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This education course is recognised for the ECA GMP Certification Programme „Certified GDP Compliance Manager“.  
Please find details at www.gmp-certification.eu
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Dr Martin Melzer
Chemgineering Business 
Design, Germany
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Bernd Renger Consulting, 
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PROGRAMME:

�� EU Legislation on distribution of APIs

�� Quality System Elements for API Distributors

�� API distribution and Application of Risk Management 
Principles

�� The role of agents and traders within the supply chain

�� Risk analysis of transportation routes

�� Implementation of GDP – Case study

�� Authority’s expe,ctations

�� Conducting GDP audits at API suppliers’ sites

GDP for APIs
Meet the requirements of the Guidelines  
on GDP for APIs

4 – 5 December 2018, Berlin, Germany



Objectives

This course is intended to provide guidance on the pro-
visions laid down in the EU GDP guidelines for APIs. You 
will get to know the key aspects of these guidelines and 
you will learn about

�� What has to be considered regarding GDP-compliant 
storage and transportation of APIs

�� How the exchange of information between agents, 
traders and pharmaceutical manufacturers  should 
work

�� Which risk assessment approaches are suitable and 
should be applied

�� What authorities expect regarding GDP-compliant 
storage, transportation and distribution of APIs

Background

In March 2015, the “Guidelines on principles of Good 
Distribution Practice of active substances for medicinal 
products for human use” were published in the Official 
Journal of the European Union. 

Since September 2015, the provisions of these Guide-
lines have been obligatory. The driving force behind 
these Guidelines is the combat against falsified drug sub-
stances and drug products. It is intended to control the 
entire supply chain and thus to mitigate the risk associ-
ated with complex distribution pathways. From now on, 
distributors are required e.g. to have a complete devia-
tion management in place and to maintain a change 
management system as well as a CAPA system based on 
risk assessments. Moreover, a GMP-compliant complaint 
and recall management has to be established and a well 
trained staff has to ensure that all the requirements of the 
guidelines are met. In several sections of the Guidelines, 
it is pointed out that a thorough training of the employ-
ees is important.

Target Audience

This education course is designed for all persons from 
companies involved in the distribution and supply of 
pharmaceutical products. The course will be of interest 
to managers and executives from the pharmaceutical in-
dustry, API manufacturers as well as distributors and trad-
ers.

Programme

EU Legislation on Distribution of APIs
�� Directive 2110/83/EC and 2011/62/EU (Falsified  

Medicines Directive)
–– Which authorizations/registrations are required?
–– Supervisions and sanctions

�� EU GDP Guideline for APIs (Overview)
�� EU GMP Guideline Part II
�� Annex 15
�� Annex 16

Quality System Elements for API Distributors
�� Manufacture, Importation, Distribution – what does 

your company do? 
�� Elements of the Quality System for API Distributors 
�� Technical Standards for Distribution of API 

Application of Risk Management Principles in Planning 
and Surveillance of the API Distribution

�� Responsibilities, INCOTERMS, QA-Agreements 
�� Key elements in planning and monitoring distribution 

routes 
�� Risk-based qualification of distribution routes/ risk 

mitigation activities 

Workshop 
„Risk Analysis of Transportation Routes – Practical 
Exercise“

In this workshop participants will work on specific 
cases regarding transportation of APIs by performing 
risk assessments for different scenarios.

GDP for APIs
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GDP and the role of agents and traders within the 
supply chain

�� Types of intermediates
�� Key points of an agent’s quality system
�� Communication and exchange of information with 

the pharmaceutical manufacturer
�� Traceability of APIs and how to document it accord-

ing to the new GDP guidelines
�� Key aspects of quality agreements

Conducting GDP audits at API suppliers’ sites – key 
points to be considered

�� Preparing a GDP audit 
�� Key factors of success
�� GDP audits at suppliers’ sites in Far East – what has to 

be considered?
�� Frequent findings in audits

Implementation of GDP at an API manufacturer’s site 
– case study

Authority’s expectations and other API GDP topics
�� Hot spots from EU GDP Guideline for APIs
�� Outsourcing of GDP activities
�� API import: Written Confirmation
�� QP Declaration
�� GDP necessary or not?

Social Event

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

Speakers

Fred Bauer
Boehringer Ingelheim Pharma GmbH & Co. 
KG, Germany
Fred Bauer started his professional career 
as Corporate Auditor and Quality Man-
ager at Milupa. Since 2007 he is Senior 
Lead and Corporate Auditor in the Global 

Quality Services department of Boehringer Ingelheim 
in Germany.

Dr Rainer Gnibl
GMP Inspector for EMA and local Govern-
ment, Germany
Dr Rainer Gnibl is pharmacist and GMP  
Inspector for the District Government of 
Upper Bavaria and the EMA and performs 

GMP inspections worldwide. Before that, he was work-
ing for the Bavarian Ministry of Environment and 
Health. Rainer Gnibl also holds a lectureship at the Uni-
versity of Erlangen-Nürnberg. 

Dr Martin Melzer
Chemgineering Business Design GmbH, 
Germany
Dr Martin Melzer is Senior Consultant 
GMP Compliance. Before that he was 
GMP -Inspector in a German Field Inspec-

torate in Hannover. During that time he was represent-
ing the German inspectorates in EMA and PIC/S Work-
ing Groups for the preparation of the new 
GDP-Guidelines.

Dr Bernd Renger
Bernd Renger Consulting, Germany
Dr Bernd Renger started at Hoechst AG. 
Since then, he has held several quality 
management positions at Mundipharma, 
Byk Gulden (now Takeda) and Baxter Bio-

Science in Vienna and Vetter Pharma-Fertigung. He was 
a member of the European Compliance Academy 
(ECA) Advisory Board and is Immediate Past Chair of 
the European QP Association.
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Date 

Tuesday, 4 December 2018, 9.00 – 18.00 h
(Registration and coffee 8.30 – 9.00 h)
Wednesday, 5 December 2018, 9.00 – 12.15 h

Venue

Titanic Hotel Chaussee Berlin
Chaussee Straße 30
10115 Berlin, Germany
Phone 	 +49 30 311 6858-0
Email 	 info.tcb@titanic-hotels.de

Fees (per delegate plus VAT)

ECA Members € 1,590
APIC Members € 1,690
Non-ECA Members € 1,790
EU GMP Inspectorates € 895

The conference fee is payable in advance after 
receipt of invoice and includes conference  
documentation, dinner on the first day, lunch on 
first day, business lunch on second day  and all 
refreshments. 

Accommodation 

CONCEPT has reserved a limited number of rooms 
in the conference hotel.  You will receive a room 
reservation form / POG  when you have registered 
for the course. Reservation should be made di-
rectly with the hotel. Early reservation is recom-
mended. 

Conference language

The official conference language will be English.

Organisation and Contact

ECA has entrusted Concept Heidelberg with the  
organisation of this event. 

CONCEPT HEIDELBERG
P.O. Box 10 17 64
D-69007 Heidelberg, Germany
Phone +49 (0)62 21/84 44-0
Fax +49 (0)62 21/84 44 34
info@concept-heidelberg.de
www.concept-heidelberg.de

For questions regarding content please contact:
Dr Gerhard Becker (Operations Director) at 
+49 (0)62 21/84 44 65, or per e-mail at 
becker@concept-heidelberg.de.

For questions regarding reservation, hotel, 
organisation etc. please contact:
Mr Rouwen Schopka (Organisation Manager) at 
+49 (0)62 21/84 44 13, or per e-mail at 
schopka@concept-heidelberg.de.
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	 Easy Registration

 Reservation Form:
CONCEPT HEIDELBERG
P.O. Box 10 17 64
69007 Heidelberg
Germany

 Reservation Form:
+ 49 6221 84 44 34 @ e-mail:

info@concept-heidelberg.de 
Internet:
www.gmp-compliance.org

WA/19062018G
en

er
al

 te
rm

s 
an

d
 c

o
nd

it
io

ns
If 

yo
u 

ca
nn

ot
 a

tte
nd

 th
e 

co
nf

er
en

ce
 y

ou
 h

av
e 

tw
o 

op
tio

ns
:

1. 
W

e 
ar

e 
ha

pp
y 

to
 w

el
co

m
e 

a 
su

b
st

itu
te

 c
ol

le
ag

ue
 a

t a
ny

 ti
m

e.
2.

 If
 y

ou
 h

av
e 

to
 c

an
ce

l e
nt

ire
ly

 w
e 

m
us

t c
ha

rg
e 

th
e 

fo
llo

w
in

g 
p

ro
ce

ss
in

g 
fe

es
: C

an
ce

lla
tio

n 
- 

un
til

 2
 w

ee
ks

 p
rio

r t
o 

th
e 

co
nf

er
en

ce
 10

 %
,

- 
un

til
 1 

w
ee

ks
 p

rio
r t

o 
th

e 
co

nf
er

en
ce

 5
0

 %
- 

w
ith

in
 1 

w
ee

k 
pr

io
r t

o 
th

e 
co

nf
er

en
ce

 10
0

 %
.

C
O

N
C

EP
T 

H
EI

D
EL

BE
RG

 re
se

rv
es

 th
e 

rig
ht

 to
 c

ha
ng

e 
th

e 
m

at
er

ia
ls

, i
n-

st
ru

ct
or

s,
 o

r s
pe

ak
er

s 
w

ith
ou

t n
ot

ic
e 

or
 to

 c
an

ce
l a

n 
ev

en
t. 

If 
th

e 
ev

en
t 

m
us

t b
e 

ca
nc

el
le

d
, r

eg
is

tr
an

ts
 w

ill
 b

e 
no

tifi
ed

 a
s 

so
on

 a
s 

po
ss

ib
le

 a
nd

 
w

ill
 re

ce
iv

e 
a 

fu
ll 

re
fu

nd
 o

f f
ee

s 
pa

id
. C

O
N

C
EP

T 
H

EI
D

EL
BE

RG
 w

ill
 n

ot
 

b
e 

re
sp

on
si

b
le

 fo
r d

is
co

un
t a

irf
ar

e 
p

en
al

tie
s 

or
 o

th
er

 c
os

ts
 in

cu
rr

ed
 

d
ue

 to
 a

 c
an

ce
lla

tio
n.

 
Te

rm
s 

o
f p

ay
m

en
t:

 P
ay

ab
le

 w
ith

ou
t d

ed
uc

-
tio

ns
 w

ith
in

 10
 d

ay
s 

af
te

r r
ec

ei
pt

 o
f i

nv
oi

ce
. 

Im
p

o
rt

an
t:

 T
hi

s 
is

 a
 b

in
d

in
g 

re
gi

st
ra

tio
n 

an
d

 a
b

ov
e 

fe
es

 a
re

 d
ue

 in
 

ca
se

 o
f c

an
ce

lla
tio

n 
or

 n
on

-a
pp

ea
ra

nc
e.

 If
 y

ou
 c

an
no

t t
ak

e 
pa

rt
, 

yo
u 

ha
ve

 to
 in

fo
rm

 u
s 

in
 w

rit
in

g.
 T

he
 c

an
ce

lla
tio

n 
fe

e 
w

ill
 th

en
 b

e 
ca

lc
ul

at
ed

 a
cc

or
d

in
g 

to
 th

e 
po

in
t o

f t
im

e 
at

 w
hi

ch
 w

e 
re

ce
iv

e 
yo

ur
 

m
es

sa
ge

. I
n 

ca
se

 y
ou

 d
o 

no
t a

pp
ea

r a
t t

he
 e

ve
nt

 w
ith

ou
t h

av
in

g 
in

fo
rm

ed
 u

s,
 y

ou
 w

ill
 h

av
e 

to
 p

ay
 th

e 
fu

ll 
re

gi
st

ra
tio

n 
fe

e,
 e

ve
n 

if 
yo

u 
ha

ve
 n

ot
 m

ad
e 

th
e 

pa
ym

en
t y

et
. O

nl
y 

af
te

r w
e 

ha
ve

 re
ce

iv
ed

 
yo

ur
 p

ay
m

en
t, 

yo
u 

ar
e 

en
tit

le
d

 to
 p

ar
tic

ip
at

e 
in

 th
e 

co
nf

er
en

ce
 

(r
ec

ei
pt

 o
f p

ay
m

en
t w

ill
 n

ot
 b

e 
co

nfi
rm

ed
)!

 (A
s 

of
 Ja

nu
ar

y 
20

12
)

G
er

m
an

 la
w

 s
ha

ll 
ap

pl
y.

 C
ou

rt
 o

f j
ur

is
d

ic
tio

n 
is

 H
ei

d
el

b
er

g.

Pr
iv

ac
y 

Po
lic

y:
 B

y 
re

gi
st

er
in

g 
fo

r t
hi

s 
ev

en
t, 

I a
cc

ep
t t

he
 p

ro
ce

ss
in

g 
of

 m
y 

Pe
rs

on
al

 D
at

a.
 C

on
ce

pt
 H

ei
d

el
b

er
g 

w
ill

 u
se

 m
y 

d
at

a 
fo

r t
he

 
pr

oc
es

si
ng

 o
f t

hi
s 

or
d

er
, f

or
 w

hi
ch

 I 
he

re
b

y 
d

ec
la

re
 to

 a
gr

ee
 th

at
 m

y 
pe

rs
on

al
 d

at
a 

is
 s

to
re

d
 a

nd
 p

ro
ce

ss
ed

. C
on

ce
pt

 H
ei

d
el

b
er

g 
w

ill
 o

nl
y 

se
nd

 m
e 

in
fo

rm
at

io
n 

in
 re

la
tio

n 
w

ith
 th

is
 o

rd
er

 o
r s

im
ila

r o
ne

s.
 M

y 
pe

rs
on

al
 d

at
a 

w
ill

 n
ot

 b
e 

d
is

cl
os

ed
 to

 th
ird

 p
ar

tie
s 

(s
ee

 a
ls

o 
th

e 
pr

i-
va

cy
 p

ol
ic

y 
at

 h
ttp

:/
/w

w
w

.g
m

p-
co

m
pl

ia
nc

e.
or

g/
ec

a_
pr

iv
ac

y.
ht

m
l).

 
I n

ot
e 

th
at

 I 
ca

n 
as

k 
fo

r t
he

 m
od

ifi
ca

tio
n,

 c
or

re
ct

io
n 

or
 d

el
et

io
n 

of
 m

y 
d

at
a 

at
 a

ny
 ti

m
e 

vi
a 

th
e 

co
nt

ac
t f

or
m

 o
n 

th
is

 w
eb

si
te

. 

#


