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DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAglobal.org

Nihonbashi Life Science Building 6F,
2-3-11 Nihonbashihoncho, Chuo-ku Tokyo
103-0023Japan

Tel +81.3.6214.0574 Japan@DIlAglobal.org

DIA

The Drug Information Association, Inc.
DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing, China Horsham, PA, USA | Mumbai, India | Tokyo, Japan
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SESSION 0-3 (50 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 (40 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 (85 MINUTES)

- Session 9 Special Regulatory Considerations for Development

- Session 10 Reporting Adverse Events (AEs) during Clinical Trials
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“New Challenges, New Solutions”
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SESSION 11-12 (60 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 (130 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

Q&A SESSION (51 7EefE)

BEENTHEIGOBEREZLVRCERTEDLDIC BDANBEN T2 EMZ. BRICRAW T LE T, SEISFEL Y B FER
B R<EDFHBOOT V0 ) VARGIEN R FOFDADNM G ERFDIEREZ S OFRELIAD CREVLET,

INDQ&At w3~ :8A26H(K) 9:30-11:00 (HABFEF71H)

NDA QA+t /388278 (&) 9:30-11:00 (HARFREFRIH)
XTBESIE FHEEFHRELTTEBMVRETE T, AR IBESICHEBENGHL O IBEDIVRLIZTTWVWE A,

2020FDI—RAZZEENLAHSDIA
SREOBEIEDH ISV EETERLL T PMDAL DB NS S NSN, BXAEDE SR OV TSEMNESTLL .
“FDADIND,NDAIE DL TOELE BYEED TERTEN TEBAERVERT S FeEBUTVET,
AVTRY RSO T HADEEEE THER LB ERVIEL TR BTEN TETID O ERVET,



RESMEHRAE

+103-0023 BRRHHRK HANEAE2-3-11
—BHEEATA— 714 « I— « Vv vy Fax:03-3278-1313 BAKES A THA IV ACITAVS6F  Tel:03-6214-0574

Z10[EDIA FDA IND/NDAZA > SA ML —=25 0—R [H2T7LRID #21351]

2021%F6H8H (X) ~9H30H (K) | #7514 >aA—R (7 FEEE)

€ SEAFE
DIA77 =74 A b (www.DIAglobal.org) kW EILAAZ 12K, COBRAEITREBBEEZLAD L. A—LHFFD L, FAXX[EJapan@DIAglobal.orglZTH B LIA#HL
pir= AW

® FRERUSME
SEBERIPEKDLTVEABLUVIERED AL, SEEFEMTIHILCLY, REMEIZTTS ML
EFET . REERIEEILVL W W THALEERARETTIEMENTT . DIARTEHREHKDOA
F.DIAVITHACDEEBERAR—UADTIERE, BROHALBLNET . FHLEANTTNVELZS,

DIA Japan {5 FA##

TA— T T—Sr/ AV ETHERADEDE IS, Date
OFE=E
HERETHVS T RBESATNABERAELT 2ELBORICHE ANTREL,
“BINBEORHEE HRITRRBNH £ IF 2 BBREABICHELAZTNDBOHEAENET., No.
L2EERBEDL TV B BLUERENS I EUTDREITEUTBEREEL,
%k P AT I P ERBERICHRUAB DS I REABE Fr— 71 - T— Db/ S ETA— U THEILEL, p—
X PRE
Membership (BZhHAR : 142R9) O | ¥20,000 k)| ¥22,000 Ga)| | =
2-Year Membership (B %hHAR : 22ERE/10% 215 1) 0 | ¥36,000 @ik)| ¥39,600 #in)
Academia Membership  * (% AR Efe S axmr e | O | ¥13800 60| ¥15180 @] MO
Academia Membership * * (i%: AZER EELSE. G288 260 | O ¥24,800 (#itk)| ¥ 27,280 (#A)
A%
@&
FBATI—ERBERDERICEYBLYET OT. HUMICENEAN TS,
IDN-NDADTAICBIEN S A&, [IND-NDAL | OIBICF T v o7& ANTEEL,
IND&BULMENDADEB ST TBID A 1E. [INDIA TNDAIDIBIEF T v 7 ANTLIEEL,  *EiGIEL TREAHTY
=8 FrEAh7d)— ERAHARS IND-NDAF: | & #itk) | SIEFGA) | IND | NDA | &m&Fitk) | SmEFEHA)
BHAZI5| 2021558250 TODHEHIAH d ¥ 65,000 ¥71,5000 O | O ¥ 40,000 ¥ 44,000
—ﬁ"‘
e ) 202155826 HLFEDEHERIA a ¥70,000 ¥770000 O [ O ¥43,000 ¥47,300
=B
£ ) B
BRI SRR BHIZI5| 20215825 F COHERIAH; (M | ¥30,000 ¥33000 OJ [ OJ ¥ 18,500 ¥20,350
KB ERREE | 202145526 ALIEDSEHIAH Q ¥32000 ¥352000 O | O ¥20,000 ¥22,000
—he a ¥90,000 ¥99,000l A | A4 ¥53,000 ¥58,300
HRE | BAFEG / IEEFEE ad ¥52,000 ¥57200 O | O ¥30,000 ¥33,000
KEEREEREEE | ¥45,800 ¥50380 4 | U4 ¥26,900 ¥29,590
ks (ORI &5t M

* BIRHEESLEEIIDIA JapanHh 5 H1X) T BZEEA—)VICTTHEE T EL,
& BXIHE
CHREBOXIFERITFIVIEANTL S,
[XiAE] ORITIRIA SEREEZEM/LETOT. TOERIR>TRAFHEETEToTTELY,
OSL ybh—K ERAgEIL Sybh—R (EB55mM1212Fzv4) OVISA [MasterCard O0JCB

H—FEZEAR(Mmm/yy) h—r&ES
h—KkZ&= CE4

CAZEDRF, SEREADHRICBLTEMERTLIIFEREFSERBL TSI, A—SU TREEADSNEZRFICRYVAENS SR, EEICTSME R LKA
BETA— 74 T—- v \UETBHMLEEEN FRAICHTHFHME. RAABBETEEVOWLES,

FINIFAYEGEEE) TOREALLESLY

LastName (#)Q Dr. O Mr. QO Ms. First name (44 ) Company

Job Title Department

Address City State Zip/Postal Country
email (%R ) Phone Number ( %478 ) Fax Number

*BMOF v t)id. BRUAHZEE REI28AFIICH 5. 2021FE5B1MBXTIEFHHE L T—REE-IFREE$20,000M. BT/ KAZEHREICOVTERE FFRELE
10,000MZEB L2 £ 9. ZhUEOF v IV OWTIIEMBLBEEZHLRIIEFTOTT EELLETV. A—21D S OBNMEBILATHE TN ZOBIEBERDICT— 71 -
I—-JvN\VETHBHSEETV (REBROFEII TEFEADNT IRELLTOBMELERLZIIZBEEHBIET)BMEF v wIVENZICE. HIE@EICTT
A= T A T Iy )\ VETCTERENET,

* DIAZMEDSHEITIE AT BBRESAANCTENMN LS. BEOLTEVET,

*ARECIE DIADERENICER T 2B T, BIEREPICBNEE SR - EEZIRF I 5 ENBIE T, ARFEDSMEIL. DIANGER L BUR - EEZIC DU DIAD
BRERN BRI R U A 2 —X v MEADBEZ D—YI0F BITRDHERN (HIRE I\ TV T ESHEEHET) IEDIAICRB I 5T & AR DIANEETHERICFIBTE
BTLEHHTHENDELET,

[DIADEWIRSBAERICOWVWT] BRHUAHWLWAEABRIEIDIADSDRFERARTEDEMICERT B TVREET, FfeeBMu it ERoatt 2 T fld i
ETRAERELIVRANESINE 3860 BFRE (TOVSLES) ISRVERVLEY, FHAZDREEZE > TU LDEAEROSIIRVLCERW Wb D LRV L
FIH CEBRWVEIFEVSEIEDIA JapanE CTEELIEELY,



10th DIA FDA IND/NDA
Training Course

Online Course Available On-demand
8 June - 30 Sep 2021

*Registration is available

OVERVIEW

The process of new drug development has become increasingly global with companies now
conducting multinational clinical studies and aiming for simultaneous submission of New
Drug Applications (NDAs) in Japan, the US, the EU, China and beyond. The globalization

of the pharmaceutical industry means it is now essential for professionals in the field to
understand regulations, processes, and trends across the world.

Delivered by expert faculty, 10th DIA FDA IND/NDA Training Course in Japan helps build
understanding of FDA regulations and expectations for the content, submission and review
of INDs/NDAs, and the importance of regulatory strategy.

Features of the Course:

+ A focused look at the regulations and processes in IND/NDA including the impact of the
COVID 19 pandemic.

» Guidance on how to work productively and efficiently with FDA.

* 9 hours’ of training materials* delivered on-demand and available to view for 3 months.
The on-demand format enables you to move through the course at your own pace.

* The slides for each session will also be shared with participants.

* Live Q&A sessions with the course trainers (including the new ways to do under impact of
the COVID 19 pandemic).

Who Should Attend?

This training will benefit regulatory and clinical development professionals who are planning
US submissions and clinical trials or similar projects.

Learning Objectives

At the conclusion of this course, participants should be able to:
*Understand the impact of the COVID-19 pandemic on FDA activities and interactions with industry
*Explain the importance of incorporating regulatory strategy into the drug development plan
*Recognize content and format requirements for INDs/NDAs
«Communicate the requirements for submitting INDs/NDAs and amendments and supplements
*Describe the FDA review processes for evaluating INDs/NDAs
*Define NDA post-approval responsibilities and requirements
«|dentify regulatory programs and mechanisms that can facilitate and expedite new drug development

«State how to report adverse events in accordance with current FDA pre-marketing and post-marketing
regulations

*Apply sound meeting practices and productive dialogue principles when interacting with the FDA

*Qutline the regulatory requirements for prescription drug labeling and advertising

*Training materials will comprise those used for the 2020 course together with some new content.

DIA

The Drug Information Association, Inc.
DIA Global Center: Washington, DC, USA | Basel, Switzerland | Beijing, China Horsham, PA, USA | Mumbai, India | Tokyo, Japan

Nihonbashi Life Science Building 6F,
2-3-11 Nihonbashihoncho, Chuo-ku Tokyo
103-0023Japan

Tel +81.3.6214.0574 Japan@DIAglobal.org

FACULTY

Alberto Grignolo, PhD
Corporate Vice President
Parexel Regulatory & Access Consulting

Carol H Danielson, MS DrPH
President, Regulatory Advantage
International, LLC

FACILITATORS

Yasuyuki Hattori, Ph.D.
Daiichi Sankyo Co., Ltd.

Masayoshi Higuchi
Chugai Pharmaceutical Co., Ltd.

Akiko lkeda
Janssen Pharmaceutical K.K.

Miyuki Kaneko
Pfizer R&D Japan

Yomei Matsuoka, PhD
Daiichi Sankyo Co., Ltd.

Miwa Tamada
GlaxoSmithKline K.K.

DIA volunteers, members, and staff
provide a comprehensive catalogue
of conferences, workshops, training
courses, scientific publications, and
educational materials, throughout the
year, all around the world.

DIAGlobal.org
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SESSION 0-3 (50 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 (40 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 (85 MINUTES)

* Session 9 Special Regulatory Considerations for Development

« Session 10 Reporting Adverse Events (AEs) during Clinical Trials

18th DIA Japan Annual Meeting 2021

“New Challenges, New Solutions”
~To Overcome Together with People All Over the World~

October 24-26, 2021 | Virtual
Register :
b © DIA
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Part Il | NDA K

SESSION 11-12 (60 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 (130 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

Live Q&A Sessions with the Faculty and course participants will be held at the below times. This will an excellent opportunity
for participants to ask questions and learn more about the impact of the COVID-19 Pandemic on the FDA submission
process.

IND Q&A Session: August 26th 9:30-11:00 a.m. (JST)
NDA Q&A Session: August 27th 9:30-11:00 a.m. (JST)

PREVIOUS PARTICIPANTS

Here’s what our previous participants had to say about the course.

"The organization of the chapters and the content of the sessions were outstanding, and they certainly provided remarkable
overviews of the IND/NDA submissions. | can’t ask more to learn so much about the submissions in such an organized way and in
such a short period of time.”

“On-demand seminars work very well with me, and I'm so glad that DIA started this service. | can learn much more by watching the
videos than sitting in a live classroom.”



REGISTRATION FORM: Forward to
DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi-

honcho, Chuo-ku, Tokyo 103-0023 Japan
tel +81-3-6214-0574 « fax +81-3-3278-1313
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¢ Online Course available on-demand from 8 June - 30 September 2021
DIA will send participants a confirmation mail within 10 business days after
receipt of their registration.

Registration Fees If DIA cannot verify your membership, you will be charged the
nonmember fee. Registration fee includes refreshment breaks and reception (if ap-
plicable), and will be 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

a |1 DO want to be a DIA member
U 1 DO NOT want to be a DIA member

Membership O ¥20,000
2-Year Membership O ¥36,000
MEMBER-
SHIP Academia Membership (Academia, Medicals)* O ¥13,800
2-Year Academia Membership (Academia,
Medicals)* 0 ¥24,800

CANCELLATION POLICY: On or before May 11, 2021
Administrative fee that will be withheld from refund amount:
Member or Nonmember = ¥20,000
Government/Academia/Nonprofit

(Member or Nonmember) = ¥10,000

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. 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.

EVENT STREAMING AND RECORDING

If you attend a DIA event, we make video and audio recordings of events (both
face to face and online) that may include your participation in the event, includ-
ing your image, questions and comments. To view our full photography and
video recording policy, click here (https://www.DIAglobal.org/general/photog-
raphy-policy)

PRIVACY STATEMENT

DIA respects the privacy of all of its members and customers. To view our pri-
vacy policy, click here. (https:/www.DIAglobal.org/about-us/privacy-policy).
You agree that your personal data will be transferred to DIA in the US.

IND & NDA IND ONLY NDA ONLY
Early Bird (until May.25, 2021) O ¥65,000 O ¥40,000 O ¥40,000
Industry
After May. 26, 2021 a ¥70,000 a ¥43,000 Q ¥43,000
MEMBER
Government , Non Profit, Academia, Early Bird (until May.25, 2021) 0 ¥30,000 O ¥18,500 0  ¥18,500
Medicals After May. 26, 2021 O ¥32,000 O ¥20,000 O ¥20,000
Industry a ¥90,000 a ¥53,000 O ¥53,000
NONMEM- i
BER Government, Non Profit O ¥52,000 O ¥30,000 0 ¥30,000
Academia, Medicals O ¥45,800 O ¥26,900 O ¥26,900
PAYMENT OPTIONS

Early Bird Deadline: May 25, 2021

*To register for Academia Membership, please send this form to DIA Japan office
by fax or e-mail.

Please check the applicable category:

O Academia O Government O Industry

Last Name

First Name M.I.

Degrees Q Dr. QM. QO Ms,

Job Title

Company

Register online at www.DIAGlobal.org or check payment method.

O 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.

All'local and overseas charges incurred in making the bank transfer must be

borne by the payer.

O CREDIT CARD (VISA,MASTERCARD AND JCB ONLY)

O VISA 0O MC QJCB Exp.(mm/yy)

Card No.

Address

Cardholder Name

City State Zip/Postal Country

email Required

Phone Number Required Fax Number

Signature

CONTACT INFORMATION
Contact the DIA Japan office in Tokyo
for further information.
tel: +81.3.6214.0574 | fax: +81.3.3278.1313 ‘

email: Japan@DIAglobal.org
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