oth DIA FDA IND/NDA
Training Course

Online Course available on-demand
from 22 July - 30 Sep 2020

OVERVIEW

The process of new drug development has become increasingly global in the past
two decades. Many companies are conducting multinational clinical studies and
aiming for simultaneous submission of New Drug Applications (NDAs) in Japan,
the US, the EU, China and other countries. The globalization of the pharmaceutical
industry means that it is no longer enough for regulatory and development staff
and managers in Japanese pharmaceutical companies to understand only the
Japanese regulations and process of drug development. It is now essential for
professionals in the field to understand the regulations, processes, and trends in
other countries that participate in global drug development.

For several years DIA has offered a training course in the US focused on
submission of IND/NDA to the FDA. The course has proved to be hugely popular
with attendees from around the world, including from Japan. Following the
success of the US course, the program has been delivered in Japan since 2012
with the contents tailored to meet the needs of the local audience.

Features of the training course:
« Afocused look at the regulations and processes in IND/NDA
« Guidance on how to work productively and efficiently with FDA

* 12 hours’ of training materials delivered on-demand and available to view for
approximately 1 month

* Live Q&A sessions with the trainers

The trainers for this year’s course will be Dr. Alberto Grignolo and Dr. Carol H
Danielson. Dr Grignolo and Dr Danielson developed the original US version of the
program and have extensive experience of the delivering the course.

WHO SHOULD ATTEND?

This training will benefit regulatory and clinical development professionals in
Japan who are planning US submissions and clinical trials or similar projects.
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SESSION 0-3 (70 MINUTES)

* Session O Introduction to Regulation of Drugs and Biologics in the United States
* Session1The IND - A General Introduction
* Session 2 The IND in Detail (Items 1-6) Modules 1, 2, and 5

* Session 3 Chemistry, Manufacturing, and Controls Item 7 Module 3 and Module 1

SESSION 4-6 (60 MINUTES)
* Session 4 The IND in Detail (Items 8 - 10) Modules 4, 5, 2 and 1

+ Session 5 Additional Topics: Additional Requirements for Biologics and Biotechnology-Derived
Products

* Session 6 Submission of the IND and FDA's Actions on the Original IND

SESSION 7-8 (90 MINUTES)

* Session 7 IND Amendments and Maintenance

* Session 8 Special Topics for Clinical Research

SESSION 9-10 (105 MINUTES)

* Session 9 Special Regulatory Considerations for Development

+ Session 10 Reporting Adverse Events (AEs) during Clinical Trials
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SESSION 11-12 (90 MINUTES)
* Session 11 The NDA in CTD Format: Types of NDAs

*  Session 12 The NDA in CTD Format: Modules 1-5

SESSION 13-15 (90 MINUTES)

* Session 13 NDA Submission, FDA Review and Action on Applications
* Session 14 The FDA and Risk Management

» Session 15 Regulatory Requirements for Prescription Drug Labeling

SESSION 16-19 (95 MINUTES)

* Session 16 Post-NDA Approval Regulatory Requirements

* Session 17 Interactions with the FDA Part 1
* Session 18 Interactions with the FDA Part 2

* Session 19 Regulatory Compliance & FDA Inspections: What to Expect After Submitting the NDA

LIVE Q&A SESSION
IND Q&A Session : August 25th 9:30-10:30 a.m. (JST)
NDA Q&A Session : August 26th 9:30-10:30 a.m. (JST)
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REGISTRATION FORM: Forward to CANCELLATION POLICY: On or before June 24, 2020

DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi- Administrative fee that will be withheld from refund amount:
honcho, Chuo-ku, Tokyo 103-0023 Japan Member or Nonmember = ¥20,000

tel +81-3-6214-0574 + fax +81-3-3278-1313 Government/Academia/Nonprofit

(Member or Nonmember) = ¥10,000

9t DIA FDA IND/NDA Online Training Course Event #20351

Cancellations must be in writing and be received by the can-

* Online Course available on-demand from 22 July - 30 September 2020 cellation date above. Please note that 27 days prior to
DIA will send participants a confirmation mail within 10 business days after event start date through end of event will be no refunds.
receipt of their registration. You may transfer your registration to a colleague at any time
Registration Fees If DIA cannot verify your membership, you will be charged the but memb.ers.hlp IS nok transfer.able. Plea.se ”Ot'fY DIA Of. Elny
nonmember fee. Registration fee includes refreshment breaks and reception (if such substitutions as soon as possible. Substitute registrants will be
applicable), and will be responsible for nonmember fee, if applicable.

accepted by mail (Japan@DIAglobal.org), fax.

Join DIA now to save on future meetings and to enjoy the benefits of member-
ship for a full year: www.DIAGlobal.org/Membership

0 1 DO want to be a DIA member )
Photography Policy
O DO NOT want to be a DIA member
0% TA DED By attending the 9™ DIA FDA IND/NDA Online Training Course, you
give permission for images of you (captured during the conference
through video, photo, and/or digital camera) to be used in DIA pro-
ME;}'_I?ER' 2-Year Membership O ¥34,650 motional materials, publications, and/or website and waive any and

Academia Membership (Academia, Medicals)* O ¥13,200 all rights including, but not limited to compensation or ownership.

Membership O  ¥19,250

10% TAX INCLUDED

IND & NDA IND ONLY NDA ONLY

Early Bird (until July.13, 2020) a ¥71,500 O ¥44,000 0O ¥44,000
Industry
After July. 14, 2020 Q ¥77,000 O ¥47,300 0 ¥47,300
MEMBER - .
Government , Non Profit, Academia, Early Bird (until July.13, 2020) O  ¥33,000 O ¥20,350 O ¥20,350
Medicals After July. 14, 2020 Q ¥35,200 O ¥22,000 O ¥22,000
Industry O ¥96,250 a ¥57,200 O ¥57,200
NONMEM- i
BER Government, Non Profit O ¥54,450 0 ¥31,900 a ¥31,900
Academia, Medicals O ¥48,400 0 ¥28,600 O ¥28,600
Early Bird Deadline: July 13, 2020 PAYMENT OPTIONS

*To register for Academia Membership, please send this form to DIA Japan office Register online at www.DIAGlobal.org or check payment method.

by fax or e-mail.
O BANK TRANSFER:

You will receive an invoice with bank information detail by email after
registration completion.

Please check the applicable category: All local and overseas charges incurred for the bank transfer must

be borne by payer.
QO Academia QO Government Q Industry
Last Name O CREDIT CARD (VISA,MASTERCARD AND JCB ONLY)

O VISA QO MC QJCB Exp.(mm/yy)
First Name M.l
Degrees Q D QMr Q Ms, Card No.
Job Title Cardholder Name
Company
Signature
Address (As required for postal delivery to your location)
City State Zip/Postal Country
CONTACT INFORMATION

Contact the DIA Japan office in Tokyo

email Required for confirmation for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313 l
email: Japan@DIAglobal.org

Phone Number Required Fax Number
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SESSION 0-3 (70 MINUTES)

Session 0 Introduction to Regulation of Drugs and Biologics in the United States

Session 1 The IND - A General Introduction

Session 2 The IND in Detail (Items 1 - 6) Modules 1, 2, and 5

Session 3 Chemistry, Manufacturing, and Controls Item 7 Module 3 and Module 1

SESSION 4-6 (60 MINUTES)
- Session 4 The IND in Detail (Items 8 - 10) Modules 4, 5, 2 and 1

- Session 5 Additional Topics: Additional Requirements for Biologics and Biotechnology-Derived
Products

- Session 6 Submission of the IND and FDA’s Actions on the Original IND

SESSION 7-8 (90 MINUTES)

- Session 7 IND Amendments and Maintenance

- Session 8 Special Topics for Clinical Research

SESSION 9-10 (105 MINUTES)

- Session 9 Special Regulatory Considerations for Development

- Session 10 Reporting Adverse Events (AEs) during Clinical Trials
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SESSION 11-12 (90 MINUTES)
- Session 11 The NDA in CTD Format: Types of NDAs
- Session 12 The NDA in CTD Format: Modules 1-5

SESSION 13-15 (90 MINUTES)

- Session 13 NDA Submission, FDA Review and Action on Applications

- Session 14 The FDA and Risk Management

- Session 15 Regulatory Requirements for Prescription Drug Labeling

SESSION 16-19 (95 MINUTES)
- Session 16 Post-NDA Approval Regulatory Requirements

- Session 17 Interactions with the FDA Part 1
- Session 18 Interactions with the FDA Part 2

- Session 19 Regulatory Compliance & FDA Inspections: What to Expect After Submitting the
NDA
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