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How to avoid Mix-Ups, Contamination and labelling issues

Highlights

GMP requirements & guidelines for packaging operations
Requirements for packaging facilities

Cleaning and hygienic concepts for packaging areas

Specific QA systems for packaging operations

GMP Design Aspects for Packaging Lines

Fundamentals of primary and secondary packaging materials
Printing, coding, reading: Authentication of medicinal products
Workshops & Interactive Sessions:

- Qualification and Validation

- Secondary Packaging (including Medical Devices)

- Packaging of highly potent products
Qualification/Auditing of suppliers of packaging materials according to
PS 9000:2016

- “GMP for Packaging Materials”: PS 9000:2016

- Experiences with Serialization
- New EMA Guideline “GMP for Sterile Containers”




Programme

Objective

This GMP training course aims at easily explaining the GMP re-
quirements for packaging of medicinal products.

This includes requirements for premises and equipment but also
for QA operations like documentation, line clearance, validation
etc.

Background

Packaging of medicinal products, blistering as well as cartoning
for example, plays a crucial role in the quality and safety of a
medicine. Deficiencies of primary packaging may alter the effi-
cacy or stability of a product; failures in secondary packaging
may do harm to patients even worse when products or the fold-
ing boxes are mixed up. Therefore, packaging is defined as (the
last) pharmaceutical manufacturing step and one of the most
critical ones. It is not surprising that the biggest part of recalls is
caused by failures during packaging. The FDA reported that more
than 30% of recalls of tablet products during the last 5 years
were caused by label mix-ups, incorrect packaging or incorrect
products insert. On the other hand, despite the high criticality of
the packaging process, the packaging plants are required to cut
the costs and raise their efficiency.

Another challenge for the packaging units is the new EU Direc-
tive, requiring safety features and authentication measures in
order to raise the hurdle for drug counterfeiters. As a conse-
quence of the “COMMISSION DELEGATED REGULATION (EU)
2016/161’, the rules apply from 9th of February 2019 onwards
except for some member states with an existing Verification
System. Packaging lines have to be equipped with systems for
printing and reading two dimensional codes (2D-Codes) and
these systems have to be linked to the materials management
system. Companies already shipping serialized products have
been reporting from technical hurdles which should not be un-
derestimated. Most companies without experience in this field
will need external help. But technical expertise could become
rare in the near future.

There are numerous requirements which have to be fulfilled in
the packaging plant. During this GMP course we will focus on:
= Compliance & QA requirements
- QASystems
- Hygiene and Cleaning
- Qualification / Validation
= Technological aspects
- Facility and Zone Concepts
- Design of packaging equipment
= Packaging materials
- Handling, storage and mix-ups
- Suppliers
= Special topics:
- Serialisation & Authentication
- Highly Potent Products

Target Audience

Staff from QA and production engaged in packaging operations
is the target group of this course as well as suppliers for equip-
ment and packaging material used for packaging of medicinal
products.

Programme

GMPs and QA oversight for packaging operations

= GMP requirements in the packaging unit

= Important Guidelines and standards

= QA Systems relevant for packaging operations
= Frequent inspection findings

General GMP requirements for Packaging Operations /
Key Compliance Challenges for Packaging Operations

* Handling and storage of packaging materials
= Testing

= Stability issues

= Material storage, returned goods, quarantine
= Line Clearance

= Documentation practice

= Practical GMP aspects

= Good and bad practice

Packaging facilities & premises

= Requirements for the technical building equipment
= Zone Concepts for primary and secondary packaging
= Air-Lock concepts

= Hygiene

= HVAC

GMP Design Aspects for Packaging Lines

= Design criteria for blister machines, cartoners, labelers
= Differences to aseptic filling / packaging

=  What is critical?

=  What to write in an URS?

==l Case Study: Serialization and Aggregation-
0= -
e How we implemented, what worked and what

didn’t

= Areas to be addressed: IT system - carton - processes
= Challenges in the implementation phase

= Equipment qualification/ process validation

= Packaging material management

= Impact on the Supply Chain

» Handling of Failures / Deviations / Complaints

'OQ Workshops

Workshop on Qualification and Validation
= Equipment qualification
=  Process validation
= (Critical issues which have to be tested
= How to test?

Workshop on Packaging
* Secondary Packaging (including Medical Devices)
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Speakers

Interactive Session on Packaging of highly
Potent Products / Q&A Dynamic session on
. M packaging (tips & problems)

= Cross Contamination - how to avoid it:
1 - dedicated vs multi product facility
2 - production planning
3 - cleaning procedures
4 - people movement

Cx] Case Studﬁ/ Quality and Compliance systems
T in the packaging plant

In this case study the different systems in place in a packaging
plant of Boehringer Ingelheim GmbH & Co. KG at Ingelheim site
are presented, e.g.

= Hygiene and Zone Concepts

= Material flow

= Line clearance procedure

= [PCs in the packaging process

= Documentation and control

* Handling of variable printing data

How to minimize risk in Sterile Packaging

= What can go wrong in sterile packaging?
= How to minimize these incidents applying QRM principles.
= Aseptic filling and terminal sterilization:
- Microbiological quality of the primary packaging
components
- Media Fill
- Container Closure Integrity (CCl)

The application of GxP in packaging supply

= Relevant ISO standards
= Introduction to British “GMP for Packaging Materials”:
PS9000:2016

Reducing risk through supplier auditing

= How much GMP must a supplier have?
= Practical audit aspects: what to examine?
= Qualification of suppliers

Moderator

David Abraham

Social Event

At the end of the first course day you
are cordially invited to a social event.
i This is an excellent opportunity to
share your experiences with col-
leagues from other companies in a
relaxed atmosphere.

Speakers

David Abraham
‘ Quality Resource Solutions Associates

David has extensive experience in both business and Quality
Management. David’s background has seen him working both
with and within the print and packaging arena as well as phar-
maceutical manufacturing organizations; designing, developing,
implementing, maintaining and improving business processes in
line with the application of pharmaceutical Good Manufacturing
Practices. He provided input in the development of a number of
industry guidance and standards and was project leader in the
development of the PS 9000 series of standards and guidance.
His work continues to see his engagement across the industry,
supply chain and training organisations providing resource,
awareness, training and consulting in quality management and
the application of GXP.

Maren Gopfert
Boehringer Ingelheim Pharma GmbH & Co.
KG

Maren Gopfert is a chemical engineer. She is Head of Product-
and Process-Technology including the Center of Competence for
Device- and Packaging-Technology at Boehringer Ingelheim
GmbH & Co. KG at Ingelheim site. She was previously Head of
packaging solid forms at the Pharma Production Department.
She also used to work in the automotive and aerospace industry
during many years at various positions including Production
Management, Project Management, Engineering and Consulting.

Dr Jean-Denis Mallet
) ECA, former head of the French Inspection
_ Department AFSSAPS, NNE Pharmaplan

Jean-Denis Mallet is a pharmacist. He was previously the Head of
the Pharmaceutical and Cosmetics Inspection Department at
the French Health Products Regulatory Agency (Afssaps=ANSM).
He also used to work in or with the pharmaceutical industry dur-
ing many years at various positions including Quality Assurance,
Production Management, Engineering and GMP Consulting. He
has also been auditor of the International Red Cross. Now he is
member of the ECA advisory board and works for NNE Pharma-
plan.

Dr Franz Schonfeld

District Government of Upper Franconia,
Germany

e o
Franz Schénfeld is GMP Inspector and Head of the Expert Work-
ing Group for APIs and excipients at the German Central Author-
ity of the Federal States for Health Protection (EFG 07/ ZLG).

Avoiding Non-Compliance in Packaging Operations | 11/12 March 2020, Hamburg, Germany



<
w <
. o
5 0m
K LA
X —
e %
a-— o
aQ £+ <
QOW —
o O g =
gl <
o o
OOt V
1o n
NS @
03. >
. ™M o o =
m80 =~ (e
SI=) S v <o
N YN e m g += o
<& Eov S &
S ~ r20 aOJrO
rmh 62.& o0 2
S5 2 w 2o S L~
pust -~ — —_—
=2 s 5u;w g Y o w W
=9 © = a7 sSs=%5 Wownl
c s 30 ® 25
= o N E o ) — U o
a..U_I_ anﬁmg@ ebm
T © X T c &Y oo Q £
" < (@© () T + < ~ Q
o ¥ 5T S8 % h o 3 WM
25wt £85358 U
T o o 2 eﬂranHVm eﬂm
9] ©
O=&Ff >SafRocl® Wwo<

*21ISqaM SIU} UO WLIOJ JDBIUO0D 3] eIA awi) Aue je
e3ep AW JO U0133]ap JO UOI3I3.1103 ‘UOIIEIYIPOL B} 40} XSE UED | Jey3 30U | “(Jwdy
“AaearidTeds/Bioeouerdwod-dws-mmm//:dizy 3e Aornjod Aoeaud ayy osje 99s)
sailed paiy3 03 paso]dsip aq Jou ||im exep jeuosiad Ay “S3UO Je)iwis 10 43P0 SIy)
Y3IM UOIIe]a4 Ul uoljewIOjuUl dWw puads Ajuo im 313q)apiaH 1daduo) “passadoid
pue patols si elep jeuostad Aw jeyy 2a.3e 03 aiejdap £gasay | yarym 1oy 4apio
s1y3 jo Buissadoad ayy Joy ezep Aw asn Jim 31aq)apiay 1deduo) “eleq Jeuosiad
Aw jo Buissadoud ayy 3dedde | quana siyy Joy Suniaisidau Ag :Adljod Adeaud

Non-ECA Members € 1,790

EU GMP Inspectorates € 895

CONCEPT HEIDELBERG 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
directly with the hotel. Early reservation is recom-

Registration
Via the attached reservation form, by e-mail or by

fax message. Or you register online at

www.gmp-compliance.org.

of invoice and includes conference documentation,
mended.

dinner on the first day, lunch on both days and all re-

The conference fee is payable in advance after receipt
freshments. VAT is reclaimable.

Accommodation
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ECA has entrusted Concept Heidelberg with the

Organisation and Contact
organisation of this event.

Conference language
The official conference language will be English.
Phone +49(0)62 21/84 44-0

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

CONCEPT HEIDELBERG
P.O. Box 10 17 64
69007 Heidelberg, Germany
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For questions regarding content please contact:
Dr Andrea Kiihn-Hebecker (Operations Director) at
+49(0)62 21/84 44 35, or at

Ms Marion Grimm (Organisation Manager) at

+49(0)62 21/84 44 18, or at

For questions regarding reservation, hotel,
grimm@concept-heidelberg.de.

kuehn@concept-heidelberg.de.
organisation etc. please contact:
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