Center for Veterinary Medicine:
Electronic Submissions System

//‘”_
Elizabeth L. Parbuoni, M.S.
Center for Veterinary Medicine




.
Miew of Electronic
Submissions in CVM

« Started with Pilot for proof of concept

» Started with simple reporting requirement as e-




/—_

eSubs: Email Program Standards

* Agency Certification

* Center Registration — both paper and electronic
— Bridge to paper records and test electronic communications
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eSubs: Email Program Standards

e ElEmailnic submission

— Quidance and Form
— Single PDF file
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eSubs: Program Inception

 Started email submissions with drug shipments
— CVM has received over 3000 electronic NCIEs since 1997

* Prototype program




CVM Review Times (days)

Paper vs. Electronic
First 3 months

Electronic
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Pilot Evaluation

* When compared to paper NCIEs for the
same sponsors and INADs for the preceding
3 months:
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Observations During Pilot

* Industry liked the electronic format and
form, and ease of transport (after adapting
changes 1n internal processes)
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Center/Industry Success Story

* Worked with Industry

* Reduced Paper Load
(CVM and Industry)
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eSubs: Recent Expansion

« Expanded to other types of info in February 2001
— Meeting Requests, Final Disposition, Slaughter Notices
— Guidance and Flat PDF file published on web page

 Smart forms available in June 2001
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E

-Submissions
Email Subject Lines

Subject Line Type of Electronic Submission

NCIE Notice of Claimed Investigation Exemption
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P

rocess Changes
E-Mail Subject Lines

Subject Line Type of Electronic Submission
REGISTER Registration Letter for identification of sponsors and

authorized contacts
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Current CVM E-Subs Process

Message

Message “s"
transmission

creation

Message
processing

MS Outlook
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Message Creation

 Download Form from CVM Website

— Or recover from storage area




DEPARTHENT CF HEALTH A0 HURA SERACES NOTICE OF CLAIMED Ferm Ay O i o011

Centorfor otairany Ml INVESTIGATIONAL EXEMPTION

PAPERWORK REDUCTION ACT STATEMENT: A Federal agency may not conducl or sponser, and a person is nat required 1o respord to, a colection of
nlomation, unksss & displays a current valid OMB contrel Number, The public repoting Burden for the collsclion of nfsmation is sstimaled o vary from 15
minubes 1o 2 hours, with an average of A0 minules par responss, including time for reviewing rstnetions, s=arching existing data sources, gathering and
mananng the recessary information, and compleling and reviewng the coledtion of information. Send comments regarding the burden estimale or any
alher aspecl ol'lh_iscoledim al informatian o the Food a_nd Cirug Administration, Canber for Velermang Madicines, 7500 Standish Place, Flo-ch.'&_ WO AE6HE

Swbmit this notice alactronicaly tor DATE: O1/01200
Food and Drug Administration INAD ! I MO: e INAD O
Center for Veterinary Medicine (HFV- 121} STLOY ! TRIAL I0: Shady 1D
7500 Standish P lace DRLIG SHIFMENT M2: Number of this shipment
Rockyille, Margdand 20855 T¥PE OF SHIFMENT: _Initial __Zupplment
{E-mail :cvmdeu@oym.fda.gow) Discortinesd Other

The sponsor, COMPANY NAME . submils a notice of clamed ivestigalionsl esemption for the
shipment or delivery of a new animal drug under the provisions of 21 CFR 511.1. This informalion is submilted in electionic form.

l. Shipme-nt:cnrReceiptDInformation _ - -

1. HAMER) OF THE DRUGE)
Eslabizhed rameis:  Established Mame of Drugs {if multipk, please soparate by commas)

Trade name(s): Trade Mama
PROPCSE DUSE OF THE DRUGE):  Indicationis)
DATE OF DRLUKG SHIPMENT (OR RECEIPT): 011012001
TOTAL QUANTITY {WT. OR VOL) AND CONCENTRATION OF DRUGES) SHIPPED (DR RECEIVED): Quantity of Drug
TYPE OF STUDY ! TRIAL:  Typa of Study
INTEMDED LEEE OF STUDY OR TRIAL: Pivalal {intanded for support of FNADE or ARNALG) Maon-preatal
HAKE AMD ADDRESS OF INVESTIGATOR: Inwestigator Name
Investigator Address First Ling
Inwestigator Address Secand Line
Phore Mumber:  {000) 0000000 City o0noL00on
LOCATION OF STUDY / TRIAL: - Sludy Location Address First Ling
Study Location Address Second Llne
City State Q00000000

HAKE ARND ADDRESS OF STUDV MONITOR: Monitor Mame
Monitor Address First Line
Monitor Address Second Line
Phere Mumber:  (000) 0000000 Clty 0O00E-0000
APPROXIMATE DATE OF STUDY ! TRIAL  Stad:  01/01/2000 Firish:  o/01/2001
PROTOCOL SUBMITTED TO Cul: Yes
IF V=, dabs submitbad to TV and'or CWi submission ramber: ol 1zond
. SPECIES OF AMIMALS: Animal = | Production Class
SIZE AND TYPE OF AMIMALS: Siza arel Type of Animals
. APPROXIMATE MUMBER OF AMIMALS (IM THIZ TRLAL):
Tatal: O Trealed: 0 Conilral:
HUMBER OF ANIMALS FREVICUSLY USED:
Tatal: g Trealed: g Coniral: g
MAXIMIM DALY DOSE: Maximum Dose ANDOURATION:  Duration of Dasing
METHOD OF ADMINISTRATION:  Routs of Administration

CONTRACT RESEARCH CRGAMIZATIONS (CRO) LISED: e Ho
Name ard address of CRO: CRO Mama
CRO Address FirstLine
RO &ddress Second Line
Phore Mumber:  (000) 0000000 City DO00CL0000

Descriptian of obligations trarsfemsd o CRO: ..o ription of obligations

FORM FOu 3452 (701} Page 1
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DEPARTMENT OF HEALTH AND HUMAN SERVICES NOTICE OF CLAIMED Form Approved: OMB No. 00100117

Food and Drug Administration

Center for Vetarinary Medicine I NV ESTIGA‘I’IO NAL EXE M PTIO N Expiraticon Date: 1/31/02

PAPERWORK REDUCTION ACT STATEMENT: A Federal agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information, unless it displays a current valid OME contral Mumber. The public reporting burden for the collection of information is estimated to vary from 15
minutes to 2 hours, with an average of 20 minutes per response, including time for reviewing instructions, searching existing data sources, gathering and
maintaining the necessary information, and completing and reviewing the collection of information.  Send comments regarding the burden estimate or any
cther aspect of this collection of information to the Food and Drug Administration, Center for Veterinary Medicine, 7500 Standish Place, Rockville, MO 20855,

Submit this notice electmm'caﬁy to: DATE: 01/01/2001
Food and Drug Administration NAD / IFAMNO: | =1 INAD 0
Center for Veterinary Medicine (HFV- 102 =1) STUDY / TRIAL ID: Study ID
7500 Standish Place DRUG SHIFMENT MO: Number of this shipment
Rockville, Maryland 20855 TYPE OF SHIPMENT: I Jinitial [ Jsupplement

(E-mail:cvmdecu@cvm.fda.gov) EIDisc-:nntinuecl D':'ther

The sponsor, COMPANY NAME . submits a notice of claimed investigational exemption for the
shipment or delivery of a new animal drug under the provisions of 21 CFR 511.1. This information is submitted in electronic form.

l. Shipment D or Receipt D Information _ _ _

1. MNAME(S) OF THE DRUG(S)

Established name(s): Established Name of Drugs (if multiple, please separate by commas)

Trade name(s): Trade Name
2. PROPOSED USE OF THE DRUG(S):  Indication(s)
3. DATE OF DRUG SHIFMENT (OR RECEIPT):  01/01/2001
4. TOTAL QUANTITY (WT. OR VOL.) AND COMCENTRATION OF DRUG(S) SHIPPED (OR RECEIVED); Quantity of Drug
5. TYPEOFSTUDY/TRIAL:  Type of Study
6. INTEMDED USE OF STUDY OR TRIAL: D Fivatal (intended for support of MADA or ANADA) D Mon-pivatal
7. MAME AND ADDRESS OF INVESTIGATOR: Investigator Name

Investigator Address First Line

4] 1 {1of2) » M B5x1lin O/ =5 W &=




Adobe Acrobat - [CYM200202040010.PDF]
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.  Request:
1. PROPOSED DATE(S) AMD TIME(S): 04/04/2002
SPONSOR PARTICIPANTS:

I3

Dr. Howard, Jones and Alder from our firm

3. REQUESTED CVM PARTICIPANTS:

Ms. Sayer, Health and their branch chief

10:00 am

=

ol
-
[y}
£ DEPARTMENT OF HEALTH AND HUWMAN SERVICES REQUEST FOR A MEETING _
% Faood and Drug Administration Fcr".-' ﬁ.|:_-pr-:-wad. _UMB N'I:" £e10-0452
£ Canterfor Veterinary Medicine 0 R TEL ECON FERENCE Expiration Date: 11230/2003
® PAPERWORK REDUCTION ACT STATEMENT: A Federal agency may not conduct or sponsor, and a person is not required to respond to, a collection of
= information, unless it displays a current valid OME control Mumber. The public reporting burden for the collection of information is estimated to vary from 15
= minutes to 2 hour, with an average of 60 minutes per response, including time for reviewing instructions, searching existing data sources, gathering and
£ maintaining the necessary information, and completing and reviewing the collection of information.  Send comments regarding the burden estimate or any
£ other aspect of this collection of information to the Food and Drug Administration, Center for Veterinary Medicine, 7500 Standish Place, Rockville, MD 20855,
h -

Submit this notice electronically to: CATE:  02/02/2002
m Food and Drug Administration MNADH/ NADA NO: 1 =1 INAD 123
& Center for Veterinary Medicine (HFV- 100 =1 ) CRUG:  sadium Chloride
E 7500 Standish Place SPECIES: pog =1 Al
S Rockville, Maryland 20855

(E-mail:cvmdecui@cvm.fda.gov)

T
5 The sponsor, Water Retention Inc. . submits a request for a meeting or teleconference.
= This information is submitted in electronic form.
- Add Password|  Mailto|  Reset |
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Message Transmission

* Encrypt PDF file

— Automated in smart form

 Address emaillto o



mailto:cvmdcu@cvm.fda.gov
mailto:cvmdcu@cvm.fda.gov
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Message Processing

* MS Exchange program
« PDF Handler program
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MS Exchange Program

* Detects message in CVMDCU mailbox

o (1C < 11C 10C DATAIICLC () OT1C (1C
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PDF Handler Program

« Extracts submission attachment
 Runs ARTS security to remove password
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Database Update Program

* Open the FDF file
 Extracts the fields




kil =15 x|
@ STARZZ001  Exit Ouality Contral  Admin  Edit Window  Help - =] x|
| M| M|
T2
Page 1 PENDING SUBMISSION LOCATION/STATUS [r2/05/2002
SUBMISSIONS
Document/Submission ID- [ 00123 |7 oot [oT [Meet/Req [Other
Furpose of Submission: FEGUEST FOR MEETING FOR 4/4/2002
Referenced Submission: r| | Carr Date: ﬁ?fDEQDDE
Referenced DER: |—| | Wolumes: ﬁ - ﬁ
Date Receied: ﬁEfDﬂ,fEDDE Clock Reset Date: CWwM Due Date: ﬁEQﬂQDU?
Primary Branch: [HF-100 Date Into Branch: ﬁZIEId;"EDEIE
Primary Reviewear: |UN#'-"~SSIGNED Review Status: |SC|ENT|F|C
Meeting Date: ﬁda’ﬂda‘?ﬂﬂ? Admin, Oryg.:
Review Days, Total: 1 DCU:| 0 Scl 1 AD: 0
ELECTRONIC SUBMISSIONS
M Archive Filename |Q:‘-2IIIEI2‘-D2Feh\DE-Dd‘nCVMEDDQDEDdDmD.F'DF
Days Days
QEHRIHSEENIENS Branch Reviewer Amendment Fackage Date In Date Due Fending Overdue
| | || | | | [ A
| | | | | | | =
Report | Overy ey | Zomp Revs/Amend | hovements | Euit |
Fress Ctrl+E or doubleclick to display entire field.
Fecord: 1/1
# Start| | [ & 1 4 &o|phc| tia] #u =12 | BT || s. Y O DLO  1.41 P




/—_

Receipt Message to Sponsor

» Fetches Receipt Form (PDF Form)

« Populates Form




Sponsor Receipt

The Center for Yeterinary Medicineg, Food and Drug Administration acknowledoes
the receipt of your submission to the FOA CWVM Electronic Submission System. The
following information has been entered into our fracking system and your submission
has been forwarded to our review division.

I-000123-Z-0001

Correspondence Date: 02022002 CWM Due Date: O524/2002
CWM Recaived Date: 0242002 Consulting Dus Dats: 05122002

Applicant: ‘Water Ratantion lre.

Diocurmant Type: INVESTIGATIONAL HEW AMIMAL DRUG
Applicant Drug: Sodium Chlorida

Expadited Status:

Submission Type:  REQUEST FOR MEETING
Sub Classification: OTHER; UNCLASSIFIED

Purpocse of Submission:

Parent Submission (if amendment}):

In Referance to Submission:

CVM Message ldentifier: CYMZ00202040010
Sponsor File: mesting gxd.pdl
Review Division: HFW-100

Resat Clock Date (if applicable):

Meszting Date (if mesting): /042002

If you have any questions, please contact either the review division or the Electronic
Submission Coordinator at 201-827-8277.
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Review Message to Reviewer

» Extracts information from submission
* Populates MS Outlook form
* Sends Outlook Form by e-mail to Review




=

File Edit “iew |nsert Format Teools Actions Form Layout Help
& v YK | «-w- 2] .

Message Infar mation ]

Fram: WM FOF Extracton Process

To:

Subject: ES Reyviewer Notification for [-000123-2-0001

EEA

CVM Electronic Submissions Reviewer Notification Form |

Sent:

=15 x|

Mon 2/4,/2002 1:40 PM

ES Motification Infor mation

Subrmission ID; |I—DDD 123-Z-0001

Purpose: |

Dacument Type: |IN‘-IESTIGATIONAL HEW ANIMAL DRILIG

Submission Type: |REQUEST FOR MEETING

Drug: |CHLORF‘HENIR.&MINE MALEATE

Applicant Information

Applicant: |CENTER FOR YETERINARY MEDICI

Subrmithed: |HRrascaI@aDI.cDm

Email: |HRRascaI@aDI.cDm

Correspondence Date: (02,02 /2002
Received Date: |nz,/04,/2002

WM Infor mation
Team: [HFv-100

Cv¥M Due Date: [g5,04 /2002

Meeting Date:  [|04,/04/2002

RLE

Expedited: | M

Final action Information

Type:  |Meeting

(" FHR Eeset

il

Yiew Information Commands
(" Comments € Hi
gubmissiunl - =B Eaorward ‘ ‘ ‘ | C FMRAw Memo  ( ACK
(% Sys Message —
Message Text 5.3.12 |

Reviewer Notification Form requires action to be taken.

| o

a|

M start| A & = BN A #u]
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Smart PDF Form Processing

Message Received PDF & Oracle Interface
Process Msg Format Bxdract Attachnment Submission Update
Send Receive Mg to Stars Save Attachment.PDF wo Password Open FDF File
Send BExtract Msg to PDF Bxract Fields Create Record
Handler Send PDF Conplete Msg to Stars Attach to STARS Database Update STARS DB
Store Message in Public Folder Verify INAD Nunber

[ h 4 Y 4 N ( Ny
Package ate Sponsor Form : Package & ESUBS
Reviewer Form
> Fetch Notification Form} > Create Package
| Create P;::tkr;ge (228 Populate Form Populate Outlook Form > Movenment
Encrypt Form Send Form Create ESUBS Update
APl R Send Form Update Oracle

\. J  \\ J J J
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Integrity Aspects

* Separation of processes

» Extensive log files for processing steps
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Security Aspects

* Automated processing

 Protected archive area
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Security Awareness

 Information Systems Security (INFOSEC)
— Assessment by NSA 1n January 1999
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ectronic Submissions Volume

as of 2/4/2002

Sub Total Smart Regular
Type  Recd  (@eriol)  (7/27/01)
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eSubs: Initiative 1

* Expanding eSubs to larger, hard-media submissions

— Reference on Agency docket to accept hard media
submissions
Currently using CDER gu1dance as reference
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eSubs: Initiative 2

» Expanding eSubs to receive bulk data
— XML for data in Annual DER reports

» Adverse Drug Experience periodic reporting
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Electronic Review Environment

 CDMS (Corporate Document Management
System)

— Knowledge management




‘A Notice of Claimed Investigational Exemption Electronic
J File Edit “iew Favorites Tools Help

J ‘~Back * = « @ fat | @Search (] Favorites @Histury |%V =80
J G [ Bl s fda. govfowmiindesdncie/NCIEtoc. html
| Links

F&¥& Food and Drug Administration Home Comments Site Map

CENTER FOR VETERINARY MEDICINE

Electronic Submissions Project

The Center for Veterinary Medicine { CYM), has developed and
implemented methods to accept electronic files as legal, original
submissions for review. This extracrdinary step was made possible by
the publication of FDA's Final Rule on Electronic Eecords and
Electronic Signatures (21 CFR FPart 117 in March 1997, which set the
standards for Electronic Fecords for FDA and its regulated industries.

The Center began with an Electronic Submission FPilot Project to
determine the practicality of the electronic submission and review of
electronic information as an alternative to the current paper-based
processes. CWM started by allowing sponsors to submit Motices of
Zlaimed Irvestigational Exemption (NCIE), often referred to as drug
shipment notices, as PDF attachments to e-mails via the Internet. See
FDA Announces A Pilot Project For NCIE Submission. Specific
information on how to register to submit information to the Center is
contained in

How to Use E-Mail to Submit information to The Center for
Veterinary Medicine Final Guidance |pdf| |doc| . The MCIE
submission was selected for the initial pilot because of its simplicity,
size, and broad use by CVM and the regulated industries.

&] |7|7|ﬂ Internet
A start| | 1 & BN | Be]ac|wa] Bml &4 ] i | @ |[I0[ean. [ RESE OELDL.OEM 1242 PM

|




| Motice of Claimed Investigational Exemption Electronic Submission Documents - Microsoft Internet Explorer

Anyone sending in electronic submissions to the Center by e-mail
must first register and follow all reguirements in the How to Use E-
Maii to Submit information to The Center for Veterinary Medicine
Final Guidance |pdf| |doc| .

Information and forms for the accepted reporting-type submissions
are:

Notices of Claimed Investigational Exemption

Guidance # 55

Motice of Availability of Guidance in the Federal Register
Word

PDFE

FDF Fill-in

Meeting Requests and Agendas

GUidance# 85

Motice of Availability of Guidance in the Federal Register
Wiord

FDE

FOF Fill-in

Motices of Final Disposition of Slaughter for Human Food
Purposes

li@o] uta]EMea] Al @ul
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A View 1nto the Future

« Totally integrated CVM process
— Pre and post-marketing information
— Data submitted electronically
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