

Test submissions (Manage Form)
validated
Submit Manage Form (Requires CVM ESS account
registration confirmed and digital signature created)

CVM will reach out to FDA ESG to
grant user a Production account
FDA ESG Production account granted.

ESS account activated and ready
to accept submissions.

Submit Manage Form in ESG Production



Register with FDA WebTrader Gateway

Please follow the instruction here for registration with the FDA WebTrader
Gateway: Setting up a WebTrader Account Checklist

Note: You may begin registration with FDA ESG and CVM ESS at the same time, but
you will be unable to submit a test submission without an active FDA ESG Test
account and CVM will be unable to accept your test submission without an ESS
Account. Please keep that in mind.


https://www.fda.gov/industry/create-esg-account/setting-webtrader-account-checklist

Submit a Paper Registration Letter to CVM

In order for CVM to process your registration and add you to our database you must send a single,
original, signed registration letter to CVM. A template of the letter can be found in Appendix | of
Guidance for Industry (GFI) #108.

Mailing Address:

CVM/Office of Management
Attention: Kenneth Shane Burch
MPN 2, Room N134

12225 Wilkins Avenue
Rockville, MD 20852

The letter should include:

a. the name, mailing address, phone number, and Email address of the Coordinator

b. the names, mailing addresses, phone numbers, and Email addresses for each stakeholder who
will submit electronic submission

c. the subject of the letter should be Registration Letter for Electronic Submission to CVM to
clearly identify the purpose of the letter. The letter should be mailed to the address given in
Appendix | of GFI #108

CVM will send a paper response letter once the registration process is complete. If the coordinator
has not received the acknowledgements within 30 days, contact CVM by calling the CVM Electronic
Submissions Hotline at 240-402-7062.
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/cvm-gfi-108-registering-cvms-electronic-submission-system

Download CVM ESS Manage Form
(FDA Form 3538)

Before submitting your CVM ESS Manage for you will need a valid digital signature. Please
reference the Digital Signature Guide for completing this:
https://www.fda.gov/industry/policiesguidance/important-information-about-digitalelectronic-

signatures

The Manage Form can be found here: https://www.fda.gov/media/70818/download

L[] SECTION | - Registration / Information:
oot Ao, Ditere” o ‘Change’ thom complets the pequired indormation

) H00 Coordnstors Uely> () DELETE <Coordinglors Only> () GHANGE

Samigniter Name

Sumgniter Snone

Stakahcidee Lmad Addrets

IL[Z] SECTION Il - Digital Signature Validation:
T contity that the appiied digial signature is ming.

Srkenciser Nane. Kesneih Bursh,

Caskrhokder Fruad Addrsa. whane burchiyics s gov

[ validate | 3.8

Kenneth S. ot
Burch -S

The FDA Manage Form is used to:

1. Register, Delete, and Change Stakeholder information for
CVM'’s Electronic Submission System

OR
2. Validate a User’s Digital Signature for submitting electronically

*Your manage form will be submitted via ESG Test in order to grant
you a ESG Production account. It must then be submitted again in
Production in order to activate your ESS Account for electronic
submission.

*Manage form must be resubmitted whenever a digital signature
is renewed. This will allow validation of the renewed signature.


https://www.fda.gov/industry/policiesguidance/important-information-about-digitalelectronic-signatures
https://www.fda.gov/media/70818/download

Submitting Your Digital Signature Using
CVM ESS Manage Form (FDA Form 3538)

Guidance [ ExportData || ImportData ] ResetForm PrereqUISIteS:
O v semmege 0 Electronic Submission System | ... .cewe o we misss .
s Participant Management Form SR T d ACt|Ve ESG TeSt Account

FEGEr agency may not SPGNEOT, 30 3 DEFSON 15 Nok TEdured 0 FEE

* Email/letter from CVM ESS regarding your
L[] SECTION - Registration/ nformation: coordinator and stakeholder registration
10D ooy © ST Gty O A
Steps:
S 1. Submit your Manage Form in ESG Test (Making
— o sure to choose CVM as the center and Manage
coeer Form as the submission type (Screenshot example
T of page 10)
2. CVM will verify that your test submission was valid
121 SECTION I - Digital Sgnature Validtion: 3. CVM will reach out to FDA ESG to have a ESG

{ certify that the applied digital signature is mine.

— Production account granted for you.
Seletoes St st shne it g 4. You will receive an email from FDA ESG regarding
your Production account creation
[-vaiose | 2-seve ] 3 -Signatue | 5. Submit your manage form again in ESG Production
Kenneth S. St some™" in order to activate your CVM ESS account. This is
Burch-S  rmeemasims O™ the final step that validates your digital signature

*This must be done for all coordinators and
stakeholders in order to activate their accounts.



FDA WebTrader Gateway - Test

Logging into the FDA Electronic [JY U.S. FOOD & DRUG
Submissions Gateway (ESG) — Test

ADMINISTRATION

Submissions Only

FDA ELECTRONIC

SUBMISSIONS GATEWAY -
The URL to get to this screen is TEST SYSTEM
https://esgtest.fda.gov - I

[1 I agree to the terms set forth in the Rules

of Behavior. View Rules of Behavior
Both User ID and

Password are case
sensitive

ESG Web Help FAQs System Status


https://esgtest.fda.gov/

FDA WebTrader Gateway - Production

Logging into the FDA Electronic ¥\ U.S. FOOD & DRUG
Submissions Gateway (ESG) ADMINISTRATION

The URL to get to this screen is oA ELECTRONIG
https:/ /esg.fda.gov SUBMISSIONS GATEWAY

Password

[] | agree to the terms set forth in the Rules
of Behavior. View Rules of Behavior

Both User ID and
Password are case
sensitive

ESG Web Help FAQs Systemn Status



https://esg.fda.gov/

Main WebTrader Software Screen

= >\" WebTrader c woome

INbOX 3217 resuits il 1 of215

Q Alerts

[ ] Document Name Sender Recipient Date v File Size Type
€5 InProgress [] ci1511789233083.576103@ FDATST FDACVM-WC  Mar28th 2018, 10:29:34 am 2 MB Acknowledgement
fdsuv05652_te1.zip
@ Inbox [] ci1505182977857.166149@ FDATST FDACVM-WC Feb 5th 2018, 12:56:56 pm 10 MB Acknowledgement
fdsuv05651_te1.zip
B sentitems [] ¢i1513219282610.3985@fd FDATST FDACVM-WC Jan 26th 2018, 4:47:37 pm 102 KB Acknowledgement
suv05637_te1l.zip
[] ci1513219282610.3985@fd FDATST FDACVM-WC Jan26th 2018,4:42:06pm 101 KB  Acknowledgement
suv05637_te1l.zip
[] ci1513219282610.3985@fd FDATST FDACVM-WC  Jan 26th 2018, 4:30:13 pm 102 KB Acknowledgement
suv05637_te1l.zip
[] ci1513204715170.364935@ FDATST FDACVM-WC Jan23rd 2018,4:35:20 pm 2 MB Acknowledgement

fdsuv05649_te1.zip

This is the WebTrader main screen that you do everything from.




Sending a Submission or Submissions to FDA

Select Send
Document

}J WebTrader

<Z] Send Document InboX 3217 re

Q — D Document

[] ¢i1511789;

=T Progress

fdsuv0565
@ Inbox [] ci1505182¢
fdsuv0565
BT Sentitems []  ci1513219;

cansNRR2T
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WebTrader — Send Document Screen

= N WebTrader System you are logged into. FDA ESG Test or Production

<7 Send Document Send Document Select CVM Center
[:J. Aderts Routing Information
Reclolent:  FDATST Select Manage Form
(_—) In Progress .
*Center: CWVM bt
A _
Submission Type: Manage Form ke ClICk Add documents
) T to attach submission
Document Selection / cach subm

"Documents: (1) Add documents

Click Select a certificate to attach

Document Signing your digital certificate. Enter the
‘Signing Certficate:  Selectacertficate Certificate password after

Cerlificate Password: Certlificate password attaChing you r ce rtificate

&» ~——+————— Click Send when completed
|
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— In Progress

@ Inbox

] sentitems

Receipt and Acknowledgements

Status

Delivered

Delivered

Delivered

Delivered

Delivered

Delivered

1038 results
Document Name Center
FDA Manage Form 3538.pdf CVM

DM PP ZAOT OMUMS eSub011118 sub13.zip CVM

DM PP ZAOT OMUMS eSub011118 sub12.zip cVM

DM PP ZAOT OMUMS eSub011118 sub11.zip CVM

DM PP ZAOT OMUMS eSub011118 sub10.zip cVM

DM_MIFS_T_ZH-EL_Accept_M.zip CVM

Type

Electronic_Submissions

eSubmitter

eSubmitter

eSubmitter

eSubmitter

eSubmitter

File
Size

174 KB

1MB

1MB

1MB

1MB

2MB

Date v

Apr 3rd 2018, 6:20:29 pm

Jan 11th 2018, 8:07:15
am

Jan 11th 2018, 8:07:15
am

Jan 11th 2018, 8:07:14
am

Jan 11th 2018, 8:07:05
am

Jan 11th 2018, 7:42:46

am

Click on the document name in the sent items to view the document’s

receipt, acknowledgements, and details.
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ESG Gateway Receipt

Document Details

> Acknowledgement
v Receipt

File Name: Receipt for FDA Manage Form 3538.pdf.txt
Status: Delivered

Date: Apr 3rd 2018, 6:20:30 pm

File Size: 2 KB

Submission Message Id: <2129682351.4.1522794029777@CVL0181901>

Sender: FDATST

Recipient: FDA CVM - WC

» Sent Details

| Close )

Initial Receipt from the
Gateway - Click to see details

Click Download icon to
download a copy of the receipt

Click View document icon to view receipt

Document Content

« Go back to details

Date: Tue, 03 Apr 2018 22:20:31 GMT

From: esghelpdesk@fda.hhs.gov

Message-Id: <1522794030974.296326@nUITjJo1LmuePPIb4kY=>
Subject: WenminChenWebTrader;ZZFDATST

MIME-Version: 1.0

Content-Type: multipart/signed; boundary="---=_Part_1521_790348646.152279403097
5"; protocol="application/pkcs7-signature"; micalg=sha1
EDIINT-Features: CEM

X-Cyclone-From: ZZFDATST

X-Cyclone-To: WenminChenWebTrader

Content-Length: 2543
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ESG Acknowledgement #1

Document Details Opening the first submission
acknowledgment - click on the first
Acknowledgment link

v~ Acknowledgement

File Name: ci1522794030466.296298@fdsuv05650_te1.pdf

Status: Delivered

Date: Apr 3rd 2018, 6:24:54 pm

File Size: 217 KB Click View document icon to view
Submission Message Id: <2129682351.4.1522794029777@C, acknowled geme nt

Sender: FDATST

Recipient: FDA CVM - WC

File Name: cl1522794030466.296298@fdsuv05650_te1.txt This is the Uni que Identifier
Status: Dellvered : assigned to your transmission

Date: Apr 3rd 2018, 6:24:26 pm

File Size: 267 bytes

Submission Message Id: <2129682351.4.1522794029777@CVL0181901> Document Content

Sender: FDATST
« Go back to details

Recipient: FDA CVM - WC
Messageld: <21296823851.4.1522794029777@CVL0181801>

Coreld: ci1522794030466.296298@fdsuv05650_te1

. DateTime Receipt Generated: 04-03-2018, 18:23:34

> Receipt

"The date and time stamp contained in this message conveys when Electronic Submissi

on Gateway received your submission."
Close

> Sent Details

This first acknowledgement informs the submitter that the submission has been transferred to CVM’s ESS
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ESG Acknowledgement #2

Document Details

Click Download icon to view second
acknowledgement

v~ Acknowledgement

File Name: ci1522794030466.296298@fdsuv05650_te1.pdf

Status: Delivered Viewing the second acknowledgement (CVM ESS
Date: Aprord 2016, B:24:54 pm response) depends on the type of submission

File Size: 217 KB
Submission Message Id: <2129682351.4.1522794029777@CVL0181901> Ma nage Form: PDF document

Sender: FDATST
Adverse_Events_Reports : Text document (Can be

viewed in browser or downloaded and opened with
standard text editor such as notepad)

Recipient: FDA CVM - WC

File Name: ¢i1522794030466.296298@fdsuv05650_te1.ixt
Status: Delivered
Date: Apr 3rd 2018, 6:24:26 pm eSubmitter : requires you to open a ZIP file to view

File Size: 267 bytes P D F
Submission Message Id: <2129682351.4.1522794029777@CVL0181901>

Sender: FDATST Please note: You may need a third party compression
Recipient: FDA CVM - WC tool such as WinZip or 7-Zip to open the file.

> Receipt

> Sent Details

15



ESG Acknowledgement #2 Continued...

21 B M [E - | WinZip - ci1432057003539 478656@fdsul 05646 _te 1[1] zip = | B et
Unzip Edit Share Backup Tools Settings View Help Upgrade
?;8 Location: Ch\Users\Shane.B

P
\Lg @ Al files

Locumer

(7]
ats Unzip Cloud Search  (7) selected Files
Unzip Unzip to Cloud Files
2 Mame = Type Modified Size Ratio Packed Path
TAci1432057003539.478656@fdsul05646 te] pdf Adobe Acroba...  5/13/2015 1:42 PM 64,900 57w 28072
4 ‘ [ 3
Selected Dfiles, 0 bytes \ Total 1file, B4KE a0

If your acknowledgement is a zip file, you will need a third party compression tool
such as WinZip or 7-Zip to open the file. Once open, you will find the ESS Sponsor
Notification form — Clicking the filename will open the Sponsor Notification PDF.

16



3

CVM Digital Signature on Sponsor Notification

Adobe Acrobat Professional - [Signature Validation. pdf]
= ﬁ :”‘: /- & f‘?i’"’ff“. ps ““’“_‘”DF'g“?:””?“_“ﬁ_”‘&"‘ﬂ_“””_' = “ f“ Opening the PDF file you will be
U m B S L d @ e @ e | shown the following screen stating
that CVM has digitally signed the
) Sponsor Notification Document
D Document Status P 7

Ii Pages\r; Signatures \f Bookmarks

{ Attachments

To:
Subject: FD

Su

The Center
your submis
documents t
review divisi

Memo

Your subn

This document has spedial status or special features.
Document Siatus
l_'h. Certification VALID.

This document was Certified with the Digital Signature of

Mame: CVM ESS 1T Signee

Clicking the Signature
Properties will show you
the next Screen

Crganization: Center for Veterinary Medicine
Issued by: CVM ESS 1T Signee

The Digital Signature is valid and the document has not been subsequently tampered with,

Clidk 'Signature Properties' to view more information about the signature and its validity. Reliance upon this Certified
document reguires your acceptance of the terms described when vou dick ‘Legal Notice',

To access signature information later, open the Signatures Tab on the left, select the Certifying Signature and cho
'Properties’ from the Options menu,

| Legal Notice.., _I ’ Signature Properties...

[TJoo not show this dialog next time this document is opened.

Document Status icons are always located at the bottomeft corner of the document window, Click a Document Status icon to view this

dizlog again.

/
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CVM Digital Signature on Sponsor Notification
Continued...

Signature Properties

g
Eﬂ Document Certification is valid, signed by CVM ESS II Signee,

Summary | Document | Signer | Date/Time | Legal |

Signed by: [CVM ESS II Signee

Reason: 11 am the author of this document

Date: ]2[][1?;'[]5{15 12:50:17 -000 Location:  |Not available

Validity Summary

#¥  The document has not been modified since it was certified,

AF  The Signer's Identity was valid when it was issued, but no revocation checks could be made
to validate the identity at this time.,

& Signature date time are from the dock on the Signer's computer,

Signature was created using Adobe Acrobat.

[Eeriﬁf Signature ] [ Close
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CVM ESS Sponsor Notification Form

This is the ESS Sponsor
Notification form.
Notice that the form will
be used for both
submission rejections
and acceptances.

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Date: 05/19/2015

To: Submitter

Food and Drug Administration
Rockville MD 20857

Subject:  FDA CVM EDSR - User Submission Notification

The Center for Veterinary Medicine, Food and Drug Administration acknowledges the receipt of
your eSubmitter submission to the FDA CVM Electronic Submission System. The following
information documents the state of your submission. If you have any questions, please submit
an email detailing your questions to cvmesubmitter@fda.hhs.gov.

Memo:

Your submission has been rejected. The manifest.xml can't be read.

CVM Received Date:

05/19/2015

Transmission Identifier:

ci1432057003539.478656@fdsul05646_te1

Submission ldentifier:

Review Division:

Firm Name:

Established Drug Name(s):

Submitted Document Type:

Submission Type:

Correspondence Date:

CVM Due Date: ‘

Parent Submission:

Reference Submission: ‘

19



FOA
CVM ESS Sponsor Notification Form Continued... .

Notes:
Digital Signature:
;Doc:ument Certified by C\@ ESS |l Signee. :
Digitally signed,by ESS Il Signee.
Stakeholder Receipt (EDSR) 5.1 :Date: 2007.05¢4 0:17 EDT i

:Reason: | am th
idocument

/

This is the bottom of the Stakeholder Notification Receipt.

Notice that it is Digitally Signed.

20



Definitions

FDA ESG

The Food and Drug Administration (FDA) Electronic Submissions Gateway (ESG) is
an Agency-wide solution for accepting electronic regulatory submissions. The FDA
ESG enables the secure submission of premarket and postmarket regulatory
information for review.

The FDA ESG is the central transmission point for sending information electronically
to the FDA. Within that context, the FDA ESG is a conduit along which submissions
travel to reach the proper FDA Center or Office.

CVM ESS

The Center for Veterinary Medicine (CVM) Electronic Submissions System (ESS) is a
center-wide solution for accepting electronic regulatory submissions. This system is
used to accept electronic submissions for animal and veterinary products.

21



N U.S. FOOD & DRUG

ADMINISTRATION




	CVM Electronic Submission System
	Registration Workflow
	Register with FDA WebTrader Gateway
	Submit a Paper Registration Letter to CVM
	Download CVM ESS Manage Form (FDA Form 3538)
	Submitting Your Digital Signature Using CVM ESS Manage Form (FDA Form 3538)
	FDA WebTrader Gateway - Test
	FDA WebTrader Gateway - Production
	Main WebTrader Software Screen
	Sending a Submission or Submissions to FDA
	WebTrader - Send Document Screen
	Receipt and Acknowledgements
	ESG Gateway Receipt
	ESG Acknowledgement #1
	ESG Acknowledgement #2
	CVM Digital Signature on Sponsor Notification
	CVM ESS Sponsor Notification Form
	Definitions
	U.S. Food and Drug Administration




