1st Basic Statistical Concept Workshop
for All Clinical Research Professionals in Japan

October 9-10, 2012 | Belle Salle Shinjuku Grand, Tokyo

PROGRAM OVERVIEW

During internal meetings or regulatory interactions in your daily work... you may have
some questions which may be related to statistics, statistical method, study design, ran-
domization, bias, interpretation of study results, bayes, missing data, consideration to
discontinuation, and safety evaluation.

In conversation on your daily work for drug development, you may have matters:
« Of controversial issues (sometimes disagreement) with clinician / statistician

- Notin understanding of what the statistician says.

« Curious intention of statistician

Issues such as: inclusion/exclusion criteria for protocol, issues in conduct of clinical trials,
difference of number of subjects in our study and competitor’s study may come up, and
this class will help move you forward with no confusion.

Target audience of this training course is professionals who work for clinical drug de-
velopment with such issues described above. From lectures of this course, the target
audience would understand basic statistical concepts fundamental to clinical trials in
planning, conduction and data interpretation (including how to apply statistical con-
cept). The aim of this course is to help the audience to contribute better decision making
and better discussion for clinical development with understanding of the basic statistical
concept.

The focus of this course is to help the audience understand how and when the basic
statistical concepts apply in clinical development. In line with the focus, the lectures con-
sist of topics for typical clinical trials (exploratory, confirmatory and post marketing) by
timing of a trial such as study design, conduct and interpretation of study results. In each
topic, the principles and matters in reality will be explained.

Thinking critically about data, making valid inferences, and understanding how stat-
isticians are an essential element of clinical investigations which contribute to better
decision-making and scientific productive discussion for all people who work for drug
development. Such decision making and discussion require better collaboration between
statistician and other experts for clinical trials.

This workshop will be ideal for clinical research professionals who work with statisticians
in clinical development.

This workshop will be conducted in Japanese only.
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PROGRAM AGENDA

DAY 1 | Learn the Basics -
Principles and ideal Situations

10:00-11:30 COMPLETELY CONFIRMATIVE PHASE Il STUDY

DAY 2 | Application in Reality

10:00-11:30 COMPLETELY CONFIRMATIVE PHASE Il STUDY

Basics of Statistical Test and Data Interpretation
“Uncertainty quantification”
STUDY CONDUCT
« Hypothesis test and sample size calculation
+ P-value, type 1 and 2 error in statistical test, multiplicity
STUDY CONDUCT
Random Allocation
Analysis population: ITT/PPS/FAS
DATA INTERPRETATION
« Point and interval estimate
. Effect measures (Odds ratio, risk ratio, risk difference)

13:00-14:30 EXPLORATORY PHASE Il STUDIES

Reality of Confirmatory Studies
ADVANCED TOPICS
“Mitigation of uncertainty”
STUDY DESIGN
- Superiority trials and Non-inferiority trials
Sensitivity Analysis, Choice of randomization method
Missing data
Overview of interim analysis
STUDY CONDUCT
« How to handle the data to define analysis population
DATA INTERPRETATION
Subgroup Analysis

13:00-14:30 EXPLORATORY PHASE Il STUDIES

Basics of Exploratory Studies
To refine the concept of drug development
STUDY DESIGN
Dose Response Curve in general drugs and oncology
Issues in choice of dosing level with parallel group compari-
son of multiple dose levels
« Choice of dosing level by utilizing adaptive designs
- Rating scale: validity and reliability (goodness of tools)
Proof of Concept(Final Target)
Various concept
« Prognostic factor and predictive factor
STUDY DESIGN
+ Dose Response Curve in general drugs and oncology
« Issues in choice of dosing level with parallel group compari-
son of multiple dose levels
Choice of dosing level by utilizing adaptive designs
Rating scale: validity and reliability (goodness of tools)
Proof of Concept(Final Target)
» Various concept
« Prognostic factor and predictive factor
STUDY CONDUCT
Reality in Choice of dosing level by utilizing adaptive designs
DATA INTERPRETATION
Concept of choice of dosing level with parallel group com-
parison of multiple dose levels

15:00-16:30 SAFETY DATA FROM EARLY CLINICAL

DEVELOPMENT TO POST MARKETING

Basics of Exploratory Studies
To review the proof of concept refined
STUDY DESIGN
“Benefit: Efficacy-Safety”
Population and Individual
What we want to know from Dose Response Curve
+ Role of the study in clinical data package
- Exploratory Dose Response study (Estimation of Dose Re-
sponse Curve)
Points to Consider: Control, Prognostic factor, choice of
statistical method, multiplicity
“Confirmatory Dose Response study (Choice of dosing
level for confirmatory phase Ill study)
STUDY CONDUCT
Data review and blindness
DATA INTERPRETATION
Concept of Analysis for “Dose Response”
“Bridging”

15:00-16:30 SAFETY DATA FROM EARLY CLINICAL

DEVELOPMENT TO POST MARKETING

How Safety Information Should Be Reviewed
- How to identify important information and tips to sort out a
jumble of information
How to determine a clue of safety signal
Weight of Evidence

16:30-18:00 RECEPTION AFTER LECTURES OF DAY 1

ADVANCED TOPICS
Deep relationship between sample size and what we can
observe (Learn binominal distribution, Rule of Three)
+ Reset your thinking (causality assessment, all data vs. indi-
vidual data, why local in PV.)

16:30 WORKSHSOP ADJOURNED




1st Basic Statistical Concept Workshop

for All Clinical Research Professionals in Japan

REGISTRATION FORM

You may register online at www.diahome.org or you may return this complete form by mail or by fax to
DIA Japan at the address/fax number below:

DIA Japan: Nisso 22 Bldg. 7F, 1-11-10, Azabudai, Minato-ku, Tokyo 106-0041 Japan

tel +81.3.5575.2130 - fax +81.3.3583.1200 - email: diaJapan@diajapan.org

DIA will send participants a confirmation letter within 10 business days after receipt of their registration.

REGISTRATION FEES: Registration fee includes course materials, reception and 5% tax.

Early Bird Member Fee (on or before September 20, 2012) ¥61,950 4
Member Fee ¥67,200 Q
Join DIA now to save on future meetings and to MEMBERSHIP
enjoy the benefits of membership for a full year! ¥15750 O

www.diahome.org/Membership

Nonmember Fee ¥82,950 1
A one-year membership to DIA is available to those paying a NONMEMBER registration fee.

If paying a nonmember fee, please indicate if you do, or do not, want membership.

1 DO want to be a DIA member O I DO NOT want to be a DIA member Q

Discount Fees MEMBER NONMEMBER
Charitable Nonprofit/Academia ¥26,250 10 ¥42,000 0
Government ¥26,250 0 ¥42,000 0

*If paying a nonmember fee, please check one box above, indicating whether you want membership.

PAYMENT OPTIONS:

O BANKTRANSFERTO:
MIZUHO BANK LTD., KAMIYACHO BRANCH,
TRANOMON 45 MT BLDG., 5-1-5 TORANOMON,
MINATO-KU, TOKYO 105-0001, JAPAN
DIA JAPAN ORDINARY ACCOUNT NUMBER:
1273382
SWIFT CODE # MHBKJPJT.

www.diahome.org

Your name and company, as well as the above event I.D.
number, must be included on the transfer document to
ensure payment to your account.

All local and overseas charges incurred for the bank
transfer must be borne by payer.
Please include BANK TRANSFER REFERENCE #

O PAYMENT BY CREDIT CARD is available online -

Meeting ID # 12352

Session begins 10:00 on Day 1
Session concludes 16:30 on Day 2

CANCELLATION POLICY:

On or before October 2, 2012

Administrative fee that will be withheld
from refund amount:

. Members = ¥21,400

. Government/Academia/
Nonprofit Members = ¥10,700

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 reg-
istration 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.

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.

Please check the applicable category: 0 Academia QO Government O Industry (O CSO (Contract research/service organization) L Student (Call for registration information)

Last Name

First Name M.l

Degrees

QDr. OMr QMrs. O Ms.

Job Title

Company

Address (As required for postal delivery to your location)

City State Zip/Postal Country

email Required for confirmation

Phone Number Required Fax Number
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