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Tutorial Workshops: 5 September 2009
Conference: 6-7 September 2009

| Hotel Taj Krishna, Hyderabad, INDIA

This conference is jointly sponsored by World Health Organization (WHO), The European
Department of Quality Medicine (EDQM) and Drug Information Association (DIA). The
major focus of this conference will be on the current regulatory requirements for the
quality of API, Compliance with GMP Standards from Global Regulatory Authorities
Perspective. The conference will also focus on the current issues of Pharmacopoeial
Monographs, as well as API Certification and WHO Prequalification requirements.

FEATURED TOPICS

e Regulatory requirements with relevance for quality of APl Compliance of API

manufacturers with current GMP Standards

e Current issues and challenges in the development of Pharmacopoeial Monograph

e API Certification and WHO Prequalification

KEYNOTE SPEAKERS

S. Srinivasan

Chief Executive Officer and
Managing Director

Matrix Laboratories Limited
Since January 2009, S. Srinivasan
has served as Chief Executive
Officer and Managing Director of Matrix, where
he also served as Chief Operating Officer.

During his 15-year career at Matrix, Srinivasan
has distinguished himself in a wide range of
functional areas, including finance, sales and
marketing, business development and strategic
planning. He has contributed significantly to the
company’s growth. Mr. Srinivasan is a member
of the Institute of Cost & Works Accountants of
India.

LEARNING OBJECTIVES

J.M. Khanna, PhD

Executive Director-

Science & Technology

Jubilant Organosys Ltd.

Dr. Jag Mohan Khanna is an inter-

nationally recognized research sci-
entist who has done some novel work in the
development of APIs, new chemical entities, new
drug delivery systems, biotechnology and herbal
drugs. He is also an expert in international drug
regulatory affairs and intellectual property. Dr.
Khanna has worked with various scientific
research organizations in India and abroad during
his more 39 year career. His last assignment was
with Ranbaxy Laboratories, where he was Presi-
dent of R&D and Executive Director of the Board,
as well as Chairman of Ranbaxy Pharmaceuticals
Inc., USA. He has served as a member of Scientific
Advisory Committee to Cabinet on Science &
Technology for the Government of India.

At the conclusion of this meeting, participants should be able to:
e Describe the regulatory issues of APl manufacturing and compliance;

e Explain the current compliance issues of API;

e Discuss the requirements of the APl under the prequalification program; and
e QOutline the procedures for Certification of Suitability (COS).

WHO SHOULD ATTEND

P Government Regulators

P Analytical Development Chemistry

P Regulatory Affairs Associates from Industry B Formulation Development

P Chemistry Manufacturing and Controls

P Technical Services, QA, QC

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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Unless otherwise disclosed, DIA acknowledges that the 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 any DIA tutorialfworkshop information in any type of media, is prohibited without prior written consent from DIA.

SATURDAY e SEPTEMBER 5

9.00 Am-1.00 pm  HALF DAY TUTORIAL WORKSHOP |

WoRksHOP oN CEPs ( CERTIFICATION PROCEDURES IN
EUROPE)

S. Keitel

F. Benoit-Guyod

D. Byrne

GENERAL PRESENTATION OF THE CERTIFICATION PROCEDURE
Regulatory System in Europe

The Place of Certification as a Regulatory Tool

Comparison of CEP and Active Substance Master File (ASMF)

Description of the CEP Procedure
THE EDQM INSPECTION PROGRAMME

How 1o PREPARE A NEwW APPLICATION — CONTENT OF THE
DossIER — ToP DEFICIENCIES

Revisions oF CEPs AND How TO PREPARE AN APPLICATION
FOR REVISION

1.00-5.00 pm HALF DAY TUTORIAL WORKSHORP II

WORKSHOP ON IMPORTANCE AND METHODS FOR MOVING
FROM THE ComMoN TecHNIcAL DocumenTt (CTD) 1o
THE ELECTRONIC COMMON TECHNICAL DocumenT (ECTD)
Shy Kumar

President

Datafarm Inc.
INTRODUCTION TO CTD AND E CTD
Background of ICH and CTD
Organization/Format of CTD
Advantages of CTD

AUTHORING TO ComPLY WITH CTD REQUIREMENTS
Using pre-defined templates
Granularity

PDF Publishing for Authors

INTRODUCTION TO ECTD

What is eCTD

Migration from paper-based CTD to eCTD
Components of eCTD

Managing life cycle

Benefits of eCTD

9.00 Am-1.00 pm HALF DAY TUTORIAL WORKSHOP Il

WoRrksHOP ON WHO PREQUALIFICATION PROGRAMME
FOR PRIORITY MEDICINES

M. Smid

A. van Zyl

M. Mehmandoust

WHO PREQUALIFICATION PROGRAMME

e Principles, Prequalification procedure update, Lifecycle of
prequalified medicine, Information outcomes, Prequalified
medicines and products of priority needs

INSPECTIONS OF MIANUFACTURERS AND CROs
REQUIREMENTS ON DOCUMENTATION OF ACTIVE INGREDIENT
AND FINAL PRODUCT QUALITY AND EVALUATION PROCESS

DEMONSTRATION OF BIOEQUIVALENCE

VARIATIONS TO PREQUALIFIED MEDICINES

SUNDAY e SEPTEMBER 6

8:00-9:00 Am REGISTRATION

9.00-9.30 Am INTRODUCTION — WHO, EDQM, DIA

9.30-10.15 Am KEYNOTE PRESENTATIONS
WHO/EDQM

STATE OF THE ART OF REGULATION OF ACTIVE
PHARMACEUTICAL INGREDIENTS

CEO of Indian company with global vision and presence
on global market

10.15-10.45 Am

10.45 Am-1.15 pm  SESSION 1

REGULATORY REQUIREMENTS WITH RELEVANCE FOR

QuaAuLity oF API
MODERATOR:

REQUIREMENTS FOR THE QUALITY OoF APl FROM A EUROPEAN
PERSPECTIVE SPEAKER

Dr. Jean-Luis Robert

Chair of CHMP/CVMP Quality Working Party

EMEA

REQUIREMENTS FOR THE QUALITY oF APl FROM AN FDA
PERSPECTIVE

Vilayat A. Sayeed, PhD

Director, Division of Chemistry 111

OPS, OBD, CDER, FDA



ome . IEEESERENSE TS

REQUIREMENTS FOR THE QUALITY OF APl FROM AN INDIAN
PERSPECTIVE

Nandkumar Chodankar

Chair

pACI

ROUNDTABLE DISCUSSION

1.15-2.30 rm LUNCH

2.30-5.30 pm SESSION 2

CompLIANCE OF APl MANUFACTURERS WITH GMP

STANDARDS
MODERATOR:

WHO GMP AND INSPECTIONS OF APl MANUFACTURERS
Andrew van Zyl
WHO

EU GMP REQUIREMENTS AND INSPECTIONS OF API
MANUFACTURERS ORGANIZED BY EMEA

Dr. Olivier Gross

EMEA

API INsPECTIONS — THE EDQM EXPERIENCE
Dr. Florence Benoit-Guyod
EDQM
3.50-4.15 TEA/COFFEE BREAK
FDA GMP REQUIREMENTS AND INSPECTIONS OF API
MANUFACTURERS ORGANIZED BY FDA

Speaker (US FDA)

ROUNDTABLE DISCUSSION

MONDAY e SEPTEMBER 7

9.00-1:00 SESSION 3

CURRENT IsSUES & CHALLENGES IN THE DEVELOPMENT OF

PHARMACOPOEIAL MIONOGRAPHS

EUROPEAN PHARMACOPOEIA
Dr. Susanne Keitel
EDQM

INTERNATIONAL PHARMACOPOEIA
Ms. Carolin Mendy
WHO

10.30-11.00 TEA/COFEE BREAK

CURRENT IssUES AND CHALLEGES IN THE DEVELOPMENT
OF INDIAN PHARMACOPIEAL MONOGRAPH

G.N. Singh

Director & Goverment Analyst

Central Indian Pharmacopiea Monograph

SoME NEw CHALLENGES IN THE IMPURITIES ARENA
Dr. Susanne Keitel
EDQM

ROUNDTABLE DIscussiON

1.00-2.30 pm LUNCH

2.30-5.30 pm SESSION 4

API CerTIFICATION AND WHO PREQUALIFICATION
MODERATOR:

EDQM CERTIFICATION SCHEME
Dr. Pascale Poukens-Renwart
EDQM

WHO API PREQUALIFICATION
Maryam Mehmandoust
WHO

3.50-4.15 pm TEA/COFFEE BREAK

DMF PROCEDURES AND COMMUNICATION BETWEEN API
MANUFACTURERS, FPP MANUFACTURERS AND REGULATORY
AUTHORITIES

Dr. Jean-Louis Robert

Chair CHMP/CVMP Quality Working Party

EMEA

ROUNDTABLE DISCUSSION

4:15 pm CLOSING REMARKS
Nandkumar Chodankar
Chair
pACI

4.30 pm CONFERENCE ADJOURNED

e -
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4th Annual Conference on Drug Discover
and Clinical Development in India

Scientific and Regulatory Advances Across Borders
NOVEMBER 15-18, 2009

Hotel The Sheraton, Saket, New Delhi

CONFERENCE TOPICS:

Pre-Conference Workshops Biopharmaceutics
Update on Global Regulatory Bioinformatics and Data

Landscape Management
Drug Discovery Combination Products
Quality Drug Delivery
Pharmacology and Toxicology Value Proposition in Clinical
Development of Biologics Research
Clinical Trials Regulatory

Pharmacovigilance Visit www.diahome.org




TRAVEL AND HOTEL The Capital of Andhra Pradesh, Hyderabad is an integral part MEETING CONTACT AND EXHIBITS INFORMATION
of the famous twin-city pair of Hyderabad and Secunderabad, which was situated on
the opposite banks of the Hussain Sagar Lake. It is easily accessible from most other
cities by air, rail, and road. The most convenient airport is Rajiv Gandhi International
Airport — Approximate driving time is 1 Hour and distance is 30 Km from the hotel.

Manoj Trivedi, DIA (India) Private Limited; Manager Marketing and Program
Development, Phone: +91-22-6741-7625, Fax: 91-22-2859-4762,
Email: manoj.trivedi@diaindia.org

Attendees should make airline reservations as soon as possible to ensure availability. Vinisha Bhavsar, DIA (India) Private Limited; Phone: +91-22-6765-3226;

From Hyderabad railway station the Hotel is located 10 Km. Fax: +91-22-2859-4762; Email: dia.diaindia@gmail.com

Taj Krishna is holding a block of rooms at reduced rate until August, 2009. Room P DIAreserves the right to alter the venue, if necessary. If an event is
availability at this rate is guaranteed only until the block is filled. cancelled, DIA is not responsible for any airfare, hotel or other costs incurred

Contact Information: by registrants.

Taj Krishna, Hyderabad, Road No. 1, Banjara Hills, Hyderabad — 500034, India
Contact No. +91- 40 — 66662323, Fax No. +91- 04 - 66661313
Email: Krishna.hyderabad@tajhotel.com

CANCELLATION POLICY:  On or before AUGUST 9, 2009
Cancellations must be in writing and be received by August 9, 2009. 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. If the event is cancelled, the organizers are not responsible for any airfare, hotel or other costs incurred by registrants.

Upon cancellation, the administrative fee that FULL MEETING CANCELLATION (All refunds will be issued in the currency of original payment):
will be withheld from refund amount is: Standard = INR 3,000 e Academia/Government = INR 2,000 e Tutorial = INR 1,000 e Student = INR 500

PLEASE CONSIDER THIS FORM AN INVOICE
Quality of Active Pharmaceutical Ingredients
Meeting I.D. # 09958 — September 5-7, 2009 - Hotel Taj Krishna, Hyderabad, INDIA

Registration Fees Registration fee includes refreshment breaks and luncheons and will be accepted by mail, fax, or online.

Join DIA now to qualify to save on future events and to receive all the benefits of membership. = STANDARD MEMBERSHIP O INR 1,950
To see all the benefits of DIA membership, visit www.diahome.org and click on Membership. STUDENT MEMBERSHIP* 3 INR 800
MEMBER NONMEMBER NONMEMBER
(with optional membership) (without optional membership)
NET AMOUNT NET AMOUNT | MEMBERSHIP | TOTAL NET AMOUNT
Industry INR 5,500 O INR 5,500 INR 1,950 INR 7,450 QO INR 7,450 O
Academia/Government INR 3,250 O INR 3,250 INR 1,950 INR 5,200 O INR 5,200 Ol
Student* INR 2,000 O INR 2,000 INR 800 INR 2,800 Ol INR 2,800 Ol
Tutorial Fees — Saturday, September 5 Tutorial Fees — Saturday, September 5 Tutorial Fees — Saturday, September 5
9:00 am-1:00 pm TUTORIAL WORKSHOP | INR 3,000 O 9:00 am-1:00 pm TUTORIAL WORKSHOP | INR 3,000 O 9:00 Av-1:00 pm TUTORIAL WORKSHOP | INR 3,000 O
1:00-5:00 pm TUTORIAL WORKSHOP Il INR 3,000 O 1:00-5:00 pm TUTORIAL WORKSHOP Il INR 3,000 O 1:00-5:00 pm TUTORIAL WORKSHOP Il INR 3,000 (1
9:00 Av-1:00 pm TUTORIAL WORKSHOP Il INR 3,000 O 9:00 am-1:00 pm TUTORIAL WORKSHOP Il INR 3,000 (1 9:00 Av-1:00 Pm TUTORIAL WORKSHOP Il INR 3,000 O
TOTAL AMOUNT DUE TOTAL AMOUNT DUE TOTAL AMOUNT DUE
Exhibits: To receive information on Banner or Table Top display, please check the appropriate box:
Please send me information on: O Banner Display - INR 15,000 O Table Top Display — INR 50,000

*A limited number of student registrations are available.
A student is an undergraduate/graduate who can document enrollment in a Signature accredited, degree granting, academic program. Student registration is by fax or mail only.
Please send completed registration form, copy of student identification, and payment.

Please check the applicable category: 1 Academia [ Government U Industry

U cro U student Register online at www.diahome.org or

PLEASE PRINT ALL INFORMATION CLEARLY Check payment and submission method below.
Degrees Qor OwMe Q Ms
- (] CREDIT CARD Please enter all credit card information requested below, and
Last Name (Family Name) fax to DIA in the USA at +1-215-442-6199.
First Name M.I. Uvisa LI MC Exp Date
Job Title
Card #

Affiliation (Company)

Name (printed)

Address (Please write your address in the format required for delivery to your country.)

Postal Code Slgnature
it [ REGISTER ONLINE www.diahome.org
ity
O DEMAND DRAFT/CHEQUE
Country

Completed form, along with draft/cheque made payable to DIA (India) Private Limited
should be sent to: DIA (India) Private Limited, A-303, Wellington Business Park |,
Andheri-Kurla Road, Marol, Andheri (East), Mumbai 400 059 India

Phone: +91-22-6765-3226 Fax: +91-22-2859-4762.

Telephone Number

Fax Number

email (Required for confirmation)

IF FAXING OR MAILING THIS FORM, PLEASE PROVIDE A COPY OF YOUR BUSINESS CARD.



