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Objectives

Programme

During this Course, specialists from the pharmaceutical
industry and a former FDA Compliance Officer will

share their expert knowledge about all important GMP
aspects in Pharmaceutical Development and IMP Manu-
facturing. You will be able to elaborate and discuss both
EU and FDA requirements.

Background

Not only in the manufacturing of marketed products (c)
GMP Compliance is mandatory. Also in the manufactur-
ing of IMP supplies, compliance with the applicable
GMP Guidelines is obligatory. But which GMP require-
ments are the applicable ones? And do the require-
ments differ from clinical phase 1to phase 3? A lot of
data gained in the development studies will later be doc-
umented in the CMC part of the submission and many
development lots are produced on the same equipment
where clinical trial batches are manufactured.

Complex challenges have to be faced to guarantee high
quality products. The safety of the drug and hence the
patient should be in the focus. Terminated studies or
studies without usable results will lead to extensive extra
costs and delays in the whole development and approval
process.

This course has been designed by the ECA to broaden
your knowledge and to consolidate the various GMP
aspects which need to be considered in a successful de-
velopment of a new pharmaceutical product.

Target Audience

This course has been designed for R&D personnel
involved in Pharmaceutical Development, IMP Manufac-
turing, Quality Control and Regulatory Affairs.

Moderator

Wolfgang Schmitt, Concept Heidelberg

Global GMP Requirements from Phase 1to Scale-up
and Transfer
B Global requirements: applicable law, directives,
guides and guidelines: what is really required
B A comparison of FDA and European requirements and
expectations
B ICHQ8:
- the intention,
- what's it about
- how it is changing Pharmaceutical Development

Important Documents in Pharmaceutical
Development

B Early documentation

H CID

B PSF: style and content

Analytical Development

B From method development to method validation
B How to deal with genotoxic and other impurities
B Quality control and IMP release

B Analytical Qualification

Packaging and Supply of Clinical Trial Materials
B GMP requirements

B Quality control of packaging and labelling

B Handling and sourcing of comparators

B Randomisation and blinding

IMP Manufacturing: how much Qualification
and Validation is needed?

B Qualification vs. Validation

B What can be found in the regulations

B DQ/IQ/0OQ of equipment

B Cleaning validation vs. cleaning verification
B How much process validation is needed?

The FDA Pre-Approval Inspection (PAI)

B [nvolvement of the R&D Department

B What the FDA will look for

B What happens at FDA during and after the PAI
B Responding to FDA after the PAI

Outsourcing in IMP Manufacturing and Control

B Inhouse or Outsourcing?

B How to identify the ideal partner

B Risk-based qualification of suppliers and service
providers

B Monitoring of the service quality



Interactive Sessions:

1. How to handle Changes in IMP Development
and Manufacturing

B Change Management

B Changes in the process development

B IMPD-related changes

2. Stability Studies throughout the Development of

a new Product

B Different types of products in CT studies (and
support)

B APIs and various dosage forms

B |ate stage stability strategies

3. GMP in APl Development

B |CH Q7 Chapter19

B Useful other documents (CEFIC, APIC a.0.)
B Implementation of a QM System

You will be able to attend 2 of these parallel sessions.
Please choose the ones you like to attend when you
register for the course.

Case Studies:

B How to handle Deviations in an R&D Environment

B How to implement a Cleaning Validation in
Pharmaceutical Development

Social Event

On 27 September, you are cordially invited to a social
event in Berlin. This is an excellent opportunity to share
your experiences with colleagues from other companies
in a relaxed atmosphere.

Speakers

Helen M Brannan, Vastern Consultants, U.K.

Helen Brannan is an experienced Quality Assurance pro-
fessional with over ten years experience in the biotech/
pharmaceutical industry, in both GMP and GCP regu-
lated environments; with a strong background in R&D,
Drug Development and Quality Control. She is a Quali-
fied Person (QP) under the permanent provisions of EU
Directive 2001/83/EC and established her own consul-
tancy in 2008, providing a range of independent phar-
maceutical quality assurance consultancy services prima-
rily to companies engaged in product development and
clinical trials.

Wolfgang Schmitt, Concept Heidelberg, Germany

Before Wolfgang Schmitt started as Director Operations
at Concept Heidelberg in 2006, he was Head of Quality
Management at SOLIQS (Abbott’s global Drug Delivery
Business Unit) and later an Associate Director and Quali-
fied Person at Abbott’s Global Pharmaceutical Research
and Development QA, where he was responsible for
GMP and GLP Compliance.

Jef van Schuerbeek, Consulting bvba, Belgium

Jef van Schuerbeek spent more than 20 years in pharma-
ceutical R&D, among others at Lilly Clinical Operations
in Belgium, before he became a freelance consultant.

Mark Tucker, Ph.D, former FDA Investigator and Compli-
ance Officer

Mark Tucker was a Senior Director, GMP Compliance at
Genentech Inc., South San Francisco, USA, where he had
the full strategic responsibility for GMP Compliance. Be-
fore joining Genentech in 2002, Mark was Director, In-
vestigations Branch at U. S. Food and Drug Administra-
tion (FDA). He also served as an Investigator and
Compliance Officer with the FDA, where he represented
the FDA at meetings with firm management and industry
groups outlining and defending FDA positions. Currently
he is running his own consultancy business.

Dr Hans-Peter Volkland, gmp-experts, Germany

Dr Hans-Peter Volkland has worked for several years in
R&D and in various quality positions (QA, QC, Validation
and Qualification). In 2001 he joined PCS (Pharmaceuti-
cal Consultancy Services) as Senior Consultant and Sen-
ior Auditor. In 2006 he set up his own consultancy com-
pany, focusing on GMP consulting, auditing and training
for the Pharma and API business.



5 +49 6221 84 44 34

Reservation Form (Please complete in full)

If the bill-to-address deviates from the specifications on the right,

please fill out here:

Easy Registration

Reservation Form: Reservation Form: e-mail: Internet:

CONCEPT HEIDELBERG =) 149 622184 44 34 info@concept-heidelberg.de www.gmp-compliance.org
P.O.Box 1017 64

69007 Heidelberg

7]

Germany
1
1
$2%8% i
g5z 2 1 Date
L
53¢ g ! Thursday, 27 September 2012, 9.30 -18.00 h
> < . .
vEez 1 (Registration and coffee 9.00 - 9.30 h)
$358% i Friday, 28 September 2012, 8.30 - 15.00 h
£S5 8 1
0 9 >3 1
® © R
) o\ 1
£5 = §508 i Venue
23 g RS i
SIS = ENERENS H
s O o ] c g He
E & s EE g;g ' RAMADA Hotel Berlin-Alexanderplatz
g 2 = EPE8 ! Karl-Liebknecht-StralSe 32
(ol o .
-523 = 3 zEes 110178 Berlin, Germany
£ E = 828 | Phone +49(0)30-3010 4110
£ E z g £5Ee i Fax +49 (0)30-3010 411 550
S IR] le} S s9o¢ '
£ E < © R ]
S T Y3 ) 1
o2 g2 -g = ' Fees
3 S & R® S= 1
T == 2
[affa £8st i ECAMembers€1,490.- per delegate + VAT
[} = ) 1
S < 28 i s i APIC Members €1,590,- per delegate + VAT (does not
—_— < 5 . .
- ‘g » © ) gf o : include ECA Membership)
= = xe} Qo =
0 g S - é -é ] Non-ECA Members €1,690.- per delegate + VAT
oo £ 95 ig
c3 s & S o23¢ | EU GMP Inspectorates € 845.- per delegate + VAT
= TELLo9 . . .
5<79 ; S= 53 i The conference fee is payable in advance after receipt
» L2 3o . . . .
% 2 8 5 - i of invoice and includes conference documentation,
€3z B = i dinner on the first day, lunch on both days and all
-5 o< z FEEERR: g1 refreshments. VAT is reclaimable.
ESEs o 1228453,
‘Vg_g% = S=ZFCE 21 .
g 225 < = s£E 8 Accommodation
w = =
Sooo 2 —
= g EHOSE e 2! CONCEPT HEIDELBERG has reserved a limited
T £ £5QE 85! numberof roomsin the conference hotel. You will
s O 70 c . . .
% @ .2 c STTEE G receive a room reservation form when you have regis-
< - S T 2 > .
=Rl g 3 £658ETE:  teredforthe conference. Please use this form for your
) - O &9 . . ”
g—% ) N g £ PE: ZE: 2= 3% room reservation or be sure to mention “ECA7338” to
— = B B @ ol . . . .
TR £ 2 B HEELEG o receive the specially negotiated rate (single room
Z32F g & £ - 5£2c:283z! Ch ;
Qe » = " T £598288. €129,- per night, incl. breakfast) for the duration of
0gg = 2 2 — csz==22823! . . .
238 Qg g g 5 = Zef28E3 your stay. Reservation should be made directly with
— = =
] ;8 g < g . g ':EJD“—f 2 eE5E! the hotel not later than 30 August 2012. Early reserva-
— € S5 . .
Exo z g g = < S =§Egf3EE.  tionisrecommended.
=SV s = = s S 2 2 T ST EERE!
PN ERN S g |z |8 | g533ime
o=z 0O = S E Z S S 4 £8sZssci Conference language
23258530
22%s22=,  The official conference language will be English.
Qo a2 g a3
T 38cEcsch
Tsc2&T S0 C .
EE8 5%‘5 gt Organisation and Contact
z2e2zc i .
Cs&geee: ECA has entrusted CONCEPT HEIDELBERG with the
] organisation of this event.
g
= . CONCEPT HEIDELBERG
g i PO.Box101764
o i D-69007 Heidelberg
5] 1
2 1 Germany
o0 1
z ! Phone +49 (0) 62 21/84 44-0
g ] Fax +49 (0) 62 21/84 44 34
¢ ] E-mail: inffo@concept-heidelberg.de
- i )
3 £z : www.concept-heidelberg.de
) B8
oz 3,- Sov i . . .
o «+ oo B ! For questions regarding content:
- © & 22 2551 Wolfgang Schmitt (Operations Director) at
L > = 285cco! .
Oyx O 223w %g ! +49-62 21/ 84 44 39, or per e-mail at
— 3 3 O . .
o © N5 §§ Es g g1 w.schmitt@concept-heidelberg.de.
~
= T sS:L9gq
E2S K% 25558581 i i i
DXy oOX% SEeEeog For questions regarding reservation, hotel,
B e = £ ¥ . .
LZ) B Y = E28lo3e i organisation etc.:
. = =T 51 . . .
00 x ©% <2 < 2821 Ms Nicole Bach (Organisation Manager)
(] g Lo .
O oo E% aegé‘g ] at+49-62 21/ 84 44 22, or per e-mail at
= Qv [ .
F2Ezggzn bach@concept-heidelberg.de.
SEeSc s i
§358EE=
£9=2£55 Bl
O —~cimnu!

way/versl/11012012



