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I.[C] SECTION I - Registration / Information:
Saiect 'Add’, ‘Dalede’ or ‘Change” than complats the required information.

() ADD <Coordinators Oriy= O DELETE <Coordinators Only>  (T) CHANGE

Stakehzider Name: |

Siaehcider Company Mame:

Company Address 1

Company Address 2

City: SO Postal Coge
Country:

Saaenoider Fnong:

Slakenoider Emall Adaress:

rl. SECTION Il - Digital Signature Validation:

@ I cerify thar the applied digital signature is mine,

Staeholder Mame: Howard Conrad

Siakehclder Smal Address: howard sonradififda hhe gov

1-Validate || 2-Save || 3-Signature |

Digitaly slgned by Howard Conrad

O cn=toward Conrad, o=U13, o=Booz Allen
Hamiton, emall=howard conrad@nns fa.goy
Ragoon. | am the auinar of this document
Location: Rocivile, MD

Date; 2007.05.15 09:34:38 -04'00°




U.S. Food and Drug Administration L

FDA Electronic Submissions Gateway

Both User ID and User ID |CVMTesti
Password are
case sensitive

Password |

(OB agree to the terms set forth
in the System Naotification below.

Remember my user ID

[ o i|

Licensed to: FDA

Pop-up blocking software for yvour browser may interfere with this
product. You may want to disable or uninstall such software.

YOU ARE ENTERING THE FDA ELECTRONIC SUBMISSIONS GATEWAY
TEST ENVIRONMENT. THIS ENVIRONMENT IS TO BE USED FOR TEST
SUBMISSIONS ONLY.




T'E ’
.../;sz &] WebTrader _ Help Logout.
Documents in Inbox Open folder |Select afolder  [w]

[[] | Hame From Size Date 4
[] #'1178650806297.1105@lIntap02.txt EDATST 426 bytes  May 8, 2007 3:07:01 PM Details
[] + Receipt for Submission Directory.tar.az FDATST 3 KB May 8, 2007 3:37:01 PM Details
[0 4 1178650806297.1105@lIntap02.zip FDATST 30KB May 8, 2007 3:37:03 PM Details
[] #1178653019812.1134@|Intap02.txt FDATST 425bytes  May 8, 2007 3:42:03 PM Details
[] #1178653019812.1134@IIntap02.zip FDATST 30KB May 8, 2007 3:42:03 PM Details
[] +'Receipt for AD7-Change PW-NoPassword.pdf EDATST 3 KB May 10, 2007 3:22:30 PM Details
[] #71178824949601.4143@IIntap01.txt FDATST 426 bytes  May 10, 2007 3:26:54 PM Details
Move to trash | Move/Copy to | Select a folder |Vl 7 documents

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




..ﬂ E-E]WEDTJ"EdEI“ -1;1%—
WebTrader
Doc Check inbox K
Select Send R .
Document Send document
F] !Fnllierﬁ
- Mew folder Ap03
Empty trash
F o« ctory
Contacts
i aplz
D Contact sponsor e
A aplz
o Recent folders 0
1 Trash 3p0.
[] « Sent /-Mol
El Inbox ap0i




-.f:h- &E] WebTrader

Send document

Select who will receive the document

Gateway: FDATST
Center:# | :]

Select the contents of thessubmission

Enter a path to a file or 3 directory N{ a directory is entered, then the entire contents of the directory will be included in the
submission. All the paths stored in thexsubmission will be relative from the provided directory path unless an alternate root
directory is entered.

Root directory: i '

Submission type:# ﬂﬂ

Select a signing certificate

Current file: Q:"-LSDﬂ:ware"-,ESS_II‘RCErtS'\FDA-C‘-.FM—Test—l.p12 Select who will receive the document
Mew file: ' '

- Gateway: FDATST
MyCertificate.pl2 or MyPrivatekey.pfx E— |—|v

Select theCBER t of the submission
CDER

; Enter a patl ra directory. If a directory
M SeIeCt CVM Center \ submission. R ns stored in the submissid
T direttoreis

= CFSAN
CWVIM

Path:+ OOFD
Testing

Dommt Amm e mmis




= WebTrader

vy

Help Logout

Send document

Select who will receive the document
Gateway: FDATST

Center:# | |v|

Select the contents of the submission

Enter a path to a file or 3 directory. If a directory is entered, then the entire contents of the directory will be included in the
submission. All the paths stored in the submission will be relative from the provided directory path unless an alternate root
directory is entered.

Path:#

Browse._ ..

Root directory: i '

Submission type:# ﬂﬂ

€] Open X
Select a signing certificyte —
Lok [ -~ @] &) s
Current file: Q:\Software\ESN IINCerts\FDA-CVM-Test-1.p12
. . 3 Shortcut to SOA [ citrix Pre
Mew file: [
_ ! Brow: 7] Submission [T} pesktop
MyCertificate.pl2 or MN\Crivatekay.pfx Submission Directory [} FDA Cvie
D Adobe Acrobat 7.0 Professional.nk D Google D
D Belarc Advisor.Ink D Google U
[} BlackBerry Desktop Redirector.ink [Ty virtual E
_Send | ‘ e L
File Name: |Submissi0n Directory |
Files of Type: |m| Files | v |
Submission type:s ivJ
= Ty Open Cancel
Electronic Submissions | || |




.-iku GE] WebTrader

Log

Send document

Select who will receive the document
Gateway: FDATST

Center:# |W|:I

Select the contents of the submission

Enter a path to a file or a directory. If a directory is entered, then the entire contents of the directory will be included in the
submission. &ll the paths stored in the submission will be relative from the provided directory path unless an alternate root
directory is entered.

Path:+ CADocuments and Settings‘hconrad\Desktop\Submission Dire
Root directory:  |¢.\Documents and Settings hconrad\Desktop\Submission Dire

Submission type:+ |E |

Select a signing certificate
Current file: Q:\Software\ESS_II\Certs\FDA-CVM-Test-1.p12

New fle:

MyCerl.:.iFica;‘:.é.p 1;'2 or M:.Prwate}(e:.pf'x

send | < Press Send When Filled In




#
|

Enter passwors

Flease enter the password to unlock your

signing certificate

|
/ ox| canc
Java Applet Window

Enter Certificate Password and Select OK



Upload Progress

Waiting for a response from the semver

| E==

= Signing CADocuments and SettingsihconradiDesktopmSubmission
Directontestmanage. pdf

= Liploading Cilocuments and
Settingsthconradicyclonewploaditestmanage pdf 173326070163

=

ARG
Do not close your braveser until you receive a respanse fram the semer. This may
take many minutes far large submissions. [fvouw get 3 red bar and processar
error, do not resubmit until yvou are sure the receipts were not sent.

Java Applet Window

This can take a long time based on the size of submission
or how busy the Gateway is. Please be patient.




U pload Progress

Cone.

1= | Close |

I_r'lll_-L-LUI]"hLL--\_lLIIIL'IIIL'IHL-.r\.IL'II
= Uploading CiDocuments and
settingsithconradi.cycloneluploaditestmanage. pdf 178826070163 =

=

| b

AR G
Do not close your browser until wou receive a response from the senver. This

tmay take many minutes for large submissions. [fyou get a red har and
processor errar, do not resubmit until you are sure the receipts were not sent.

= Backing up signed document

= Daone. \ | 3

Java Applet Window

SUCCESS
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&7 Cyclone - FDA CVM Test #1/Howard Conrad on esgtest.fda.gov - Microsoft Internet Explorer Q =l 3

. File Edit Miew Favorites Tools Help .'all.r
Qeack ~ ) - [*] @) @ | Fsearch SrFavorites & | (- [ S ] - B 5 -
: Address !%j https: ffesatest. fda.gov fuifwebtrader [FolderView?name =webtrader. folder.inboxBdownload =349746 3kshowDetails =&showParty = |V] Go i Links
: = ~ )
.{éﬁ-: & webTrader i Logout
Documents in Inbox Open folder | Select afolder |+
[] |[Name From Size Date A
[] +1178824949601.4143@|Intapd1.pdf EDATST 56 KB May 10, 2007 5:18:56 PM Details
[0 +'1178826071339.1587@lintap02.pdf FOATST 56 KB May 10, 2007 6:24:57 PM Details
[[] /'Receipt for Submission Directory.tar.qz new FDATST 3 KB May 15, 2007 9:36:42 AM Details
h
[ #'1179236200500.2448klIntap02.txt FDATST 425 bytes May 15, 2007 9:41:06 AM etails
Move to trash | Move/Copy th | Select a folder iV! 4 doftuments

Initial Receipt from the Gateway — Not usable until you
rename the file

Click on Details

The Next Screen appears




ne - FDA CVM Test #1/Howard Conrad on esgtest.fda.gov - M
File Edit Wew Favorites Tools Help

Qback -~ € - [ [@) #a | Poearch SrFavorites 8 | (3- F & W~ 3 5 -

— BEX]
L

: Address I https: (fesgtest. fda.gov fuifwebtrader [FolderView?name =webtrader . folder .inbox &download =849746 38showDetails =E&showParty = b —} Go Lirks
|
ﬂ @weh-{rada M
Documents in Inbox Open folder | Select a folder ]
I | sors by | Date E Sort A Receipt for Submission Directory.tar.qz
; ; ; From: FDATST
[l #1178824949601.4143@lIntap01.pdf May 10, 2007 To: FDA CUM Test £1
FDATST 5:18:50 PM ' -
Details
g ; Date: May 15, 2007 9:36:42 AM
[l #1178826071339.1587 @lIintap02.pdf May 10, 2007 S 23:1 b
FDATST 6:24:57 PM Ze: g
m Type: R.ECEIDt. < s
[] + Receipt for Submission May 15, 2007 =now ending decument
Directory.tar.az wew 9:36:42 AM i il
FDATST Details Protocol: Secure file
z : Signed: Signed with certificate FDATST
[0 +'1179236200500.2448@lIntap02.txt ;‘Ii‘rl -105é iﬁqﬂ? using SHA1 digest algarithm
FDATST Détails Message ID: <1179236202549.2457@Intapl2=
[0 /1179236200500.2448@lIntap02.zip new May 15, 2007 View document
FDATST 12:52:10 PM Rename document
Details Move docufsent to trash
Move to trash | Move/Copy 5 documents Hide details
to | Select a folder w

Click on Rename




:@Eycibﬁé - FDA CVM Test #1/Howard Conrad on esgtest.fda.gov - Microsoft Internet Explorer

ok

] File Edit AMiew Favorites Tools Help

@Back L = |

CRERA

) search <rFavorites € | (3- [0 S w] - B 5 -
Address E-EI] https://esotest. fda.gov fuifwebtrader [FolderView?name =webtrader. folder.inbox&download =849746 38showDetails =GshowParty = |3 Go Links
Help Lagaut_;

nﬁ: f;E] WebTrader h

Documents in Inbox

Open folder i Select a folder

5]

P [Sort by [DEItE EJ Sort A Receipt for Submission Directory.tar.gz
_______ From: FDATST
[] +#1178824949601.4143@lintap01.pdf May 10, To: FDA CUM Test £1
FDATST 2007 s e
5:18:56
PM Cate: May 15, 2007 9:36:42 AM
Details Size: 2331 bytes
[1 #1178826071339.1587@lIntap02.pdf May 10, Type: Receipt
FOATST 2007 Show original document
6:24:57
PM Protocol: Secure file
Details Signed: Signed with certificate FDATST
T : T ; ] i digest algorithm
[l Receipt for Submission Directory tar.gz txt | e May 13, using SHAL cig 2
P ry-arg JV\K Nem: 2007 Message ID: <1179236202549.2457@/Intap02=>
|Click Yowename this document|
EDAEST M View document
Detalls Rename document
[0 /1179236200500.2448@lintap02/txt May 15~ | Move document to trash
FOATST 2007 \HJCIE details
T R e Tt

Add “.txt” to the end’of the Receipt file name — Press the Green check box




File Download

Do you want to open or save this file?

Mame: ...IPT_Receipt for Submission Directory[1].tar.0z. bt
Type: Text Document

From: esgtest.fda.gov

T

@ While files from the Intemet can be useful, some files can potentialhy

ham your computer. ¥ you do not trust the source, do not open or
zgve this file. What s the fsk?

You can open the text file or save it to your local system




Me==zage—-ID: <1178826072435 1596@11ntapl2:
Date: Thu., 10 May 2007 19:41:12 GHMT

From: esgpreptest@fda . gow

Subject: FDACVHTe=t  ZZFDATST
Hine—Verzion: 1.0

Content—-Type: multipart-signed; micalg=shal; protocol="application-pkc=?—=ighnaturse";
E—Cyclone-From: ZEFDATST
E-Cyvclone-To: FDACVHTe=st
Content—Length: 1963

Content-Type: multipartsreport; report—typesdisposition-notification;
boundary="—-———=_Part_39 17211960 1178826072435"

Content-Type: textsplain; charset=u=-a=cii

Thi= HDN (Message Disposition Hotification) was automatically built on
Thu. 10 May 2007 19:41:12 GHT in response to a message with id
£21704474 1178826070188 JavaMail hcoconrad@®cwwill7619: received from
ZEFDATST on Thu, 10 May 2007 19:41:11 GHMT.

Thle=s=s =tated otherwi=e, the message to which this MDN applies

waz successfully processed.

Content-Type: messagesdisposition-notification

Original-Hezszage-ID: 21704474 1178826070188 Jawvalail hconrad@cwwbll7Yel19:
Dispo=zition: automatic—action-MDHN-=ent—automatically; processed
Feceived-Content-MIC: mmIlnaldgdaPEIplHglvMf3XgtS¥Y=. =hal

Content-Type: applicationspkocs?—-=signature
Content-Transfer-Encoding: binarvy

This is a Message Digest Notification — Has little useful information




—

Fle Edit \iew Favorites Tools Help

Qeack ~ o) - [ [@ ¢n | Fsearch 5% Favorites £

2-P s #-3 8-

SIE=X]

: Address

@ https: /fesgtest. fda. gov /uifwebtrader FolderView?name =webtrader. folder.inboxBdownload =845746 38showDetails =&showParty =

[i]Gu

>

i Links

@We_t?ﬁade,_r
Documents in Inbox Open folder | Select a folder ||

[]  Hame From Size Date A

[[] #°1178824049601.4143@lIntap01.pdf FDATST 56 KB May 10, 2007 5:18:56 PM Details
[l +'1178826071339.1587 @lintap02.pdf FDATST 56 KB May 10, 2007 6:24:57 PM Details
[] + Receipt for Submission Directory.tar.az vew FDATST 3 KB May 15, 2007 9:36:42 AM Details
[] #1179236200500.2448@lIntap02.txt FDATST 425 bytes  May 15, 2007 9:41:06 AM Details
Move to trash | MuvefcgNSelect a folder | :I 4 documents

Opening the Second Gateway Receipt — Just Click on the File name




EL' TextPad - [C:\Documents and Settings\hconradilocal Settings\Temporary Internet Files\Cont... @
E] File Edit Search View Tools Maoos Configure Window Help A x

]|

O = 5 & EE
= DY Fhh e

b

X i

+
m

Mes=ageld: <21704474 1178826070188 JavaMail hoconrad@cww5ll17619: —

Coreld: 1178326071339 1587@]1lntapl? . - .

DateTine Heceipt Generated: DE—lD—EM\ ThIS 1S the Unlque Identl:rler:
assigned to your transmission

The date and time =tanp contained in thi=s message conveys when CVH received yvour
submisz=sion from the Electronic Submission Gateway., If wvour submission was
received at CVM after 4:30 PM EST,. the official receipt date for the submi=sion
i= the next government bu=siness davy.

This second Gateway notification informs the submitter that the
submission has been transferred to CVM’s ESS




‘&1 Cyclone - FDA CVM Test #1/Howard Conrad on esgtest.fda.gov - Microsoft Internet Explorer Qﬁ
File Edit Wew Favorites Tools Help :f

Qobak » & - ¢ [@) @ | Poearch siFavortes & | (3- B e W ~ 3 5 -

: Address |SE]] https:/fesatest. fda.gov fuifwebtrader [FolderView?name =webtrader. folder .inbox &download =849746 38showDetails =&showParty = |B Go i links
——
ﬁ & WebTrader | Help Logout

Documents in Inbox Open folder | Select afolder | v
i =1 = p o r
[] | sort by | Date |3 Sort 4 Receipt for Submission Directory.tar.gz
From: FEDATST
[ ~#1178824949601.4143@lIntap01.pdf May 10, 2007 To: FDA CUM Tast £1
FDATST 5:18:56 FM b est £
Details
Date: May 15, 2007 9:36:42 AM
[] #1178826071339.1587@lIntap02.pdf May 10, 2007 S 23;’1 %
FOATST 5:24:57 FM B _ ytes
Details Type: F'»ﬁceu:lt_ :
; T Show ornginal docurment
[l + Receipt for Submission May 15, 2007
Directorv.tar.az nvew 9:36:42 AM i 5
FDATST Details Protocal: Secure file
Signed; Signed with certificate FDATST
[ #1179236200500.2448@|Intap02.txt Mla‘!" I15f 2007 using SHA1 digest algorithm
EDATST 2:41:06.AM Message 1D: =1179236202548.2457@lIntap02=
Details
[0 +'1179236200500.2448@lIntap02.zip wew May 15, 2007 View document
EDATST 12:52:10 PM Eename document
Details Move document to trash
Move to trash | Move/Copy 5 documents | [ Hide details
to | Select a folder |v‘

\

Viewing the CVM ESS response requires you to open a ZIP file




Documents in Inbox

Open folder l Select a folder

Fl ISort by il Date Ivi Sort 4 Receipt for Submission Directorv.tar.gz. et
= = From: FDATST
[l #'1178824949601.4143@|Intap01.pdf May 10, 2007 35 Ens oM Test 1
FDATST - o
File Download o
I:l iiseaaeo 15, 2007 9:36:42 AM
# i /1
FOATST Do you want to open or save this file? bytes
- ipt
rariail C +
[] / Receipt for S E]H Mame: 1179236200500[1]. 2448 @lntap02.2ip i
1 u u ! fil i +
—Wﬁ%?r tar Type: WinZip File Secure file
P From: esgtest. fda.gov Signed with certificate FDATST
[ #117923620( using SHA1 digest algorithm
FDATST E
G ] [ Seoin ] | Cancel | =1179236202549.2457@|Intap02=
[l +#'117923620( =nt
FDATST ument
While files from the Intemet can be useful, some files can potentialhy et bo gl
Move to trash | Ms @ hamn your computer. § you do not trust the scurce, do not open ar
to | Select a folder save this file. What s the risk?

Clicking on the filename opens the Zip program on your PC. You can save

the zip file or open it.




s “
-3 WinZip - 1179236200500[1].2448@lintap02.zip =17
File Actions Options Help

: - ol _’f‘"_}_ iy = ’iﬁl e e] k __{".?\" i
il. : - e et | A ; ; [+ { =17 .E-j I‘ "“—i'l - i r
AT ) = @ o | LR w S w
Mew Cpen Favorites Add Extract Encrypt View CheckOut Wizard
Mame Type Modified Size | Ratio Packed | Path

EESignathE Validation.pdf | Adobe Acrobat 7.0 Document  5/15/2007 12:50PM 56,828  47% 29,880 receiptDirl 1179236200500, 2443 @lntapl2Submission Directory,

{ [ |

Selected 0 files, 0 bytes Total 1 file, SEKB (& 15

This is the ESS Sponsor Notification form — Notice that the filename matches
the file name you submitted. Clicking the filename will open the Sponsor
Notification PDF. If you submitted multiple submissions within one
transmission they will be bundled up within the zip file.




|"§ F‘ages\l.i Signatures \E Bookmarks

Atftachments

Adobe Acrobat Professional - [Signature Validation. pdf]

..F'b ;Y J""'I == I&‘:v g - @ W Search. __:I Create POF ~ ":i Comment & Mar Openlng the PDF flle yOU Wl” be
T G B ®- e ® ve - ® D3 0, Shown the following screen stating
' that CVM has digitally signed the

Sponsor Notification Document

-

D Document Status

This document has spedal status or spedial features.

Document Siatus

g

Clicking the Signature
Properties will show
you the next Screen

Certification VALID,

This document was Certified with the Digt

Mame: CVM ESS 11 Signee

- Tul Oroanization: Center for Veterinary Medicine
D ate x Issued by; CVM ESS II Signee

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

To: Su
i Click 'Signature Properties' to view more information about the signature and its validity, Reliance upan this Certified
S U bJECt: FD document requires your acceptance of the terms described when you dick 'Legal Notice',

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

The Center |
yﬂur 5mei5 | Legal gnﬁce... _I [ Signature Properties...
documents t
review divisi

[ ] Do not show this dislog next time this document is opened.

Document Status icons are always located at the bottom-eft corner of the document window, Click a Document Status icon to view this
dizlog again.

Memo =
Your subn




:a Document Certification is valid, signed by CVM ESS 11 Signee,

SUmmary |Dmun|j:nt | Signer || Date/Time | Legal |

Signed by: [CVM ESS 11 Signee ow Certificate...

.5h

Beason: iI am the author of this document

Date: ;200?{05,.’15 1250017 0400 Location: |Mot avaiable

Validity Summary

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

,f 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.

| verify signature | | Close




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

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Sendice

Food and Dirug Adrministration
Rockville MO 2DBST

Date:  Tue May 15 12:50:17 EDOT 2007

Tor Submitier
Subject: FDA CVM ESS — Stakesholder Submission Notification

The Center for Veterinary Medicing, Food and Drug Administration acknowledges the receipt of
your submission to the FOA CVYM Electronic Submission System. The following information
documents the state of your submission. If you have any questions, please contact either the
review division or the Elecironic Submission Coordinator at 301-827-8277.

Memao:
\{pur submission has been rejectzd. The submitted form must be version 5.0 or later

DataeTime Received: 05-15-2007, 08:38:52
Transmission |dentifier; 1179236200500 2443 @ lintap02-1-1
Submission ldentifier: BUA Review Division:

Applicant Name:

Chemical Mame:
Submitted Document Type:
Submission Type:

Correspondence Date: CWM Due Date:
Farent Submission: Reference Submission: |

Mult-Document Index:




Notes:

Stakeholder Receipt (05/07) 5.0

Digital Signature:
Document Certified by C\@ ESS Il Signee. !

EDigitaIIy signed,by G ESS I Signeeg
iDate: 2007 .054 017 EDT
:Reason: | am th thor of this

idocument

This is the bottom of the Stakeholder Notification Receipt.

Notice that it is Digitally Signed.




	FDA CVM ESS II

