Book before 1 May 2016

and SAVE £200 / €280

Common Technical Dossier

To book online go to: management-forum.co.uk/2182 W

In association with

MANAGEMENT

FORUM
COMMON TECHNICAL DOSSIER

Project Management/Collection of Critical Documents for Chemistry,

BUSINESS SEMINARS

Date and venue Accommodation

14 & 15 June 2016 — Ref 9491 We have arranged a preferential rate
14 & 15 December 2016 — Ref 9672 | for accommodation at the venue. To

Registration & Refreshments - 09.00 take advantage of this please contact

oo | 1090 - Finish 17.00 reservations_rembrandt : Manufacturing and Control (CMC) for Global Registration (CTD) &
Day2 ' @sarova.co.uk state you are a Incorporate Quality by Design within the CTD
Start- 09.15 - Finish 17.00 Management Forum delegate and quote promo code
Manforum. There are limited rooms available at this 14 & 15 June 2016 + 14 & 15 December 2016
The Rembrandt Hotel S .
11 Thurloe Place, rate so please book early to avoid disappointment. For The Rembrandt Hotel. London
London, SW7 2RS information on alternative accommodation please visit ’
Tel: +44 (0) 20 7589 8100 our website: management-forum.co.uk/venue

Three ways to book
L1’ management-forum.co.uk 7 +44 (0) 20 7749 4730
@ info@management-forum.co.uk

Fees and payment

EARLY BOOKING DISCOUNT Book BEFORE 1 May 2016 Payment options
£1149.00 + VAT = £1378.80 + €1609.00 + VAT = €1930.80 . )

1. Invoice which can
Multiple booking discount for 2nd or subsequent delegates - 15% be paid by bank
£976.65 + VAT = £1171.98 » €1367.00 + VAT = €1640.40 transfer or credit /

debit card

FULL PRICE Book AFTER 1 May 2016 2. Online through Skills you will gain include:
£1349.00 + VAT = £1618.80 « €1889.00 + VAT = €2266.80 our secure

Multiple booking discount for 2nd or subsequent delegates - 15% website when
£1146.65 + VAT = £1375.98 « €1605.00 + VAT = €1926.00 FEEEIEITIY

B Effective compilation of CTD and critical review of documentation

B Quality by Design, Critical Attributes and developing new product using
the CQA Pyramid model

('IN-HOUSE TRAINING B Compiling and submitting Module 3 (CTD) of your registration dossier
This course is als_o avallal_)le in-house and can be ta_llored to_ your speclflc_needs. Our experts ™ Identifying the extent of content expected by EU and US regulators
come to you, saving you time and money. For more information contact Erika Cevallos: e ) .
\ erika.cevallos@management-forum.co.uk B Achieving the quickest turnaround of your submission
The Small Brint B Managing the Pharmaceutical Development and Quality aspects of
MULTIPLE BOOKING DISCOUNTS: This di t t b d 1 1 1 1
FEE: The fee includes all meals and refreshments for the in conjunction with any other offer s nee e e developments and regIStratlon dossier in Eur0pe and US
duration of the course and a complete set of course materials. CANCELLATIONS AND TRANSFER: Once we have received your B Ensuring Right First Time development
If you have any particular requirements please advise cus- booking the place(s) are confirmed. . ) . )
tomer services when booking. . Up 078 Gays beore | 2770 e daysbefare | 13100 3oy before B Meeting the legal framework and guidelines for the CMC/ Quality part
HOW TO REGISTER AND PAY: A VAT invoice and booking Cancllstion 10% adminfes | 1004 sdminfee | 1o0 sdmines of the dossier, and links to GMP
confirmation will be sent within 7 days, please contact us if you Transfers fee ;U%Ed"“" fes :“0%“""‘"‘&8
have not heard anything after that time. Payment can be made - - =
by credit/debit card, by bank transfer (for bank account details Amaximum of one transfer is allowed. After the transfer no .
please see payment details section of online booking form) C:"Ce"g‘i$" can be accepl‘)?d ?;‘d the full i{”"f":ﬁeddffefe will be Trainer
VAT B 412 21 . A t | tact 1 C‘ arged. Iransfers are subject to paymen of the ai _eren_ce Oh I .
Sew{l%f on +443 (0)0 20 S e ”iﬁf‘;‘;ﬁ?&,’;;}’f,ﬁﬁg? < higher value courses. All cancellations must be received in written Andrew Willis BSc. (Hons), MTOPRA - Independent Consultant in Advanced
BE RECEIVED IN ADVANCE OF THE EVENT. ' Regulatory Affairs and Pharmaceutical Development
B
[For Event Cancellation Policy and T&Cs see our website ] Cgﬁll_;%?l)
INCLUDES: Interactive Discussion Sessions T Gt
Service

+44 (0) 20 7749 4730 www.management-forum.co.uk
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Common Technical Dossier

14 & 15 June 2016 & 14 & 15 December 2016, London, London

Introduction

This 2-day course will provide you with a
clear understanding of the regulatory and
technical requirements for CMC
management of your full and generic
application in major markets of EU and
USA. Furthermore, the course examines
the requirements for Global roll out of the

dossier to ROW regions including, LATAM,

ASEAN, MENA and CIS territories.

You will increase your ability to manage
all aspects of development of the CMC
applications after two days of intensive
lectures, group work, and discussion
sessions, covering everything you need
to know about compiling the chemistry
and pharmacy section of your generic
dossier.

Who Should Attend

»  Senior Analytical Chemists

*  Formulation Chemists

»  Technical Services Chemists
* Registration staff (all levels)
*  Quality Managers

*  Quality Control Directors
R & D Project Managers

Attendance Limited - Early
Booking Recommended

This limitation, a unique feature of all
MANAGEMENT FORUM seminars,
will give participants the opportunity
for a thorough discussion of the
complex issues to be covered by the
programme

Course Leader

Andrew Willis currently works as an
independent consultant providing
expert advice and training on global
regulatory solutions and pharmaceutical
development. Previously, Andrew
worked for Catalent Pharma Solutions
as VP Regulatory Affairs & Consulting
Services. Catalent is the world’s
leading contract manufacturer and
distributor of pharmaceuticals, and
Andrew was head of a team of internal
and external regulatory affairs
consultants.

Andrew qualified as a Chemist from the
University of Glamorgan, after which he
furthered his understanding of
pharmaceutical development,

working as a research chemist with
Parke Davis.

He has 10 years manufacturing and
analytical experience prior to entering
regulatory affairs as a Senior
Executive Officer with responsibility
for submission of European MAAs and
project management of development
programs. Andrew currently has a total
of 28 years pharmaceutical experience
with extensive knowledge in the
development and manufacture of
sterile, solid oral, inhalation, topical
and biotech pharmaceutical products.
These experiences have allowed
knowledge of many Biotech products
requirements with experiences of
growth hormones and multiple cancer
treatments, including development and
clinical registration of the first
genetically modified live bacterium

for such treatment.

A Certificate of Attendance for Professional Development will be
given to each participant who completes the course

3 easy ways to book

Q\ management-forum.co.uk
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Programme

Day One

» What is the CTD?
The road map to Module 3
Understanding ICH
» Assessing the impact of the
harmonisation - ICH guidelines

» Preparing the drug substance
section of the application - US and
EU
» Analysing the needs for the section
* How to submit information - Drug
Master Files, Certificates of Suitability,
other methods

» European Submissions, CEP and
ASMF requirements

» Detailed information requirements for
the section

* Q11 explained — EU and US
expectations of FMEA analysis

» Development expectations and
scale-up requirements

» Specific examples on EU / US format
and guidance

» GMP for Active Substances
» Examining GMP requirements and EU
and US expectations, inspection timing
and interactions and contractual
obligations

» Case study: Essential information
from API suppliers
» The case study will allow participants
to identify and understand the essential
data requirements from API suppliers
for submission of generic applications

» Examining the content of the sections
concerning the drug product
Composition and development of
the drug product
» Defining the formulation
« ldentifying the data needs for the
pharmaceutical development section,
explaining QBD and FMEA
requirements

* Multiple examples of Development
Report content — practical for table of
contents and creation of QBD Pyramid

@ info@management-forum.co.uk

Day Two

(All Module Sections include
Example Sections for Writing)

Writing the section on manufacture

of the drug product and process

validation

» Examining the content of the section:
How much information to provide

» Defining the difference between
process development and validation
and looking at validation expectations
in today’s environment

« Examining the content of the section

Writing the sections on Excipients

and Packaging Components

» Control of the Excipients/Packaging
Components

» Examples of data expectations

» Examining maintaining these sections

Writing the sections on control of the
f|n|shed product and Case Study
« Examining the content of the section
» Control of the drug product
» Examples of specifications for Multiple
Product Types
» Examples for Method Summaries

Writing the stability section

» Examining the content of the section

» Evaluation of stability data and the
impact on shelf

The function and content of the

Quality Overall Summary

» Overview of the current approaches

* What is the Expert Report: Practical
involvement of the expert

* QOS explained and compared with
Expert Report

» Detailed content of the QOS

Examining Global Roll-out of CTD
Module 3

Examining Change Control - Practical

tips

Practical Exercise in Generic

Development

« Identifying 10 — stage plan for
developments

ZE +44 (0) 20 7749 4730



