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Programme

Objectives
In this Live Online training course you will learn

= How to plan and conduct audits efficiently

= How to face the various challenges

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

= Best practices for audit report writing

Background

Initial and continuous professional training for auditors is of ut-
most importance as the authorities expect highly qualified per-
sonnel performing audits. Therefore, the ECA has developed the
programme at hand to give you a detailed overview about impor-
tant matters to consider and to discuss important tasks and
challenges like:

= Expectations of the authorities

= Audit types

= How to deal with travel restrictions

= Risk-based audit planning

= Audit plan and audit team

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

= Audit report writing

= Communication Skills

= Conflict solving

Target Audience

GMP-Auditors from Pharmaceutical and API Industry.

Moderator

Wolfgang Schmitt (on behalf of ECA)

Z===— Your Benefits
Internationally Acknowledged
Certificate from ECA Academy

The EU GMP Guide requires: ... All personnel should be aware of
the principles of Good Manufacturing Practice that affect them
and receive initial and continuing training,...“. This is why you re-
ceive an acknowledged participant certificate, which lists the
contents of the seminar in detail and with which you docu-
ment your training.

Programme

How to optimise the Audit Programme

= Community project: evaluation of supplier audits
in Europe

= 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

= Preparing your audit programme
- Criteria for setting priorities
- Resource planning

= Setting and agreeing audit objectives

= Selecting auditor team and assigning objectives
to auditors

= Defining roles in an audit team

= Performing the audit and monitoring progress

»  Summarising the findings and how to feedback
to auditees

= Follow up and closing the loop

Hybrid Audits: Distant Assessments and
the Combination with on-site Audits

= Distant Assessments as part of the overall supplier qualifi-
cation system

= Possibilities and limits of Distant Assessments

= Distant Assessments in combination with on-site audits

= Tips for technical implementation

Case Studies: Categorisation of various Audit
Findings

= Examples of audit situations and findings
= How to evaluate the given examples
= Possible follow-up activities

The Auditor - what makes you a good Auditor

= Auditor training

= How to become a good Auditor

= Essentials Auditor Skills

= Auditor pitfalls and how avoid them
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Communication Skills

= The challenge of appropriate communication

= How to recognise, understand and solve conflicts
= Body Language

= Questioning Techniques

Suppliers from China, India and South America

= How to prepare audits abroad

= Challenges and pitfalls

= Typical compliance issues: what to look for
= Cultural particularities

Audit Report Writing

= How to take proper audit notes

= Best practices for audit report writing
- Using standardised report templates
- How to generate a clear and concise list of findings
- Phrases that should be avoided
- Purpose and conclusion

= Whenis a report final?

= Timelines for finalisation, distribution, feed-back and
follow-up

= Difference between internal and external audit report

Q Question and Answer Sessions

A set of live Q&A Sessions will give you the possibility to in-
teract with the speakers and get answers to your questions.

., Participant comments from previous Live
Online Training courses:

“Great presentations, with relevant key points. Very good case stu-
dies. Thank you!" | Sofia Couceiro, Greatsoul, Portugal

Very relevant for all types and scope of audit.” Andy Dann, NHS, U.K.
“The variation in presenters and shift between getting info and parti-
cipating actively was very good” | Mie Kramer Madesen, Region Ho-
vedstadens Apotek, Denmark

“Very good and experienced speakers.” | loana lonita-Turcu,
Switzerland

“Excellent training and a great help for my work as an auditor. The
practical cases reviewed allow all participants to see the possible va-
lid options.” | Eva Planas, Siegfried Barbera S.L, Spain

“Interesting presentations, experienced speakers.” |
Gyongyi Gosztonyi, Teva Pharmaceuticals Works Plc., Hungary
“Very good / relevant topics.” | Betzaida Castilla, Quality & Compli-
ance Consulting Solutions LLC, USA

“Great training session.” | Attila Kerekes, Bioeel Ltd., Romania

“The course is very well structured, the material is excellent” |
Fabiana Frech, Switzerland

Speakers

Speakers

Dr Christian Hésch
Ministry of Justice and Consumer
Protection, Hamburg, Germany

At the Consumer Protection in Hamburg Dr Christian Hosch is
the head of the unit “Pharmacy Il” and is mainly responsible for
inspecting manufacturers of medicinal products and APIs
worldwide.

Stefan Reintgen
Team Connex AG, Germany

As Trainer and Consultant Stefan Reintgen focuses on the top-
ics of Leadership, Communication and interpersonal relations.
His prior experience includes working for BASF and Celanese.

Charis Schmidt
Ferring, Germany

Charis Schmidt is Team Lead Sterile Production. Before that she
was Quality Auditor at Vetter Pharma.

™ Thomas Hejsholm Schmidt
CSL Behring, Switzerland
Thomas Hejsholm Schmidt is Associate Director and Corporate
Lead Auditor in Global Quality Systems & Compliance at CSL
Behring AG. Before that, he was 12 years at LEO Pharma A/S in
Denmark as GMP Domain Expert and GMP Lead Auditor. Thom-

as is a Board Member of the new ECA Working Group for GMP-
Auditors.

— Stay informed with the GMP
Newsletters from ECA

The ECA offers various free of charge GMP newsletters for
which you can subscribe to according to your needs.

To subscribe, simply scan the QR code on the
right or visit www.gmp-compliance.org/
gmp-newsletter
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Wednesday, 15 October 2005, 11.00h - 16.15h
Thursday, 16 October 2025, 9.00h - 16.30h
Friday, 17 October 2025, 9.00h - 13.30h

All times mentioned are CEST.

Date of the Live Online Training

pate in our events and you can check if your system meets the

necessary requirements to participate. If the installation of
system, please contact your IT department. Webex is a standard

information you will find all the information you need to partici-
nowadays and the necessary installation is fast and easy.

We use Webex for our live online training courses and webinars.
At www.gmp-compliance.org/training/online-training-technical-
browser extensions is not possible due to your rights in the IT

Technical Requirements
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exact address and full name of the participant.
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Phone +49 (0) 6221/ 84 44-0

$20TCI0T/4D

(0)6221/844434
E-Mail: info@concept-heidelberg.de

www.concept-heidelberg.com
For questions regarding organisation please contact:

Ms Isabell Helm (Organisation Manager), at
+49 (0) 62 21/ 84 44 49 or per e-mail at

For questions regarding content please contact:
helm@concept-heidelberg.de

Mr Wolfgang Schmitt (Operations Director) at

+49 (0) 62 21 /84 44 39, or per e-mail at
w.schmitt@concept-heidelberg.de

‘06 00T 22Ua134u0d 3y} 03 Jolid S}aM 7 UIYIIM UOIIe]|adU.)) -

9% 0G 22Ua13ju0d 3} 03 Jolud $323M 7 |1I3Un UoIjej|adUE)) -

‘9% GZ 9IUa19ju03 33 03 Jolid $3P3M € |I3UN Uole}|PIUE) -

‘9% QT 92Ua43U02 33 03 Jolud $393M # |13UN UOIIe)PIUED -

15294 Buissad04d Buimo)jo ay3 a8.eyd 3snw am Ajaaj3us |9dued 03 aAey NoK §| ‘7
‘awi Aue 1e anZea))od 21n113sqNs e awod)am o3 Addey aie app ‘T

:suoido om) aAey NoA 93uaJa§u0d 3Yy) pualie Jouued nok |

SUOI}IPUOD pUE SWJd) |eIdUd

ANVWYID
312q19p1aH £0069-A

¥€ v¥ ¥8/12 29 (0) 6%+ Xed
¥9/10T X0g "O'd
54¥3973AI3H LdIDNOD

:248Y In0 J)y aseajd qySu ayy

uo suoiedyIdads BU3 WOy S2IBIABP SSaIPPE-03-1)1q a3 J|



