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The GMP Auditor
11 -13 November 2015, Vienna, Austria

Learning Objectives

Programme

In this advanced training course you will learn

B How to plan and conduct audits efficiently

B How to face the various challenges

B What communication techniques are needed
B How you can avoid and solve conflicts

Background

Initial and continuous professional training for auditors
and lead-autitors is of utmost importance as the authori-
ties expect highly qualified personal performing audits.
Therefore the ECA has developed the programme at
hand to give you a detailed overview about important
matters to consider and to discuss important tasks and
challenges like:

B Expectations of the authorities

Audit types

Risk-based audit planning

Audit plan and audit team

Audits in China, India and South America
Categorisation of audit findings

Leadauditor skills and technical knowledge require-
ments

Communication Skills

B Conflict solving

In a special Audit Simulation Workshop with role plays
and video feedback, you will be able to deepen your
skills and knowledge.

Please note: The number of participants is limited.

Target Group

New and experienced GMP-Auditors from Pharmaceuti-
cal and APl Industry.

Moderator

Dr Afshin Hosseiny

Social Event

On 11 November you are cordially invited to a social
event. This is an excellent opportunity to share your ex-
periences with colleagues from other companies in a re-
laxed atmosphere.

How to optimise the Audit Programme

B Community project: evaluation of supplier audits in
Europe

B Who needs to be audited

Things to consider when setting up a risk based audit

programme

GMP Certificates and CEPs

Third Party, Joint- and Shared Audits

Expectations of the authorities

Examples: what can go wrong

How to plan an Audit

Setting out audit objectives

Selecting the audit team

Assigning objectives to the audit team

Performing audit and monitoring progress
Summarising findings and feedback to the auditee
Follow up and closing the loop

Workshop:

Categorisation of various Audit Findings

Based on typical audit situations and real case studies,
proposals on how to evaluate the given examples will
be developed in small working groups. Possible follow-
up activities will be discussed.

How to become a good Leadauditor

B Auditor skills

B Auditor technical knowledge requirements
B Auditor training

Audit Types

B Manufacturing site GMP audits

B Wholesalers and distribution centres
B Due diligence audits

B Pre-inspection audits

B Examples of audit findings

Interactive Sessions: Communication Skills

1. The challenge of appropriate communication

2. How to recognise, understand and solve conflicts
3. Body Language

4. Questioning Techniques

Suppliers from China, India and South America
B How to prepare audits abroad

B Challenges and pitfalls

B Typical compliance issues: what to look for

B Cultural particularities



Audit Simulation Workshops:

B Role plays
B Video Feedback

Selected working groups will simulate pre-defined
audit situations. The experience and performance
will be evaluated and discussed with the team.

GMP Certification Programme

This seminar is recognised within the GMP Certification
Programme for the module “Certified GMP Auditor”. By
attending selected seminars, the participant can acquire

an additional certificate. We offer the following modules:

ECA Certified Validation Manager

ECA Certified QA Manager

ECA Certified APl Production Manager

ECA Certified Quality Control Manager

ECA Certified Technical Operations Manager

ECA Certified Computer Validation Manager

ECA Certified Regulatory Affairs Manager

ECA Certified Microbiological Laboratory Manager
ECA Certified Sterile Production Manager

ECA Certified Biotech Manager

ECA Certified Pharmaceutical Development Manager
ECA Certified GMP Auditor

ECA Certified GDP Compliance Manager

On the internet at www.gmp-compliance.org you will
find a text explaining which seminars are recognised for
which certificates.

Oryou send an e-mail to info@gmp-compliance.org or
a fax to +49-6221- 84 44 64 with the request for informa-
tion about the GMP Certification Programme. We will
then send you our brochure on the topic.

Speakers

S Dr Christian Hosch

GMP-Inspector, Ministry of Health and
Consumer Protection, Hamburg, Germany

Dr Hosch worked in the pharmaceutical in-
dustry as Head of Production before he be-
came GMP-inspector in 2001. At the Health
Authority in Hamburg he is the head of the unit “pharma-
ceutical manufacturers” and is mainly responsible for in-
specting manufacturers of medicinal products and APIs
worldwide. He is also amember of the ZLG Expert Groups
Quality Assurance and Inspections.

Afshin Hosseiny, Ph.D.

Tabriz Consulting Ltd., U.K.

Dr Hosseiny is Managing Director of Tabriz

Consulting Ltd., formerly Director of Quality

g Assurance for the Global Supply Network of

GlaxoSmithKline. He is a QP via permanent
provision with detailed working knowledge of European
and FDA regulatory requirements with over 20 years of
experience of auditing pharmaceutical manufacturing
sites across Europe and USA, as well as preparation for
and fronting of EU and FDA regulatory inspections. He is a
member of the UK standards committee for development
of the ISO GMP standards for packaging components and
a visiting lecturer at the London Metropolitan University.

Stefan Reintgen

Team Connex AG, Germany

As Trainer and Consultant Stefan Reintgen fo-
cuses on the topics of Leadership, Communi-
cation and interpersonal relations. His prior
experience includes working for BASF and
Celanese, where he enjoyed the benefits of Quality Man-
agement in his Sales + Marketing responsibilities. Thanks
to his international assignments he contributes a profound
intercultural understanding.




Easy Registration

Internet
www.gmp-compliance.org

de\ﬁ6

info@concept-heidelberg.

e-mail

Reservation Form
+49 62218444 34

Q

(=4

@
e BT
Edg o
gL
FMW:%
c =
SE23
tD-XH
aEO-/
WCBO
vZ =
172}
200 &
20 ©

Germany

<
=)
=) =
©w O
— [ap =
N O
—
55 L 3 g
SO £~ S
9.90_ s
R &
=< 2R =
Yz T ) S <
el s) ~ o >
3 o= ~ o)
eeo — | 2]
EQL N IS =) 3
exfmkmr o s =
0 5 = ===
SR 3 oo 8
Ze3E S EX% g
=5z 09 MSA““ b
=l ) c U gD 7]
Fo.z g2 =TY T
) ES g o
28T s | 250 E:
Q| TSBmE & S| 529 c e
= O O 3T c 22 0 O
< ~ £ T Q SoXc 3 ]
Q| =¥ E >l <aEo L 'y

*9)ISQOM SIU) UO WLIOJ 1DBIUOD DY) BIA DUl AUE Je elep

Aw JO UONB[AP 4O UONIALIOD ‘UONEDYIPOLU U] IO SE UED | Jey) AJ0U |
“(JunyAdeaudTess /1090 ueljdwod-dws mmm//:dny e Aorjod Aoea
-ud ayy os[e 99s) sanied paiyr 01 pasosip aq 10u |jim erep [euosiad
AW "S9UO JB|IWIS 10 1DPIO SIY] YIIM UOITE|D1 Ul UONBWIOUI W PUDS
Ajuo m 81aqapiaH 1dasuo) ‘passadoid pue paioss si erep [euosiad
Aw 1y} 92.18e 01 aredap Aqauay | Yaiym 1oy 4apuo siyy jo Suissanoad
a1 10y erep Aw asn [im SiaqjapiaH 1deouo) “ere( [euosiad Aw jo
Suissanoud ayy1dadoe | quana siyy 1oy SuualsiSal Ag :Ad1jog Adeauy

ECA Members €1,790

You

tion, dinner on the first day, lunch on all three days

The course fee is payable in advance after receipt
have registered for the event. Please use this form
for your room reservation to receive the specially
negotiated rate for the duration of your stay. Reser-
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P.O. Box1017 64

wa/vers01/16012014

Mr Wolfgang Schmitt (Operations Director) at

+49-62 21/ 84 44 39, or per e-mail at
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.de

E-mail: inffo@concept-heidelberg.de
organisation etc.

D-69007 Heidelberg, Germany
Phone +49 (0) 62 21/84 44-0

Fax +49 (0) 62 21/84 44 34
www.concept-heidelberg.de

For questions regarding content:
w.schmitt@concept-heidelberg.de
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