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GMP meets Development
10 -12 May 2017, Prague, Czech Republic

Objectives

Programme

During this Course, specialists will share their expert
knowledge about all important GMP aspects in Phar-
maceutical Development and IMP Manufacturing. 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? And what
is the role of ICH Q8, Q9 and Q10?

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 reliable results will lead to extensive ex-
tra costs and delays in the whole development and ap-
proval 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, Quality Assurance, and Regula-
tory Affairs.

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

IMPs in the Context of ICH Q8, Q9 und Q10

B How to integrate Quality by Design

B Risk Analysis in pharmaceutical development
B Life cycle concept

Important Documents in Pharmaceutical
Development

B Early documentation

H CID

B PSF: style and content

B Case studies

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

Change Control in Pharmaceutical Development and
IMP Manufacturing

B What is required

B What is important

B What are the benefits

B How to implement

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



The Role of the QP in Pharmaceutical Development

and IMP Release

B Responsibilities

B Co-operation with Head of Production and Head of
Quality Control

B Confirmation of Compliance, certification and batch
release

B Comparators

B Complaints and recalls

The GMP/GCP Interface

B Reconstitution

B Pre-requisites for randomisation and blinding
B Distribution

B Site-to-site transfers

B Shelf life extension

B The QP: where does the responsibility end?

Interactive Sessions:

1. Transition of GMP Requirements from Phase 1to
Phase 3 and the Interface to Development Work

B Challenges and Differences

B How to apply phase appropriate GMPs

B Managing a GMP Lifecycle

2. Stability Studies throughout the Development of

a new Product

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

B APIs and various dosage forms

B Late 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

Speakers

Natalie Kerns

Genentech/ Roche Group, USA

Natalie Kerns is a Principle Technical Man-
ager in IMP Quality Systems and Processes
- Global Technical Development. Before
that she held leading positions in Regula-
tory Affairs, Quality Assurance Change Con-
trol and Biochem Production Operations.

Dr Claudio Lorck, Abbvie Deutschland
GmbH, Germany (form. Abbott)

Claudio Lorck is QP Lead for Clinical Prod-
uct Supply EU. Before that he was Head of
the Business Unit ‘Clinical Trial Materials’
and Qualified Person (QP) at Temmler. He
started his career in Pharmaceutical Devel-
opment, and became Quality Control Manager at Klinge
Pharma. Later he was Quality Manager R&D and QP for
IMPs at Fujisawa and Head of Clinical Trial Materials and
QP at Astellas.

Sue Mann

5 Sue Mann Consultancy, U.K.

& Sue Mann has more than 30 years experi-
ence in the Pharmaceutical Industry, mainly
in Quality Assurance, Clinical Trials supply
and production support. In her last posi-
tion, Sue was Vice President of International
Quality Assurance at Shire Pharmaceuticals.

Jef van Schuerbeek

Consulting bvba, Belgium

Jef van Schuerbeek spent more than 20
years in pharmaceutical R&D, among others
\ at Lilly Clinical Operations in Belgium, be-

: \ fore he became a freelance consultant.

N\

Social Event

In the evening of the frist course day, you are cordially
invited to a social event in Berlin. This is an excellent op-
portunity to share your experiences with colleagues from
other companies in a relaxed atmosphere.




Easy Registration

www.gmp-compliance.org

Internet

de\ﬁCj

info@concept-heidelberg.

e-mail

Reservation Form
+49 6221 84 44 34

O
&z
@
EZg 5
5]
5032
F.W..Uu%
c o=
223
- O XH
SH SN
WCBO
LZ =
wy
200&
200 ©

Germany

<
S= .
N O
— o 9
1 - O
oS x< O
Sl 2 = -
o =] =
SHor a=EsS g
No Q! S-wn >
S oo o »
me7,3 e < = A >
3 O — — _
V,ammoo T EERRCRE) o
8O N < N NN o
M N — Dru O oo -
Mwm -z <3g 5
maMVI .w_leMM 2
xc=Z S )
TO~Z= I Swyy =
T E XN < O F —
n 8 = = v A L
O 55~ = 9 =
cC @ 3 X %] mrge =
V| T ® S| .= o € n
=1 ) > T < =SS 9 5]
i3 Dn_M.h.ﬂ Qv 004hnv.m 9]
Q| =¥EE >l ox X & e

*91ISQOM SIU} UO WLIOJ 1DBIUOD DY) BIA DUl AUE Je ejep

AW JO UONB[AP 4O UOIIALIOD ‘UONEDYIPOLU U] JOJ 3SE UED | Jey) AJ0u |
‘(juny-AoeaudTess /810 aoueldwod-dws-mmm/ /:dny e Aoijod Aoea
-ud ayy ose 99s) sanued paiyy 01 pasopsip aq 10u ||im elep [euosiad
AW "SDUO Je[ILUIS 10 JDPIO SIL) Y)IM UOIIE|D] Ul UOITBULIOJUI DU PUIS
Ajuo |jim 819qapiaH 1daduo) “passedoid pue paiois st erep [euosiod
Aw 1ey) 92.18e 01 a1e2ap Aqauay | yaiym 1oy 4apuo siy) jo Suissadoad
a1 10j erep Aw asn [im SiaqjapiaH 1deduo) “ere( [euosiad Aw jo
Buissanoud ayy1dadoe | quana siyy 1oy Suulsi8al Ag :Ad1jog Adeauq

ECA Members €1,790

You

c dm

o =
1S > -—
) < 2 o °o%®

D

= o b= > 2

S o g E_c @
v @35 =0 c 2

c = [CIRS]
) N — 2 c o0
[SEECEIN aOW.UF
S g -< >3 >
Z= T Qo ECT
T S O = o ®
© O ¥ NnOSE
nﬂﬁ& %ar.vclnnm.l
- c [}
N b.%ht..m m:mot..m
o™ bu..le Sn.nnh
e ©=c E S O GC o
N S5 E €023
LW S o 0 95
S — u o T ] mhset
WEL.@CL .anﬁ rr_tmmh.,hL
— 2 ea.mme B.mmﬁ.w
wge LgTuTs g REocL
o 3} .2 cc2 ODmOdﬂ
2 E Q O oo @® S| D o= g9
Yoo £ >ZwvE 5 w29
23 a2 PER"R 2> T| L= Q.=
E<E 522382 ¢|rs58%ET
S<a £0854,90 E|HITmO
sV Soc 3= oo YT
= mpmms mrNbbera

2 R o
mmG em.wc..ht_l COm”wm
o ) heOHA Q ST ® QO
<Zmh FE€&Tw®> <| 0Ogcz=z2ca

(ZL0T Arenuef( Jo sy) j(pawLyu0d 3¢ Jou |jImjuawiAed jo1diadau)
20ua19ju0d 2y} ul Aeddiued o papnua a1e noA quawAed inok
panIadal aAeY am Ja)je AJuQ 194 JuswAed ay) apew jou aaey noA
J1 UaAD ‘93 uonensi3au (|ny sy Aed 01 aAeY ||1M NOA ‘sn pawlojul
Suiney Jnoyum Juans sy je readde Jou op noA ased uj -aSessaw
1NOA 9A19031 9M YD1yM Je Sy Jo Jutod ayy 03 Buipiodoe pajenojes
9] USY [|1M 99} UOIE|[2OUED DY “SUILIM Ul SN WLIOJUI 0] 9ABY NOA

= o

c

2 3

2 g3

F_ _m_.u_Ku

o =
2 Z .
E S < <
> z 0 po
& E=] > o
IS s = Qo
2 z -2 Eo T
1Xe) 2 < E 3 <
c ° = @ P RS
8 8| §® e @
v E s 9 YUyg=E
ol o S u 2P < B
® = §| < B P4
. S| ¢ J| =2 o SANwo
el & | O c| Ex wWag=aoa>c<
) c c 8| ©°% DG.%G?_w

© = @] c e UN T

S g o & g2 IZEZEY
E 2|2 ¥/ <u E2I%S%
e o ) » | <@ &5 % T = £
- ﬂm o — EOO o ..
o (3] c O @] 064”
O | © S|l wn ZL>ciI'E
9] < ) 0| o = y© O« £
= o | < = e OO_ha_
2 Ol F O|lFCI O On &

‘ped 931 Jouued NoA §| “aduereadde-uou 10 uone|jPdUED JO S5ED

u1 anp aJe $39) aA0qe pue uonensidas Suipuiq e si siy | Juepodwy]
*a010AuI J0 1d19031 J9)je SAep () UIYIM suon

-onpap 1noyum aqedey JuawAied jo suua)

‘UoNe|[9OUED B 0] ANP

Pa.INdUI §150D 19410 J0 sanjeuad arepire JunodsIp 10y a|qisuodsal aq
10U (1M DYIFTIAITH LdIDNOD "Pred $33) Jo punja ||nj e SA19331 [|im
pue a|qissod se uoos se paynou 3¢ ||1m sjuelisidal ‘pajjeoued g Isnw
JUDAD B J| JUDSAS U [9DUED 01 10 3DNOU INOYIM S19xeads 10 ‘s1010n11s

(ur |1y oseayd) jrew-3

Xe{/auoy

Alunod apo) diz

A

x0g ‘0'd/19941S

(31qeatdde y1) JaquinN "0O'd

J1aquinN @] 1VA S Auedwod anoA ajedipui asedd :juepodw

juswpedag

www.concept-heidelberg.de
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Dr Andrea Kiihn-Hebecker (Operations Director)

at +49-62 21/84 44 359, or per e-mail at
kuehn@concept-heidelberg.de.

Ms Nicole Bach (Organisation Manager) at
+49-62 21/84 44 22, or per e-mail at

For questions regarding reservation, hotel,
bach@concept-heidelberg

For questions regarding content:
organisation etc.:
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