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Date: March 10, 2000
To: Dockets Management Branch (HFA-305)
From: Melissa Lamb

Office of Generic Drugs
Subject: Electronic Abbreviated New Drug Applications
This memorandum forwards overheads of a presentation to the Dockets

Management Branch for inclusion in Docket 90S-0308. The following
is information on the presentation for the Docket records:

Title of Presentation: Guidance & Current Direction

Presented for: ESD/EVA Advanced Training at UMBC

Date Presented: 3/10/200 ﬁﬁéﬂ
Presented by: Richard Sponaugle .
Number of Pages: 12
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Richard Sponaugle

Senior Systems Engineer,
OGD Electronic
Submission Project,
CDER - FDA




Electronic Abbreviated New Drug Applications

Guidance for Industry

Preparing Data for Electronic Level Two Guidance:
Submission in ANDAs *Addresses both

CMC and

bioequivalence

*Covers the program

as it now exists

*Will be updated as we

move to paperless |

submissions

U.S. Department of Health and Human Services
Food and Drug Administration .

Center for Drug Evaluation and Research (CDER) Avallable at:
OGD

July 1999 http://www.fda.gov/cder/guidance/index.htm
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Electronic Abbreviated New Drug Applications

What’s Covered?

eBasic Rules of Participation

How to Prepare the Media for Submission
*Where to Send the Submission
*Electronic Submission Tips and

Suggestions
How to Get Additional Help

What’s Not?
eDetailed Instructions for Using EVA



Federal Register Notice
Docket No. 99D-5333

DEPARTMENT OF HEALTH AND HUMAN
SERVICES |

Food and Drug Administration Plans to Develop
Guidance on Submitting an Archival Copy of an
ANDA in Electronic Format;

Request for Comments
AGENCY: Food and Drug Administration, HHS.
ACTION: Notice.



The Future of Electronic Submissions in OGD

A Better Electronic Subm\ission

*Continued refinement of the
structured data elements.

*The addition of a PDF component

*Paperless Archive

*Updates to Existing Guidances

*Web site has been migrated to CDER

*Training will continue to be available
at the University of Maryland



The Future of Electronic Submissions in OGD

Continued refinement of the structured data elements.

As we continue to gain experience
with the electronic submission system
we discover some elements we would
like to add to the structured
submission and some that we would
like to remove.

Harmonization - with New Drug Review Divisions where possible.



The Future of Electronic Submissions in OGD

The addition of a PDF component -Paperless Archive

N4 [;Vhat is PDF‘z]

e

An acronym for Portable
Document Format, PDF is a file
type created by Adobe Systems,
el . Inc. that allows fully formatted,
L T high-resolution, PostScript

documents to be easily transmitted
across the Internet and viewed on any computer that has
Adobe Acrobat Reader software (a proprietary viewer 1s
available for free at the Adobe site).



The Future of Electronic Submissions in OGD

Why Paperless Archive?

Being able to submit and receive information in electronic format
in an ANDA is expected to yield many benefits to industry and
FDA, including a more consistent submission, a more consistent
and rapid review, and a reduction in archiving and storage
space.



Electronic Submissions in OGD

The Web'site has moved to CDER
http://www.fdOV/cder/regulatory/ersr/eva/

; - I [T e
JEVA Home Page with lrames - Wiciosolt Intoret Explorer 5 S BNl 2k ] 2

DIRECTORY Welcome to the Umversg}: of Maryland You must register with us before preparing

st ri :FDAE x’ I an electronic submission.

Announcements

There is w charge for this service. The {uformation is only wsed #

A project of the University of Maryland

under contract from the

23 homepage - Miciosalt Intemnet E

EVA Version4.14
released - August 1999,
Go to download area
for details

Important Announcement
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The purpose of this letter s to prowide you with information concerning the program of electronic submis
Abt d New Drug Applications (ANDAs). As you know the Office of Genenc Drugs (OGD) has 1~ % o
period for receipt of the electronic submssion after the official paper copy has been received This was .
were not penabzed for the extra time it takes to prepare and submit an electronic ANDA.

1 Addtional Training
Sessions Scheduled for
October, 1999. Click

Here for detais : OGD has been diligent in its many efforts to streamline the review process. These efforts along with the

i project have s»gniﬁcmﬂy reduced the bme an apph rests in the assj queue before review 1s 1
M pages 1] distncep y that occasionall of the ANDA will be made before the 45 days have pasd | EDEH Hame | She tniv | Comarents | Whot's New
created an :

maintined by kS wor!f_ma grovp rs and mdustry participants to determine & reducing the grace penod would be a
=3 was that it would not. After careful consideration, we have made the decision to shorten the 45 day grad
Richard Sponaugle receipt of the electronic submssion afier the hard copy. This change will be effective on April 1, 1999

sponaugler@cder.fda.gc v

Office of Generic Drugs (OGD)
Abbreviated New Drug Application. Electronic Submissions

We offer the followmg recommendations to help firms shorten the delay of their electromc submissions tq

By TR Information
. Introduction
mundos.ifsm.umbc.edu
Welcome to the Office of Genenic Drugs (OGD) Electronic Submission webpage. This =

webpage has information for industry about the Abbreviated New Drug Application
(ANDA) Electronic Regulatory Submission and Review (ERSR) program.

‘While voluntary, the incl of npanying electronic sub 1 with generic drug

applications (ANDASs) 1s highly encouraged by OGD. The Bioavailability/ Bicequivalence L
(BA/BE) Electronic Subrmission Format consists of the Electronic Submission Document i
(ESD) data files (demog‘aph:c data, quality control data, etc.), and a companion
ing, and Controls Documentation (CMC) Electronic e
Subrmassion Format consuts of the CMC ESD and a companion document. T

The ESD 1s a simple text document with a strict markup. It 1s made up of sections and
subsections which define the gencnc drug to be reviewed/approved by CDER. For
le, the B labihi ivalence ESD has a product section where you would

explam the product(s) I and an ingr bsection which details the ingredients ,Z.J
PR .

#




The Future of Electronic Submissions in OGD
Training will continue to be available at the

University of Maryland, Baltimore County

ESD/EVA Training

Presented By
The Laboraiory for Healthcare {nformatics

The University of Maryland,
Baltimore County
and
The Office of Generic Drugs
Food & Drug Administration

Instructors

Michele Ritondo, Ph.D.

Industry Consultant
Formerly Lead Developer OGD-UM
Electronic Submission Project

Richard Sponaugle, MS

Senior Systems Engineer,
Elec. Submissions OGD - FDA

Gerald “Kip” Canfield, Ph.D.
Director, Laboratory for Healthcare [nfommatics

Associate Professor
Information Systems, UMBC
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Featuring Additional Speakers from OGD

Under a cooperative
agreement with the FDA,
UMBC will continue to offer
periodic training sessions

covering the preparation of
electronic ANDAS.

Additional information available at:
http://1hi5.umbc.edu/fda/



