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Overview
The U.S. Food and Drug Administrationhas undertakenmanyInforma-
tionTechnologyInitiativesto facilitatehandlingof regulatorysubmissions
that aremadeto theagency.Theseinitiativesincludefunctionalitysuchas
receiving,tracking,reviewing,developingassessmentreports,issuingdecisions,
and archiving,etc. Someinitiativesare at centerlevel,CDERand CBER,
whileothersare at agencylevel;somearesolelyby and withinthe agency
whileothersare in cooperationwith industrygroupssuch as PhRMA.

This conference is designed to provide public awareness of the near-
term and long-term objectives of all relevant initiatives and to provide
a forum for candid discussionof the impact of these initiatives on drug
regulatorysubmissions.

Senior management of FDA will make keynote addressespresentingtheir
vision of IT and its impact on the drug regulatorysubmissionand review
processfor Drugsand Biologics.Key topicswill include:the F“! ITkz.cs-
structure,theELctronr2Recora$the Ektronic Sipture Rule,Guiabce
jb SubmittingEkronic Injiwmatiowthe ElectronicDocumentRoonL
the Ekronic RegukstorySubnnkionand Rm”ezuStrategy,Ehctronic
PackageInsetwE&ctronicPeriodicAdverseEventReports,systemssuch
as AERS,EES,EDMS, etc.,and practical+ erhces ofFDA reviezvers
andtie correspondingsponsorswith most recent electronicsubmissions.

Statementsmadebyspeakersaretheir ownopinionand not necessarilythat of the
organizationtheyrepresent,or that of the DrugInformationAssociation.

Audio/Visualtapingof anyDIAWorkshopis prohibitedwithout
priorwritten consentfrom DIA.

BqACPE
This program is offered in cooperation with ABcomm, Inc. ABcomm, Inc. is approved by the American Council on ”Pharmaceutical
Education as a provider of continuing pharmaceutical education. ACPE Program I.D. No. 811-999-98-608-L04. Participants who.
attend this program and complete the program evaluation form may earn up to 17.0 contact hours (1.70 CEUS) of continuing edu-

cation credit. This credit is acceptable by all boards of pharmacy that recognize ACPE-approved providers.

This course has been designated by the California 8oard of Pharmacy as meeting its C.E. requirements for 17.0 hours of credit. Pharmacists
attending this program may earn up to 17.0 hours of C.E. credit.

Learning Objectives:
■ To learn about recent advances in the development of electronic submissions;
■ To understand FDA requirements to aid review of electronic submissions;
■ To acquire knowledge of archiving needs of various electronic submissions to FDA;
■ To learn the regulatory and technical aspects of adverse event reporting.
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Dates and Times

Sunday,January11, 1998
4:00-6:00 PM REGISTRATION

Monday, January12, 1998
7:30-8:30 AM Registration

8:30-8:40AM WelcomeandIntroduction
KrishanK. Arora, PhD, International
Director, Electronic Submissions
Dmg RegulatoryAfFairs,Novartis
PharmaceuticalsCorporation

Session 1:
8:40-10:30 IMPACTOFIT - AGENCYAND

INDUSTRYPERSPECTIVE

Outlook on Information Technology in Drug Regulatory
Review

JanetWooakock,MD, Director, CDER
U.S. Food and Drug Administration

Outlook and Role of PhRMA
Lany R Wrsteegb,PhD, Vice President
Regulatoryand Clinical Development
Procter & Gamble Pharmaceuticals

AgencyInformation SystemsArchitecture Standards
and the Gateway

WiLliamM. Bristow, IL MBA, Chief
Information Officer, U.S. Food and
Drug Administration

Key IT Initiativesin CDER
David C. Zso~ Acting Director, Office
of Information Technology, CDER
U.S. Food and Drug Administration

10:30-11:00 REFRESHMENTBREAK

Session 11:
11:00-12:30 ELECTRONICADVERSEEVENTS

REPORTING(AERS)

Overviewof the AERS System
Robert C. Nehon,PhD,Associate
Director, Officeof Epidemiology,CDER
U.S. Food and Drug Administration

Use of MEDDRA in AERS
ToniPiazza-Hqp,PbarmD,Group
Leader, Divisionof Pharmacovigilance
and Epidemiology
U.S. Food and Drug Administration

Secure Electronic Transmission and E-Mail with Industry
GregV Brolun4Associate Director,
Officeof InformationTechnology,CDER
U.S. Food and Drug Administration

12:30-1:30 LUNCHEON

Session 111:
1:30-3:00 PM ELECTRONICRECORDS;ELECTRONIC

SIGNATURES;FINALRULE

Overview
David A. Lepay,MD, PhD,Director,
Divisionof ScientificInvestigations,
CDER, U.S. Food and Drug
Administration

Highlightsand Interpretation of the Regulation
PaulMotise,Consumer SafetyOfficer,
Division of Manufacturingand Product
Quality, CDER, U.S. Food and Drug
Administration

Guidancefor the Use of Electronic Recordsin ClinicalTrials
Stan W Woo[laADeputy Director,
Divisionof Scientific Investigations,
CDER, U.S. Food and Drug
Administration

Implications:The Industry Perspective
StepbenJ.Kopko,MS, Director, Clinical
Programming, Wyeth-Ayerst Research

3:00-3:30 REFRESHMENTBREAK

Session IV:
3:30-5:00 INFORMATIONTECHNOLOGY

INITIATIVES

Electronic EstablishmentEvaluationSystem (EES)
&s@ LiUie,PhH,MPHActing Director,
Divisionof Pharmacovigilanceand
Epidemiology,CDER
U.S. Food and Drug Administration

Electronic Document Management System (EDMS)
GregV Bro[un4AssociateDirector,
Officeof InformationTechnology,CDER
U.S. Food and Drug Administration

Electronic FOI System
CarokmnHooton
Director, FOI Stafl, CDER
U.S. Food and Drug Administration

PaulStauff2r
Medical Library, CDER
U.S. Food and Drug Administration

5:00-6:00 PM RECEPTION

iiib.pdf
http://www.fda.gov/cder/present/dia198/ic.pdf
iva.pdf
http://www.fda.gov/cder/present/dia198/ia.pdf
iia.pdf
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ivc.pdf
http://www.fda.gov/cder/present/dia198/id.pdf
iic.pdf
iiia.pdf
iiic.pdf
ivb.pdf
iiid.pdf
http://www.fda.gov/cder/present/dia198/ib.pdf
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Tuesday,January13, 1998
7:30-8:30AM Registration

8:30-8:40AM OPENING REMARKS
I-hir.fC. lrorw Acting Directoc
Officc ofInformation Technology, CDF.R
U.S. FOOC[~nd IXug Administmtion

‘Session V:
8:40-10:30 CASESTUDIES, NDAS AND BLAs

Mmlerarors:

Stephen K Wihon, PhD, Tcmn I ,cxler,
Division of Biometrics 11, C1-)ER, [J.S.
Food ~nd Drug Administration

MwyA. llz~csing,MD, Medical Review
OHiccr, C13ER, U.S. Food and Drug
Acimitristr.uion

Case Studies: Functionality, Time and Cost of Rcccnt
F.lecwonic SIlhmissions – Indu\wy ami Agency Peispcctivc

Panelists
l?tirhru Efa.tr’JoffCL)ER, U.S. Food an(i Drug
Ariminstrnl ion
M;4c Sesvb, CDEK, U.S. Food and L)rug
Adminsitration
Holfi Ilamihrs, CD13-1. U.S. Food and Drug

Adminsitration
Grq IJro(tind, CI)ER. U.S. Fvml and Drug
Adniinistrotion
Cyt]rs7ifl1.. KiTF!,Phi), I Ioechfc Marion R(rtmscl
/Uice M, Wei, I DEC Pharmaceuticals
DmJid .VMV, I’/@ IDEC Pharmaceuticd$
13il/A, Rusrv, Parke-l)wis Pharmaccuticnl$

Kr-rilMrr K. Arora, PAD, Nuwrtis l’harm~ccutica!

Pitmf’.k Frwr/A R.W. Johnson, pRI
.frcuctJ1? GiuAwa.r,R.W. Johnson, PR1

10:30-11:00 REFRESHMENTBREAK

session VI: “- ““ “-
11:00-12:30 ELECTRONICSUBMISSIONS -

FORMAT AND PROCESS

F.lectronic Document Room
Gregory~. Warzwh, Dirccror, Di\ision
of Dlta Manlgcrncnt and Services,
CDER, u.S. ~’00[( and Drug

Admi!)i~tration

Guidance for Prqmril]g Electronic NL>As
l?mm” Lmin, MD, Mcdic~l Oflicer, Office
of Rcvkw kfanagen~cnt, C.DER
U.S. Food and Drtlg Admil)istrfition

13ec~rrsnic P~ck~ge lllscrrs
li’olwrt fZ Hirer, MS, Scoior Scientific
Syslerm Consult;lnt, Eli Lilly & Cmnp.my
Irwin G. Murrin, PkD, Vice Prcsi(lcnc
kDA I.iaison, Worldwide KcgIllmory
AKnirs, Parke-Davis Pharn)acc\ltic; \i
Research Division

12:30-1:30 LUNCHEON
---

Session VII:
1:30-3:00 PM ELECTRONICSUBMISSIONS-

CONTENTSTANDARDS

Overview of ORM’s Electronic Data Submissi~ll :md
Review Proiccts

■ Gnod Review Practices
E Cnntent Stnn(lards

■ Rwiew l)isciPlin~ Data submission l~rojccts
Kdyr H. Frndt, M.fPI-1, Kc~ilkIIOry

Health In fo:mztinn Spccidi.\t, Ol)E.3/
ORM, CDER, [J.S. Food xnd 1)[-u~
Administration

]okn 1?. Senior, MD, Medical oi’(;cer,
Divisiou of Gwtr(rintcscintl :Lnd

Coagulation Drug Products, C1~ERT
LJS. Food and Drug Admilli.>~miOn

G. Alcxmder Fleming, &f[), Medical
Group Lcx-kr, Division of Mctaholisln
and Endoc[inc Drug Products, CDER,
LJ.S. Food and Drug Admini\trn[ion

Overview of Office of Pharmacuulica! Scicncc ~lcc.lwnic

L)m Submission and Review Projects

● Daca Concept
~ Review I.)isciplint Data Submi.t~ion Urojccts
■ I)cvclopmcnt and I1h@UCllTatiOS’I kUCS

]orrat/wJ D. Cook, Supervisory
opcriiliol].~ Rescad An.tlyst, I Icad,
Opcratiom StalT, CI)ER
U.S. Food and Drug Administ(mtion

Roger i,. Williurris, Ml>, Director,
Office nf Pharmiiccutic:ll Scicncc, U..q.
1700({ and Drug As3mini~iration

Joh)) I.uor, Pktlrmll Ditcctor,
l)i}isiun of Plllrmmcculic.d Ilvnllllli(m
111, [J.S. Food and l’)ru~

Administration

~tcWtJ h“oepk~,I’/7L! Deputy J)irccmr,

Division of Nvw Drug ~kc!Tli~~ry II,
U.S. I’ood aud L)mg Admirlistrarion
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Session T?ZII:
3:30-5:30 ELECTRONICSUBMISSIONS

INITIATIVESIN CBER

CBER’S Electronic SubmissionsEfforts
tith~ C. Zoon, PhD, Director, CBER
U.S. Food and Drug Administration

Guidancefor Electronic BLA
MaryA. Buesing,MD, Medical Review
Officer, CBER, U.S. Food and Drug
Administration

EdwardMcSweegan,PhD
Health Administrator, CBER,
U.S. Food and Drug Administration

Submitting Electronic Data to CBER: Experiencewith
SASandJMP Files

PeterA. Lachenbruch,PhD
Chief, Biostatistics Branch, CBER
U.S. Food and Drug Administration

GhanskyamGupta,PbD, Math
Statistician, Biostatistics Branch,
CBER, U.S. Food and Drug
Administration

Guidancefor Electronic IND, Pilot Phase 2
Fred W Miller, MD, PhD, Medical
Officer,SeniorInvestigator- Divisionof
MonoclinalAntibodies,CBER
U.S. Food and Drug Administration

Guidancefor Electronic Lot ReleaseProtocol Product
Information

DeborahParsba[~MS,
Director, Product ReleaseBranch,
CBER, U.S. Food and Drug
Administration

JosqshQuander,Consumer Safety
Officer, CBER,U.S. Food and Drug
Administration

Wednesday,January14, 1998
8:30-8:40AM OPENINGREMARKS

Ki-ishanK Arora,PbD, International
Director, Electronic Submissions
Drug RegulatoryAffairs, Novartis
Phm-mac&ukalsCorporation

Session H:
8:40-12:30 AERSOPENHOUSE

Overviewof the AERS System and Its Pharmacovigilance
Strategy

Robert C Ne&on,PhD, Associate
Director, Officeof Epidemiology,CDER
U.S. Food and Drug Administration

FDA ESTRI Gateway
Rod K. Bond Director, Planning,
Resources, and Information Systems
Management Sta&
U.S. Food and Drug Administration

CDERwillprovidea detailzdoverviewof theAERSsystemand
itsre-mgineeredphamnacovigilancestrategy,and will thenkick
offan AERStechnologyopenhousethatwiilcoverthefollowing
kq areasof theAERSsystem:

Facilitators:
JamesHunter,U.S. Food and Drug Administration

Ra@ Li[lie, PhH, MPH, U.S. Food and Drug
Administration

Robert C’.Ne.hen,PhD, U.S. Food and Drug
Adminsitration

12:30 PM

Electronic.$ubmissionHandling
DatabaseModel
Autocoder/Browser(UsingMEDDRA)
UseofMEDDRA in AERS
AERSPhannacovigibnceCapability
Graphica[Sipa[ling in AERS
TechnicalSpecj$cationsfirICH CompatibleADR
Transmissions
Regitrationj$rParticipantsasanAERSPiibt

MEETINGADJOURNED
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