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From an ongoing series of conferences held May 2005, Fall 2006, and the June 2007
Medical Imaging Roundtable comes this collaborative effort for the ongoing develop-
ment of imaging and utilization to support surrogate endpoints for therapeutic drugs
as well as diagnostic development.
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PROGRAM OVERVIEW

Medical imaging stakeholders will collaborate for a call to action for harmonization and stan-
dardization of medical imaging in therapeutic development for the draft reqgulatory guidance to
reach consensus on the common elements of imaging review charters required to meet the FDA
review process.

The medical imaging conference will provide an opportunity for pharmaceutical, academic and
other allied working groups to discuss key aspects of Medical Imaging Charters (IRC). IRCs are
technical protocols used to guide the acquisition, processing and interpretation of medical imag-
ing data in efficacy trials that use images for assessment of efficacy endpoints. The objective is to
identify best practices that can be standardized in order to facilitate the use of medical imaging
in clinical drug development.

Specific objectives are:

1. Identify areas where either practice or technology has progressed to near common use where
a standard or best-practice can be adopted to increase efficiency and effectiveness for all
parties involved and

2. Identify the components of an imaging charter which can be standardized or harmonized in
order to assure imaging quality and simplify charter creation, user utilization, and regulatory
review.

I
SESSION TOPICS

1) Standardization of imaging review charters (IRCs) across therapeutic areas: Oncology,
Cardiovascular, CNS and Rheumatology

2) Medical Imaging: Good Review Practices (GRP);
3) Technical management of the site-core lab interface, and;

4) Contents of data integrity and statistical analysis plan.

I
TARGET AUDIENCE

P Academic, industry and government professionals
P Decision makers in drug development

P Clinical research, requlatory and imaging specialists

VISIT WWW.DIAHOME.ORG FOR A COMPLETE SCHEDULE OF EVENTS!

DIA, 800 Enterprise Road, Suite 200, Horsham, PA 19044, USA tel: +1-215-442-6100 fax: +1-215-442-6199 email: dia@diahome.org
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Accreditation and Credit Designation

Monitor the DIA website for information on CE credits to be offered.

Learning Objectives: At the conclusion of this conference, participants should be able to:

» Identify and describe the various content categories deemed
necessary by regulatory agencies (FDA) for inclusion in inde-
pendent imaging review charters for adequate and well con-
trolled clinical trials.

» Identify and review issues, discuss processes, suggest recom-
mendations and gain consensus with regulatory authorities
related to Independent Review (IR) of images and other
clinical data in oncology clinical trials.

» Expand the scope of objective number one (1) to include
other therapeutic areas.

» Facilitate the development of FDA (and other regulatory
agency) Guidance Documents.

» Provide high priority areas of concern related to interfacing
with sites with respect to image acquisition and transfer
that can be addressed through pre-competitive consensus
and standardization.

» Identify and describe the consistency required among the
study protocol, the charter, and the statistical analysis plan.

Statements made by speakers are their own opinion and not necessarily that of the organization they represent, or that of the Drug Information Association.
Speakers and agenda are subject to change without notice.
Recording of information, in any type of media, is prohibited at all DIA events without prior written consent from DIA.

MONDAY ¢ OCTOBER 15

4:00-6:00 Pm REGISTRATION

TUESDAY ¢ OCTOBER 16

7:00-8:00 Am REGISTRATION AND
CONTINENTAL BREAKFAST

8:00-8:10 Am WELCOME AND OPENING REMARKS
Pharmaceutical Working Group

Darrick Fu

Associate Vice President, Science and Regulatory Affairs

PhRMA

Mostafa Analoui

Senior Director

Pfizer Global Research and Development

Louis Marzella, MD, PhD

Medical Officer, FDA

8:10-8:20 Am SUMMARY OF THE CONFERENCE
Louis Marzella, MD, PhD
Medical Officer, FDA

8:20-9:00 Am KEYNOTE ADDRESS |

CALL FOR AcTION: HARMONIZATION Across KEY
ELEMENTS — STAKEHOLDERS COLLABORATE FOR
REGULATORY GUIDANCE

FDA Speaker Invited

9:00-10:30 Am SESSION |
STANDARDIZATION OF IMAGING CHARTERS

OBJECTIVE: To identify and describe the various content categories
deemed necessary by regulatory agencies (FDA) for inclusion in inde-
pendent imaging review charters for adequate and well controlled
clinical trials. The objective will be sought through a pre-competitive,
interactive consensus process with all stakeholders utilizing the
Uniform Protocols for Imaging in Clinical Trials (UPICT) Template,
Version 2.1 [October, 2006] as a starting point for the development
of a Table of Contents (TOC) for imaging review charters. A sup-
porting lexicon will also be developed to define potentially ambigu-
ous words necessary to label the various content categories.

Panel Discussion Leaders:

SESSION CHAIRPERSON

George Q. Mills, MD, MBA

Vice President, Medical Imaging Consulting Perceptive
Informatics/PARAXEL, Former Director, Division of Medical
Imaging and Hematology Products, CDER, FDA
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SEsSION Co-CHAIRPERSON

Patricia E. Cole, MD, PhD
Senior Director and Head of Imaging, Eisai Global Clinical
Development, Eisai Medical Research

FDA REPRESENTATIVES

Louis Marzella, MD, PhD
Medical Officer, FDA
Scheldon Kress, MD
Medical Officer, CDER, FDA

SESSION RECORDER
10:30-11:00 Am

11:00 am-12:30 pm SESSION 2
MebicaL IMAGING: Goob Review PRAcTICEs (GRP)

OBJECTIVE: (a) To identify review issues, discuss processes, suggest
recommendations and gain consensus with regulatory authorities
related to Independent Review (IR) of images and other clinical
data in oncology clinical trials. This objective should be accom-
plished in a generic manner.

(b) To expand the scope of objective number one (1) to include
other therapeutic areas.

(c) This work should facilitate the development of FDA (and other
regulatory agency) Guidance Documents.

Panel Discussion Leaders:

CHAIRPERSON

Robert Ford
Founder and Chief Medical Officer, Radpharm
SEsSION Co-CHAIRPERSON

P. David Mozley, MD

Senior Director, Imaging, Merck Research Laboratories
FDA REPRESENTATIVES

Barbara Stinson, MD
Medical Officer, FDA

Alex Gorovets, MD
Medical Officer, FDA

SESSION RECORDER

12:30-1:30 Pm

1:30-3:00 pm WORKING BREAKOUT SESSIONS:
DRAFT WHITE PAPER REVIEW AND INTERACTIVE FORUM

SESSION 1A

STANDARDIZATION OF IMAGING REVIEW CHARTERS (IRCS)
SESSION CHAIRPERSON

George Q. Mills, MD, MBA

Vice President, Medical Imaging Consulting Perceptive
Informatics/PARAXEL, Former Director, Division of Medical
Imaging and Hematology Products, CDER, FDA

SEsSION Co-CHAIRPERSON

Patricia E. Cole, MD, PhD
Senior Director and Head of Imaging, Eisai Global Clinical
Development, Eisai Medical Research

Scheldon Kress, MD
Medical Officer, CDER, FDA

SESSION RECORDER

SESSION 2A

MebicAL IMAGING: Goob Review PracTices (GRP)
SESSION CHAIRPERSON

Robert Ford
Founder and Chief Medical Officer, Radpharm

SEsSION Co-CHAIRPERSON
P. David Mozley, MD

Senior Director, Imaging, Merck Research Laboratories
FDA REPRESENTATIVES

Alex Gorovets, MD
Medical Officer, FDA

Barbara Stinson, MD
Medical Officer, FDA

SESSION RECORDER

3:00-3:30 Pm

3:30-4:00 Pm Recap AND NEXT STEPS

STANDARDIZATION OF IMAGING ReEVIEW CHARTERS (IRCS)
SESSION CHAIRPERSON

George Q. Mills, MD, MBA

Vice President, Medical Imaging Consulting Perceptive
Informatics/PARAXEL, Former Director, Division of Medical
Imaging and Hematology Products, CDER, FDA

SESSION Co-CHAIRPERSON

Patricia E. Cole, MD, PhD
Senior Director and Head of Imaging, Eisai Global Clinical
Development, Eisai Medical Research

4:00-4:30 pm Recap AND NEXT STEPS

MepicAL IMAGING: Goob Review PrAcTIces (GRP)
SESSION CHAIRPERSON

Robert Ford

Founder and Chief Medical Officer, Radpharm
SEsSION Co-CHAIRPERSON

P. David Mozley, MD

Senior Director, Imaging, Merck Research Laboratories

4:30-5:30 Pm PANEL DiscussioN

George Q. Mills, MD, MBA

Vice President, Medical Imaging Consulting Perceptive
Informatics/PARAXEL, Former Director, Division of Medical
Imaging and Hematology Products, CDER, FDA

Patricia E. Cole, MD, PhD
Senior Director and Head of Imaging, Eisai Global Clinical
Development, Eisai Medical Research

Robert Ford
Founder and Chief Medical Officer, Radpharm

P. David Mozley, MD

Senior Director, Imaging, Merck Research Laboratories

5:30-6:30 Pm



WEDNESDAY ¢ OCTOBER 17

8:00-8:15 Am REGISTRATION AND CONTINENTAL
BREAKFAST

8:00-8:15 Am WELCOME AND OPENING REMARKS
Pharmaceutical Speaker(s) have been invited

8:15-9:45 Am SESSION 3

Key PoINTs TO CONSIDER FOR CORE LABORATORIES
(IRCs) MANAGING SITE INTERFACES

OBJECTIVE: To identify high priority areas of concern related to
interfacing with sites with respect to image acquisition and trans-
fer that can be addressed through pre-competitive consensus and
standardization.

Panel Discussion Leaders:

SESSION CO-CHAIRPERSONS

David Clunie, MD
Chief Technical Officer, Radpharm

Stefan Baumann
Imaging Infrastructure Manager
Novartis Pharma AG

Ed Ashton, PhD
Chief Scientific Officer, VirtualScopics

FDA REPRESENTATIVE
Aldo Badano, PhD
Director, Imaging Physics Laboratory, FDA

SESSION RECORDER
9:45-10:15 Am REFRESHMENT BREAK

10:15 AmM-12:00 pm SESSION 4:

DATA INTEGRITY AND STATISTICS ANALYSIS PLAN (SAP)
REQUIREMENTS

OBJECTIVE: To identify and describe the consistency required
among the study protocol, the charter, and the statistical analysis
plan.

With this objective in mind, all stakeholders will engage in a pre-
competitive, interactive consensus process in support of regulatory
agencies (FDA) for inclusion in statistical analysis plans to ensure
data integrity for adequate and well-controlled clinical trials involv-
ing medical imaging.

Panel Discussion Leaders

SESSION CHAIRPERSON

Edward Gastineau, PhD
Chief Executive Officer, [ICON Medical Imaging

SESSION CO-CHAIRPERSON

Wen-Lin Luo
Statistician, Merck Research Laboratories

FDA REPRESENTATIVES

Jyoti Zalkikar, PhD
Mathermatical Statistician, FDA

Rajeshwari Sridhara, PhD
Deputy Division Director, Office of Biostatistics
Statistical Team Leader, Oncology Drugs Division, CDER, FDA

SESSION RECORDER

12:00-1:00 pPm LUNCHEON

1:00-2:30 pm WORKING BREAKOUT SESSIONS:
DRAFT WHITE PAPER REVIEW AND INTERACTIVE FORUM

BREAKOUT SESSION 3A

Key PoinTs To CONSIDER FOR CORE LABORATORIES
(IRCs) MANAGING SITE INTERFACES
SESSION CO-CHAIRPERSONS

David Clunie, MD
Chief Technical Officer, Radpharm

Stefan Baumann

Imaging Infrastructure Manager
Novartis Pharma AG

Ed Ashton, PhD
Chief Scientific Officer, VirtualScopics

SESSION RECORDER

BREAKOUT SESSION 4A

DATA INTEGRITY AND STATISTICS ANALYSIS PLAN (SAP)
REQUIREMENTS
SESSION CHAIRPERSON

Edward Gastineau, PhD
Chief Executive Officer, ICON Medical Imaging

SESSION CO-CHAIRPERSON

Wen-Lin Luo

Statistician, Merck Research Laboratories
FDA REPRESENTATIVES

Jyoti Zalkikar, PhD
Mathermatical Statistician, FDA

Rajeshwari Sridhara, PhD
Deputy Division Director, Office of Biostatistics
Statistical Team Leader, Oncology Drugs Division, CDER, FDA

SESSION RECORDER

2:30-3:00 Pm REFRESHMENT BREAK
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3:00-3:30 pm Recap AND NEXT STEPS

Key PoiNTs TO CONSIDER FOR CORE LABORATORIES (IRCS)
MANAGING SITE INTERFACES
SESSION CO-CHAIRPERSONS

David Clunie, MD
Chief Technical Officer, Radpharm

Stefan Baumann
Imaging Infrastructure Manager

Novartis Pharma AG

Ed Ashton, PhD
Chief Scientific Officer, VirtualScopics

3:30-4:00 pm Recap AND NEXT STEPS

DATA INTEGRITY AND STATISTICS ANALYSIS PLAN (SAP)
REQUIREMENTS

SESSION CHAIRPERSON

Edward Gastineau, PhD

Chief Executive Officer, ICON Medical Imaging

SESSION CO-CHAIRPERSON

Wen-Lin Luo
Statistician, Merck Research Laboratories

4:00-4:45 pv PANEL DiscussiON

David Clunie, MD

Chief Technical Officer, Radpharm
Stefan Baumann

Imaging Infrastructure Manager

Novartis Pharma AG

Ed Ashton, PhD

Chief Scientific Officer, VirtualScopics
Edward Gastineau, PhD

Chief Executive Officer, [ICON Medical Imaging
Wen-Lin Luo

Statistician, Merck Research Laboratories

4:45-5:30 pm FDA AND ALLIED WORKING GROUP PANEL
DiscussioN: FORMAL RESPONSE FOR REGULATORY
GUIDANCE AND ACTION ITEMS

SESSION CHAIRPERSON

Louis Marzella, PhD, MD

Medical Officer, FDA

SESSION Co-CHAIRPERSON

Rafel Dwayne Rieves

Acting Director, FDA

FDA MEeDICAL IMAGING REPRESENTATIVES

Alex Gorovets, MD
Medical Officer, FDA
Scheldon Kress, MD
Medical Officer, CDER, FDA
Jeffrey Siegel

Medical Team Leader, FDA
Barbara Stinson, MD
Medical Officer, FDA

Rajeshwari Sridhara, PhD
Deputy Division Director, Office of Biostatistics
Statistical Team Leader, Oncology Drugs Division, CDER, FDA

Jyoti Zalkikar, PhD
Mathermatical Statistician, FDA

CLOSING REMARKS AND WORKSHOP
ADJOURNED

5:30 Pm

TRAVEL AND HOTEL The most convenient airport is Baltimore International
Airport and attendees should make airline reservations as early as possible to
ensure availability. The Marriott Conference Center, University of Maryland
is holding a block of rooms at the reduced rate below until September 24,
2007, for the DIA event attendees. Room availability at this rate is guaranteed
only until this date or until the block is filled.

Single $189 Double $189
Please contact the Marriott Conference Center, University of Maryland by

telephone at +1-800-676-6137 and mention the DIA event. The hotel is
located at 3501 University Boulevard, East Adelphi, MD 20783, USA.

UNITED AIRLINES & US AIRWAYS
Save through Area Pricing and Discount Fees

To obtain schedule information and the best fares, call United Airlines’s
Specialized Meeting Reservations Center at 1-800-521-4041. Make sure you
refer to Meeting ID Number 571AK. Dedicated reservationists are on duty 7
days a week from 8:00 AM to 10:00 pm EST.

This special offer applies to travel on domestic segments of all United Aitlines,
United Express, PED, and United code share flights (UA*, operated by US
Airways, US Airways Express and Air Canada).

Participants with Disabilities: DIA event facilities and overnight accommodations are accessible to persons with disabilities. Services will be made available to sensory-impaired persons
attending the event if requested at least 15 days prior to event. Contact the DIA office to indicate your needs.

DRUG INFORMATION ASSOCIATION  http://www.diahome.org

Horsham, PA, USA
Tel: +1-215-442-6100 o Fax: +1-215-442-6199
email: dia@diahome.org

Tokyo, Japan
+81-3-5833-8444 o Fax:+81-3-5820-8448
email: diajapan@diajapan.org

Basel, Switzerland
Tel: +41-61-225-51-51 © Fax: +41-61-225-51-52
email: diaeurope@diaeurope.org
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Drug Information Association

MEDICAL IMAGING STAKEHOLDERS CALL FOR ACTION:
Harmonization of Imaging Review Charters
and Integration of Imaging in Therapeutic
Development

Pharmaceutical Industry, CRO, FDA, and Allied Working
Groups Collaborate for Regulatory Guidance

Event ID #07021

Marriott Conference Center

University of Maryland, Adelphi, MD, USA
OCTOBER 16-17, 2007

Register online or fax this page to +1-215-442-6199

P CONTACT INFORMATION

Contact Constance Burnett, Program Developer, at the DIA office by telephone +1-215-
293-5800, fax +1-215-442-6199 or email Constance Burnett@diahome.org.

Registration Fees Registration fee includes refreshment breaks, luncheons, and reception
(if applicable), and will be accepted by mail, fax, or online.

Industry Fee us $1165 O
Join DIA now to save on future events and MEMBERSHIP
to receive all the benefits of membership. us $ 130 O

www.diahome.org/en/Membership/AboutMembership/AboutMembership

Discount Fees
Government (Full-time) us $ 200 O
Charitable Nonprofit/Academia (Full-time) us $ 475 A

PAYMENT REGISTER ONLINE AT www.diahome.org or please
check payment method:

[ CHECK drawn on a US bank payable to and mailed along with this form to: Drug
Information Association Inc, PO. Box 95000-1240, Philadelphia, PA 19195-1240,
USA. Please include a copy of this registration form to facilitate identification of
attendee.

] CREDIT CARD number may be faxed to: +1-215-442-6199. You may prefer to
pay by check or bank transfer since non-U.S. credit card payment will be sub-
ject to the currency conversion rate at the time of the charge.

Ovisa OMC 0OAMEX Expiration Date

Card #

Signature

] BANK TRANSFER When DIA completes your registration, an email will be
sent to the address on the registration form with instructions on how to complete
the Bank Transfer. Payment should be made in US dollars. Your name and com-
pany, as well as the Event 1.D. # must be included on the transfer document to
ensure payment to your account.

P CANCELLATION POLICY: On or before OCTOBER 10, 2007
Administrative fee that will be withheld from refund amount:
Member or Nonmember = $200
Government or Academia or Nonprofit (Member or Nonmember) = $100
Tutorial = $50

Cancellations must be in writing and be received by the cancellation date above.
Registrants who do not cancel by that date and do not attend will be responsible for
the full registration fee paid. Registrants are responsible for cancelling their own hotel
and airline reservations. You may transfer your registration to a colleague at any time
but membership is not transferable. Please notify DIA of any such substitutions as soon
as possible. Substitute registrants will be responsible for nonmember fee, if applicable.

P DIA reserves the right to alter the venue, if necessary. If an event is cancelled,
DIA is not responsible for any airfare, hotel or other costs incurred by registrants.

U 1 cannot attend but please keep me informed of DIA's future events.
(requires completion of name, postal address and email address on this form)
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DRUG INFORMATION ASSOCIATION
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REGISTRATION FORM Do not remove mailing label. Please return this entire page.
PLEASE CONSIDER THIS FORM AN INVOICE

Please check the applicable category:

O Academia O Government O Industry O €SO

07021

0 Student (Call for registration information)

Last Name

First Name

Degrees

Q Dr.

Q Mr.

M.I.

Q Ms.

Job Title

Company

Address As required for postal delivery to your location

Mail Stop

City

State

Zip/Postal

Country

email  Required for confirmation

Phone Number

Fax Number

Required for confirmation



