11th DIA Regulatory Affairs:
FDA IND/NDA Training Course

Online Course Available On-demand
31 October 2022 - 28 February 2023

OVERVIEW

In recent years, conducting multinational clinical studies has become an important
strategy for drug development for simultaneous submission and approval of
Marketing Applications in multiple markets.These changes require expanding the
scope of knowledge for professionals responsible for drug development. It is no
longer sufficient to know only local pharmaceutical regulations and processes, and
it is now essential to be aware of global pharmaceutical regulations and trends. This
course will provide an overview of the FDA regulations and expectations for the
content, submission, and review of INDs and NDAs.

FACULTY

Elliott Berger, MS, PhD

The course is based on the annual IND/NDA training course conducted by DIA in ETB Regulatory Consulting

the US, which is attended by many participants from Japan and other countries Drusilla Scott

around the world. Sobi, Inc.
Program features: Carol H. Danielson, MS, DrPH
President

1. The training program as it was conducted online in the US. Regulatory Advantage International,LLC

2. On-demand online programs that you can view anytime, anywhere, and as often

as you like during the open period.
FACILITATORS

Yasuyuki Hattori, PhD
Daiichi Sankyo Co., Ltd.

3. Table of Contents also includes basic summaries so that you can watch the
sessions you are most interested in first.

4. FDA’s approach and points to note will be explained.

Masayoshi Higuchi
5. Questions collected from participants during the viewing period will be Chugai Pharmaceutical Co., Ltd.

answered (in English) in live Q&A sessions.
( glish) Miyuki Kaneko

Pfizer R&D Japan

Yomei Matsuoka, PhD
Daiichi Sankyo Co., Ltd.

This program is designed for those who want to learn about US IND/NDA
regulations in a comprehensive manner, and/or for those who are already
conducting or planning clinical trials or regulatory submissions in the US. We look
forward to your participation.

Miwa Tamada
GlaxoSmithKline K.K.

Tomohiro Watahiki
Janssen Pharmaceutical K.K.

*This program will also share videos from the Regulatory Affairs: The IND, NDA, and
Post-Marketing on-demand training conducted in 2021.
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IND

- Introduction and Overview Highlights

- The IND - A General Introduction

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

- Chemistry, Manufacturing, and Controls (Item 7) Module 3 and Module 1

- The IND in Detail (Items 8 - 10) Modules 4, 5, 2 and 1

- The IND in Detail - Additional Topics: Additional Requirements for Biologics and
Biotechnology-Derived Products and Submission of the IND

- FDA's Actions on the Initial IND and Future Amendments

- IND Amendments and Maintenance

- Special Topics for Clinical Research

- Special Regulatory Programs for Development and Review

- Reporting Adverse Events (AEs) During Clinical Trials

- Quality Assurance in Drug Development (GxPs)

*Please note that the program is subject to change.

LIVE Q&A SESSION

We will accept questions in advance to ask the lecturers so that you can gain a deeper understanding of the lectures you have
attended. The lectures will be full of up-to-date information The seminar will include the latest information.

IND Q&A Session**

9:30-10:30 on February 1st (JST) :19:30-20:30 on January 30th (EST)
**This is a benefit for attendees. No refunds will be made if you do not attend.
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NDA
- The NDA: Planning, Content, Types of NDAs/BLAS, and Exclusivity

- The NDA in CTD Format: Modules 1-5

- NDA Submission, FDA Review and Action on Applications

- The FDA and Risk Management

- Interactions with the FDA - Part 1

- Interactions with FDA - Part 2

- Regulatory Compliance and FDA Inspections: What to Expect After Submitting the NDA
- Post-NDA Approval Regulatory Requirements

- Requirements for Prescription Drug Labeling

- Requirements for Prescription Drug Advertising and Promotional Labeling

- Resources for Regulatory Intelligence

*Please note that the program is subject to change.

LIVE Q&A SESSION

We will accept questions in advance to ask the lecturers so that you can gain a deeper understanding of the lectures you have
attended. The lectures will be full of up-to-date information The seminar will include the latest information.
NDA Q&A Session**

9:30-10:30 on February 2nd (JST) : 19:30-20:30 on February 1Ist (EST)
**This is a benefit for attendees. No refunds will be made if you do not attend.
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DIA Japan, Nihonbashi Life Science Building 6F, 2-3-11 Nihonbashi- Registrants who do not cancel by that date and do not attend will be respon-
honcho, Chuo-ku, Tokyo 103-0023 Japan sible for the full registration fee paid. You may transfer your registration to a col-
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receipt of their registration. face to face and online) that may include your participation in the event, includ-
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raphy-policy)

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- PRIVACY STATEMENT
ship for a full year: www.DIAGlobal.org/Membership

DIA respects the privacy of all of its members and customers. To view our pri-
O 1 DO want to be a DIA member

vacy policy, click here. (https://www.DIAglobal.org/about-us/privacy-policy).

O 1 DO NOT want to be a DIA member 0% TA DED You agree that your personal data will be transferred to DIA in the US.
Membership O  ¥27,346
2-Year Membership O ¥49,223
MEMBER-
SHIP Academia Membership (Academia, Medicals)* O ¥20,205
2-Year Academia Membership (Academia,
Medicals)* O ¥36,369

10% TAX INCLUDED
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Early Bird Deadline: November 14, 2022 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:

When DIA completes your registration, an email will be sent to the
address on the registration form with instructions on how to complete

Please check the applicable category: the bank transfer.

O Academia O Government Q Industry All'local and overseas charges incurred in making the bank transfer must be
borne by the payer.

Last Name

O CREDIT CARD (VISA,MASTERCARD AND JCB ONLY)
First Name M.I.

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

Degrees Q O OMrn QMs

Card No.
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Cardholder Name
Company
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Address (As required for postal delivery to your location)
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CONTACT INFORMATION

Contact the DIA Japan office in Tokyo
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email: Japan@DIAglobal.org
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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.
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IND

- Introduction

- The IND - A General Introduction

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

- Chemistry, Manufacturing, and Controls (Item 7) Module 3 and Module 1
- The IND in Detail (Items 8 - 10) Modules 4, 5, 2 and 1

- The IND in Detail - Additional Topics: Additional Requirements for Biologics and Biotechnology-
Derived Products and Submission of the IND

- FDA's Actions on the Initial IND and Future Amendments
- IND Amendments and Maintenance

- Special Topics for Clinical Research

- Special Regulatory Programs for Development and Review

- Reporting Adverse Events (AEs) During Clinical Trials
- Quality Assurance in Drug Development (GxPs)

XTATILIE—HEEENDIEDNTETVET,

Q&A SESSION (51 7H(E)

EEEH B EBEA LV ECEBETERLSIC BADANSRAVNTZERAZ. BRIV LE T, BFDERESHTTERL
TeRNB CRMEWZLE T,

IND Q&Aty/a **
2818 (7k) 9:30-10:30 (Zoom Meeting)
* * T BREREL LTSSV RTET. 5. CEBICHBENED > BB DIVELETE NELA,



Part Il | NDA K

NDA
- The NDA: Planning, Content, Types of NDAs/BLAs, and Exclusivity

- The NDA in CTD Format: Modules 1-5

- NDA Submission, FDA Review and Action on Applications

- The FDA and Risk Management

- Interactions with the FDA - Part 1

- Interactions with FDA - Part 2

- Regulatory Compliance and FDA Inspections: What to Expect After Submitting the NDA
- Post-NDA Approval Regulatory Requirements

- Reqguirements for Prescription Drug Labeling

- Reqguirements for Prescription Drug Advertising and Promotional Labeling

- Resources for Regulatory Intelligence

RTAVILIE—BHEEENDIEHTEVET,

Q&A SESSION (51 7Ee{S)

BEEDCEBICEOCERELVRCER TESLDIC BN ANBRANT 5B/ Z. BRIICRNW LE T, R DIEREZHTTEL
TeEARTHREWELEY,

NDA Q&Atzy/aZ/ **

2H2H (K) 9:30-10:30 (Zoom Meeting)

* ok TESIE BRBRRL L TTBIVEETET, 5. TESIC BT NG S BEDIVRLITE VELA,



RESMERAE

¥103-0023 BRERHHRE HASEAB2-3-11
—BHEEATA— 74 « T— « I vIvy Fax:03-3278-1313 BANES A THAIIACITAVS6F  Tel:03-6214-0574

F11EDIALF 25 M) —77x7—X:FDAIND/NDA FL—=245—X [HhoT7L2RID #22351, 22357, 22358]

20225F10831H (B) ~2023%2828H (X) | #5040 —R (A7 FEE)

€ SRR E
DIA77 74 A1 b (www.DlAglobal.org) kY BILAAZ 12K, COBRAEITREBIBEEZLAD L A—LHFFD L, FAXX[EJapan@DIAglobal.orglZ TH B LIAHL
a0, ZHEZ 1I0EEBURAICEA—LICTHAZEZEEFV=LET,

® FRERUSME
SEERIPEKYLTVEABLUVFERED AL, SEEFEMTIILICLY. REMBIZTTS ML
G ET . fSEERIEEILVLW WAL B ER ARET1EMENTT . DIARTEHREHKDOA
F.DIAIITHACDEEBFEAR—CADTIERE, B2 OHALBLNET, FHEANTTNELZS,

DIA Japan {$ %8

FA—TA-I—SvRUETHEENEhELEEN, Date
OERE
RERETHEVAC.REERE TN BRIEF LT 2ERBEDMICEIEANTIEEL,
*BNEDRAES ERIFIRRED A LI RETREFARICHERLAHETNEADIHBREINET, No.
KEBERHIENLTVEABLUVIEREDHIE. T UOTORRITEVOTERIIZEL,
* ¥ THTITREBERICBHALAHDA L AFAEBETA— 71 - I—Iv/I\VETA—IVITTERILIEE L, S
X PRE
Membership (E%hEART : 14ERD) a ¥ 27,346 (BH2) A
2-Year Membership (B%hHAR : 24ERE/10% 25 1) a ¥ 49,223 (B552)
Academia Membership  * (% AFBR-EREEE s Em | O ¥20,205 (B52) invoice
Academia Membership * * (W5 : AFEHE - EREAEE. v 2Em) | O ¥36,369 (Hi:2)
A%

@Emn&E
FENTT—ERBAROHRICEYRLGYET OT, BAMICHEAN TS,
IDN-NDADE A ICEINEN S TIND-NDAH I DMRICF v 7 ZE ANTLIZEL,
IND& B MENDADE 55 M BAIDT5 14 [INDIA NDAIDIIIEF Ty 2 E AR TLIEEL,

28 FriEA7d)— ERIAHARS IND-NDA%L | SMNEFith) | SMEGHA) | IND | NDA | BME®iR) | SMEFHR)
BHAZIZ| 2022FNB14BE COHERIAH (M | ¥ 65,000 ¥715000 @ | A ¥ 40,000 ¥ 44,000
—h%
e 8 2022FENAISHLED B ERA a ¥70,000 ¥770000 A | 4 ¥ 43,000 ¥ 47,300
=B
BATBAG- ST FHEIF| 20225 B4R E TOHHIA; d ¥30,000 ¥330000 O | O ¥18,500 ¥20,350
AFRRERUERE | 2022119155 LIEDHHAH Q ¥32000 ¥352000 O | O ¥20000]  ¥22,000
—H& d ¥ 87,500 ¥962500 4 | O ¥52,000 ¥57,200
2B | KRR FEEFIEA a ¥49,500 ¥sa450 @ | Q ¥29,000 ¥31,900
REBREERSE a ¥ 44,000 ¥484000 @@ | @ ¥ 26,000 ¥ 28,600
SE&5E ((0+0): =t !

* RIRHEESFAIIDIA Japan S5 HEN T EHZEEA—IVICTTHERE T I,
® BXILAE
CHELEOXIFEICFIVIEANTIESY,
[XiAE] ORITIRIA SERELEM/LETOT. ZOERIR->TRIAFHEETEToOTTELY,
O ybA—K @RagesLoybh—R (EbSM1DIzFys) OVISA OMasterCard OJCB

A—FEHEAR(MmM/yy) h—rES
h—FCRE CEE

CAZDRE., CHREADRICLTEMERLLIFEREZBSERLBL TSN, A—SH TEHBLOSNELZRRICRYAFNISE L. EEICTSMER LRA
BETA— 74 - T—- v/ \UETHBHMLEEEN FRAICHTEFHMI. RAABBETEEVOWLES,

FINIFAYREEE) TOREALLESLY

LastName (#)Q Dr. O Mr. QO Ms. First name (4 ) Company

Job Title Department

Address City State Zip/Postal Country
email (W28 ) Phone Number ( #4%8 ) Fax Number

*SMDF v ) UE BRUAHZIRR, Fv U OV TESMELEZALZITE T A—RADSOSMEEIIAIAE T AN\ TOBRIEERSHICT— 771 - IT— I/
ETHBHSERLELN (REBERDEEIZ TETLADT IFRBELTDOBMELZRLR I BIHENHVET. ) BMEF v 2ILENSBICE. HTE@CCTA— 71T
— Dy \VETTERBVE Y. GH. ZHEPITBMEOERZTHILFTEETAD T TERILEL,

* DIAZEDORFICIF BT BERECSRACTBIMN LS. BBONLTBVET,

*ARFE CIE. DIADEEICEAT2EN T ERRRICSINELZ SCHE- TEZIRH T 5T ENBYE T ARFDBIE L. DAL RELIBE- TEZICDWVT. DIAD
FRERN BN U A 2=y MEADEBHRZ DM—TIOFBIIRBHERN (HEIE N\ TV 7152 2HE ) ISDIAIRB I 2 EZ RO DAL EETERICHIATE
BHLLEHHEITDLDELET,

[DIAB BRI SEANEIRICOVT] BRLAHWIEWBAARRIEDIADSDRERAENEDEHICERATE TCOIEEET, TTBMOECEROSHRBEISEER
ETRBETELI)ANEBINE 880 BRE (FOJSLER) ICRYEHRVLEY, FAZEDRHEZL>TULDBEABROSIURVCRBE NN DL BNV L
FIH CEBVETEWMSEIIDIA JapanE TTERSEEL,


https://www.DIAglobal.org
mailto:Japan%40DIAglobal.org?subject=

	22351_En.pdf
	22351_J.pdf

