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Who Will Attend
Representatives from governmental institutions,
pharmaceutical industry including, but not limited to:
• Regulatory affairs specialists and managers
• Development managers and experts
• Quality assurance managers and experts
• Assessors in regulatory authorities
Level: Junior to intermediate

Learning Objectives
At the conclusion of this course, participants should
be able to:
• Differentiate the obligations of the pharmaceutical
company from those of the API manufacturer
• Identify the key elements of the drug substance
part of a registrations dossier, including the value of
certification schemes
• Discuss the influence of the concepts introduced by
QbD
• Recognise the elements and the effects of the
revised EU guidance on bioequivalence
• Identify particularities of the EU bioequivalence
guidance as compared to current US-FDA, and
WHO recommendations.
• Discuss the influence of formulation changes on the
need for new bioequivalence testing
• Identify the differences and similarities in
requirements to the quality dossier for generics
compared to new drug products
• Discuss the influence on generics documentation
form of recent new ICH guidelines, Q9-Q11

Continuing Education
DIA meetings and training courses are generally
approved by the Commission for Professional
Development (CPD) of the Swiss Association of
Pharmaceutical Professionals (SwAPP) and the Swiss
Society of Pharmaceutical Medicine (SGPM) and will be
honoured with credits for pharmaceutical medicine. All
participants are eligible for these credits.

This course has limited capacity.
Register early.

Generics are becoming increasingly central in both industrialised countries and in developing countries.
The overall requirements for generics will be detailed including problems in relation to generic
substitution and falsified medicines.

The course will consider the important aspects for Active Pharmaceutical Ingredients (APIs), such as
requirements for production, and supplier qualification and certification. The implementation of ICH Q11
will be discussed.
Bioequivalence testing is an integral part of the development of both new medicinal products, and of
generics. Revised EU guidance has been developed and the impact of the new guidance will be thoroughly
discussed.
Globalisation is an important element in the production of drug substances and drug products to be
licensed and marketed in Europe. This course will focus on three essential topics which are particularly
influenced by production in a global environment.
The course will be taught with a combination of presentations by the faculty and work in small groups
assisted by faculty members. A significant amount of time will be devoted to working on case studies.
Results from the working groups will be presented to the full audience.

Key Topics
API production/API supplier qualification and
certification
ICH Q11/EDQM CEP/WHO pre-qualification
• Selecting and justification for a starting material
• Supply chain traceability
• Responsibility of the API manufacturer
• Responsibility of the pharmaceutical company
• Impurities
• Quality by Design (QbD)
• Critical Quality Attributes (CQA’s)
• API inspection/supplier audits
• Lifecycle management/variations
• Value and role of certification (EU/WHO)
Bioequivalence testing
• EU new guidance
• Basic principles
• Design of studies
• Pharmacokinetic parameters
• Analytical considerations
• Acceptance criteria
• Biopharmaceutical Classification System (BCS)
• Biowaivers – how to avoid the need for in-vivo
studies
• Relations and responsibilities of CRO/ pharmaceutical
company
• Supplier audits
• Global bioequivalence requirements:
WHO/EU/US
• Lifecycle management/variations
PharmaTrain recognised

Generic medicines
• Overview of global requirements: WHO/
EU/US
• API requirements; known versus new 		
substances
• Pharmaceutical development
• Bioavailability/bioequivalence
• QbD
• Lifecycle management/variations
• Role of generic medicines in industrialised
countries versus developing countries
• Generic substitution
• Falsified medicines
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DAY 1

14:00

08:00

REGISTRATION

09:00

Session 1
INTRODUCTION
• Fundamentals in the CMC area in a world of globalisation
• Status in the three focus areas – API, bioequivalence, and generic
medicines
• Survey on the status of knowledge among course participants
• Setting up working groups of participants
• Course process: A mixture of lectures and group work

10:30

COFFEE BREAK

11:00

Session 2
API MANUFACTURING INCLUDING OUTSOURCING
• Selecting a starting material and justification
• Supply chain traceability
• Responsibility of the API manufacturer
• Responsibility of the pharmaceutical company
Case study/Group work

12:30

LUNCH

14:00

Session 3
ASPECTS IN RELATION TO SPECIFICATION SETTING
• Impurities
• Quality by Design (QbD)
• Critical Quality Attributes (CQA’s)
Case study/Group work

15:30

COFFEE BREAK

16:00

Session 4
LIFECYCLE AND CERTIFICATION
• Value and role of certification (EU/WHO)
• API inspection/supplier audit
• Lifecycle management/variations
Case study/Group work

17:30

DRINKS RECEPTION

18:30

END OF DAY ONE

Session 6
OUTSOURCED BIOEQUIVALENCE TESTING
• Relationships and responsibilities CRO/pharmaceutical company
• Supplier audits
Case study/Group work

15:30

COFFEE BREAK

16:00

Session 7
LIFECYCLE AND GLOBALISATION
• Global bioequivalence requirements: WHO/EU/US
• Lifecycle management/variations
Case study/Group work

17:30

END OF DAY TWO

DAY 3
09:00

Session 8
GENERIC MEDICINES, GLOBAL OVERVIEW: WHO/EU/US
• API requirements, known and pharmacopoeial versus
new substances
• Pharmaceutical development
Case study/Group work

10:30

COFFEE BREAK

11:00

Session 9
BE/QBD/LIFECYCLE
• Bioavailability/bioequivalence overview
• Quality by Design in the generic medicines context
• Lifecycle management/variations
Case study/Group work

12:30

LUNCH

14:00

Session 10
GENERIC MEDICINES IN A GLOBAL CONTEXT
• Role of generic medicines in industrialised countries versus
developing countries
• Generic substitution
• Falsified medicines
Case study/Group work

DAY 2

15:30

COFFEE BREAK

09:00

16:00

Session 11

Session 5
BIOEQUIVILANCE, REVISED EU GUIDANCE
• Basic principles
• Design of studies
• Pharmacokinetic parameters
• Analytical considerations

EXAMINATION AND COURSE EVALUATION
• Multiple-choice test
• Feed-back and proposals from participants
17:30

END OF TRAINING COURSE

Case study/Group work
10:30

COFFEE BREAK

11:00

Session 5 continued
BIOEQUIVALENCE, REVISED EU GUIDANCE
• Acceptance criteria
• Biopharmaceutical classification system (BCS)
• Biowaivers – how to avoid the need for in-vivo testing
Case study/Group work

12:30

LUNCH

Unless otherwise disclosed, DIA Europe acknowledges that the statements made
by speakers are their own opinion and not necessarily that of the organisation they
represent, or that of the DIA Europe. Speakers and agenda are subject to change without
notice. Recording during DIA Europe sessions is strictly prohibited without prior written
consent from DIA Europe.
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HOTEL INFORMATION
The DIA has blocked a limited number of rooms at the following hotel:
Hotel Bildungszentrum 21
Missionstrasse 21
4003 Basel
Switzerland
Tel.: +41 61 260 21 21
Fax: +41 61 260 21 22
Email: info@bildungszentrum-21.ch

DIA UPCOMING TRAINING COURSES IN EUROPE
Chemistry, Manufacturing and Controls (CMC) / Quality
 Global CTD Dossier – Regulatory aspects and focus on quality documentation
including concepts of Quality by Design
1-3 December 2013 | Dubai, United Arab Emirates | ID 13562
 Quality by Design for Chemical and Biotech Products – A hands-on course for the
pharmaceutical industry and regulators
11-13 September 2013 | Vienna, Austria | ID 13559

Clinical Research
 Advanced GCP Study Monitoring
5-6 June 2013 | Basel, Switzerland | ID 13549

Website: www.bildungszentrum-21.ch

 Clinical Aspects of Quality Risk Management and Quality by Design
19-20 September 2013 | Basel, Switzerland | ID 13560

at the rate of CHF 135.- per room for single occupancy inclusive of breakfast,

 Clinical Project Management – Part I
18-20 September 2013 | Basel, Switzerland | ID 13572

exclusive of city tax of CHF 3.50 per person and night.

 Clinical Project Management – Part II
25-27 November 2013 | Zurich, Switzerland | ID 13501

Your reservation confirmation entitles you to a free transfer by public transport

 Clinical Statistics for Non-Statisticians
24-25 October 2013 | London, United Kingdom | ID 13551

from the EuroAirport Basel and the Basel train stations to the hotel on your
day of arrival.
To make your reservation, please contact the hotel directly and refer to the
DIA training course.
Important: The room rate is available until 1st July 2013 or until the group block
is sold-out, whichever comes first.

 Essentials of Clinical Study Management
17-19 April 2013 | Vienna, Austria | ID 13527
20-22 November 2013 | Paris, France | ID 13554
 Practical GCP Compliance Auditing of Trials and Systems
23-25 October 2013 | London, United Kingdom | ID 13548

Non-Clinical Safety Sciences
 Non-Clinical Safety Sciences and Their Regulatory Aspects
19-22 November 2013 | Lisbon, Portugal | ID 13571

Regulatory Affairs
 Authorisation of Biopharmaceuticals, Biosimilars and Advanced Therapies in Europe
18-20 September 2013 | Basel, Switzerland | ID 13546
 European Regulatory Affairs: In-depth review of current registration procedures
in the European Union
6-7 June 2013 | Basel, Switzerland | ID 13550
21-22 November 2013 | Paris, France | ID 13553
 Good Management of Medical Devices including In Vitro Diagnostics and
Companion Diagnostics: Legal and practical aspects of devices
10-12 June 2013 | Amsterdam, the Netherlands | ID 13547
 Health Authority Interactions – Preparation, consultation and implementation
15-16 October 2013 | Vienna, Austria | ID 13575
 Health Technology Assessment (HTA)
26-27 November 2013 | Zurich, Switzerland | ID 13561
 Paediatric Investigation Plans (PIP)
15-16 April 2013 | Amsterdam, the Netherlands | ID 13503
 The Impact of Regulatory Affairs on Chemistry, Manufacturing & Controls (CMC)
2-4 October 2013 | Basel, Switzerland | ID 13532
 US Regulatory Affairs: A comprehensive review of regulatory procedures for INDs
and NDAs in the US
6-8 November 2013 | Paris, France | ID 13552

Safety and Pharmacovigilance
 Benefit/Risk Management
13-14 May 2013 | Zurich, Switzerland | ID 13523
26-27 September 2013 | Prague, Czech Republic | ID 13524
 Diagnosis and Management of Drug-Induced Liver Injury (DILI)
19-20 September 2013 | Paris, France | ID 13563
 How to Prepare for Pharmacovigilance Audits and Inspections
11-12 June 2013 | Nice, France | ID 13555
7–8 November 2013 | Paris, France | ID 13556
 Pre-Marketing Clinical Safety
18-19 April 2013 | Vienna, Austria | ID 13526
 Signal Management in Pharmacovigilance
10-11 June 2013 | Nice, France | ID 13557
6–7 November 2013 | Paris, France | ID 13558

REGISTRATION FORM

DIA Training Course on the Impact of Regulatory Affairs on Chemistry, Manufacturing &
Controls (CMC) | 2-4 October 2013 I Bildungszentrum 21, Basel, Switzerland

FEES			

ID #13532
Member*

Non-Member*

Industry			

€ 1’785.00 				

€ 1’900.00 

Academia/Charitable/Government/Non-profit (Full-time)

€

€ 1’008.00 

893.00 				

Join DIA now to qualify for the member rate					
*All Fees will be subject to the Swiss VAT at 8%

€ 115.00 

If DIA cannot verify your membership upon receipt of registration form, you will be charged
the non-member fee.
Group discount/SME rates available. Special rates for students and patient representatives on
offer, subject to avaibility – please contact DIA Europe for more information.
Registration fee includes: refreshments, lunches and training course material.

TOTAL AMOUNT DUE:

Payment is due 30 days after registration and must be paid in full by commencement of the course.

ATTENDEE DETAILS

PAYMENT METHODS

Please complete in block capital letters or attach the attendee’s business card here.

Credit cards: Payments by VISA, Mastercard or AMEX can be made by completing the
details below. Please note that other types of credit card cannot be accepted.

 Prof  Dr  Ms  Mr
Last Name

 Please charge my

 VISA

 MC

 AMEX

Card N°

First Name
Exp. Date

Company
Job Title

Cardholder’s Name

Address

Postal Code

City

 Bank transfers: 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.
Payments in EURO should be addressed to “Account Holder: DIA.” Please include your
name, company, Course ID # as well as the invoice number to ensure correct allocation
of your payment.

Country
Payments must be net of all charges and bank charges must be borne by the payer. If you
have not received your confirmation within five working days, please contact DIA Europe.

Telephone
Fax

By signing below, I confirm that I agree with DIA Europe’s Terms and Conditions of booking.
These are available from the office or on http://www.diahome.org/EUTerms

Email*
*(Required for confirmation)

Date

Signature

DIA reserves the right to include your name and affiliation on the attendee list.

Cancellation Policy
All cancellations must be made in writing and be received at the DIA Europe office five working days prior to the event start date. Cancellations are subject to an administrative fee:
• Industry (Member/Non-member) € 200.00
• Academia/Charitable/Government/Non-profit (Full-time) (Member/Non-member) € 100.00
• Tutorial cancellation € 50.00
If you do not cancel five working days prior to the event start date and do not attend, you will be responsible for the full registration fee. DIA Europe reserves the right to alter the venue and
dates if necessary. If an event is cancelled or postponed, DIA Europe is not responsible for airfare, hotel or other costs incurred by registered attendees. Registered attendees are responsible
for cancelling their own hotel and travel reservations.

Transfer Policy
You may transfer your registration to a colleague prior to the start of the event but membership is not transferable. Substitute attendees will be responsible for the non-member fee, if
applicable. Please notify the DIA Europe office of any such substitutions as soon as possible.

Photography Policy
By attending the event, you give permission for images of you, captured during the conference through video, photo, and/or digital camera, to be used by DIA Europe in promotional materials,
publications, and website and waive any and all rights including but not limited to compensation or ownership.

The DIA Europe Customer Services Team will be pleased to assist you with your registration from Monday to Friday between 08:00 and 17:00 CET.
Email diaeurope@diaeurope.org
Tel. +41 61 225 51 51
Fax +41 61 225 51 52
Web www.diaeurope.org
Mail DIA Europe, Postfach, 4002 Basel, Switzerland

© DIA 2013

