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Live Online Training on 30 April 2024, 09:30 - 16:45 h

Highlights

= Mastering Supply Chain Risks

= Quality and Risk Management Systems

= Standards and Guidance in Supply Chain (GDP meets ISO; Certification
and Selection of Logistics Suppliers)

= GDP Provisions for Transport, Handling and Storage of Time and Tempera-
ture sensitive Pharma Products in Supply Chain

= Practical Examples and Exercises

= Questions and Answers Session
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Objectives

It is of key importance that medicinal products are not only made
to a high quality in accordance with Good Manufacturing Prac-
tice (GMP), but that the quality and integrity of these products
are maintained through the entire supply chain to the patient. This
is where Good Distribution Practice (GDP) comes into play.

During this Live Online Training, well-experienced speakers will
share their expert knowledge about all relevant aspects regarding
the GDP requirements for logistic vendors. You will learn how
these requirements evolve and how they can be implemented ef-
ficiently to bring and keep your organization in compliance with
the GDP regulations. Furthermore, different certification options
for logistic vendors will be discussed. Practical examples and ex-
ercises (including polling questions) and a Q&A session ensure
interaction and that all questions are answered.

Background

Medicinal products are subject to special regulations for stor-
age and transport. Good Distribution Practice (GDP) is the part
of quality assurance that ensures that the quality of medicinal
products is maintained at all stages of the supply chain.

The EU GDP-Guidelines are intended to ensure control of the
distribution chain and consequently maintain the quality and
integrity of medicinal products. Each manufacturer of a medici-
nal product needs to control and supervise the supply chain
(wholesaler, transport and distribution companies etc.) of the
finished products.

In the supply chain, many logistic activities are outsourced to
service providers, e.g. logistic vendors. Transport companies do
not need to hold a wholesale distribution authorisation to trans-
port medicinal products. However, they should follow the parts
of the GDP guideline relevant to their activities. Therefore trans-
port companies need to follow GDP but will not receive a GDP
certificate.

An independent assessment of compliance against interna-
tional GDP requirements could be an effective way for logistic
vendors to establish that their Quality Management Systems
(QMS) align with the GDP requirement.

‘ISO’ is an abbreviation for the International Organization for
Standardization, an independent, non-governmental interna-
tional organization. There are a variety of ISO standards that
transport and logistic companies can implement. Achieving an
ISO certification means implementing a management system
that improves the processes and procedures. Before signing a
contract, a standard question may be about the type of certifi-
cates the company holds. In this way, quality standards can help
to gain a competitive advantage in the transport and logistics
sector. 1ISO 9001 is a generic quality management system pro-
viding a good framework for any organisation. However, the EU
GDP expectations are not clearly detailed in this standard. It is
therefore recommended that companies using the 1SO frame-
work incorporate the specific GDP requirements to ensure a
compliant and workable QMS is available for the company.

Target Audience

This Live Online Training is aimed at all personnel of logistic ven-
dors, but also to management and quality personnel from phar-
maceutical companies, wholesalers, distributors and service
providers involved in the distribution of medicinal products.

Moderator

Dr Markus Funk
Programme

Mastering Supply Chain Risks

= Understanding supply chain impacts

= Threats, vulnerabilities and impacts

= The role of Due Diligence

* Management of supply chain security measures (TSM)

S|

EU GDP-Guidelines (Guidelines of 5 November 2013 on
Good Distribution Practice of medicinal products for hu-
man use)

Chapter1

[...] Wholesale distributors must maintain a quality system
setting out responsibilities, processes and risk management
principles in relation to their activities.

[...]

The quality system should be fully documented and its effec-
tiveness monitored. All quality-system-related activities
should be defined and documented. A quality manual or
equivalent documentation approach should be established.
[...]

The quality system should extend to the control and review of
any outsourced activities related to the procurement, hold-
ing, supply or export of medicinal products. These processes
should incorporate quality risk management and include: (i)
assessing the suitability and competence of the contract ac-
ceptor to carry out the activity and checking authorisation
status

[...]
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Quality and Risk Management Systems

= QRMS procedures - customer focus and compliance
requirements

= Risk management - risk assessment of lanes, cross dock
operations, transport mode and shipping systems (active,
passive), transport vehicles and containers

= Quality agreements and SLA requirements

= Supplier management

= Audits

= KPIs and performance management

Standards and Guidance in Supply Chain

= Supply Chain Standards

= GDP meets SO

= Certification and selection of logistics suppliers
= Building mitigation into your QMS

GDP Provisions for Transport, Handling and Storage
of Time and Temperature sensitive Pharma Products
in Supply Chain

= Specific provisions and requirements for air, ocean and
road transport

= Specific requirements for in-transit storage premises and
cross docks

= Certification requirements and industry best practices

= Continuous monitoring and improvement programs for
logistics

= Monitoring technologies and requirements

Practical Examples / Exercises

David Abraham
Quality Resource Solutions Ltd
‘ David is Quality Director of QRS-Associates, with
over 20 years’ experience within Pharmaceutical and
Healthcare arena designing, developing, implementing, maintai-
ning and improving business processes and Pharmaceutical
Quality Management Systems in line with the application of
both GMP and GDP. His work continues to see his engagement
with manufacturers, wholesalers, logistics as well as supply
chain and training organisations providing resource, awareness,
training and consulting in GDP, Quality Management and the ap-
plication of GxP in addition to continuing to provide representa-
tion and input into a number of Technical committees at a natio-
nal, European and International level.

Dr Zvonimir Majic

IATA Senior consultant for Healthcare,

Croatia

Dr Zvonimir Majic is former Global Director for sup-
ply chain quality assurance and GDP in Teva Pharmaceutical In-
dustries Ltd. He has a Ph.D. in Transportation and Logistics and
is certified Quality and Risk Manager (EOQ - European Organiza-
tion for Quality), Process Design Manager and a Lead Auditor for
ISO and EU OPS norm. Since 2010, he is an active member of Par-
enteral Drug Association, SC Interest Group steering committee
in Europe, under which he has co-authored several Technical re-
ports on GDP. He also published several articles of special prod-
ucts logistics and quality assurance in supply chain.

(Dr Zvonimir Majic and David Abraham)

= Applying supply chain learnings

Q‘ Questions and Answers Session

(Dr Zvonimir Majic and David Abraham)

= Participants are invited to ask questions

Agenda

09:30 - 09:45h Welcome and Introduction
09:45 - 10:45h Presentation 1
10:45-11:00 h Break

11:00 - 12:00 h  Presentation 2

12:00 - 12:15h  Break

12:15-13:15h  Presentation 3
13:15-14:00h Lunch

14:00 - 15:00 h Presentation 4
15:00 - 15:15h  Break

15:15-16:00 h  Practical Examples / Exercises

16:00 - 16:45h Q&A Session
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Online Training

ive

Tuesday, 30 April 2024, 09:30 - 16:45 h

All times mentioned are CEST.

Date of the L
nars. At www.gmp-compliance.org/training/online-training-

technical-information you will find all the information you
need to participate in our events and you can check if your
system meets the necessary requirements to participate. If
the installation of browser extensions is not possible due to
your rights in the IT system, please contact your IT depart-
ment. Webex is a standard nowadays and the necessary in-

We use Webex for our live online training courses and webi-
stallation is fast and easy.

Technical Requirements
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Fees (per delegate, plus VAT)

The conference fee is payable in advance after receipt of invoice.
message. Or you register online at www.gmp-compliance.org.
The presentations will be made available to you prior to the
Live Online Training as PDF files. After the event, you will au-
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Conference language
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For questions regarding organisation please contact:

Ms Nicole Bach (Organisation Manager) at

+49(0) 62 21/84 44 22, or per e-mail at

Dr Markus Funk (Director Operations) at
bach@concept-heidelberg.de

+49(0) 62 21/84 44 40, or per e-mail at

For questions regarding content:
funk@concept-heidelberg.de

www.concept-heidelberg.com
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