
PE
/0

60
92

02
3

Highlights
	� 	Introduction to Statistics
	� 	AQL and Defect Evaluation Lists 
	� 	Sampling Plans
	� 	Acceptance Sampling by Variables & Attributes
	� 	Other statistical tools

Speakers

Torsten Kneuss	
Bayer, Germany

Fundamentals of AQL Testing  
in Packaging Control

Live Online Training on 23 November 2023

Free download for seminar participants
Principles for the Defect Evaluation Lists for 
Packaging Material!

Requirements, Challenges and practical Solutions



Programme

Objectives
In this live online training course, you will learn the fundamen-
tals of AQL Testing in Packaging/Device Control. AQL testing as 
part of the incoming good inspection process is commonly used. 
But still, questions often arise. It is this online event's aim to aid 
here and to explain statistical fundamentals behind the AQL 
testing concept, like, for example:

	� 	Definition of AQL – what does it mean in regard to the 
accepted lot? What is the level of possible defects?

	� How to use defect evaluation lists?
	� 	How are quality levels determined and how is the number 

of units to be inspected calculated?
	� 	What does AQL testing look like for supplier and user?
	� 	What has to be done when AQL limits are exceeded?

Background
Usually, the responsibility of ensuring the container/device qual-
ity upon delivery to users (e.g. pharmaceutical companies) rests 
with the manufacturers (suppliers) of packaging materials. How-
ever, users are held responsible by regulatory requirements to 
ensure suitability of containers/devices for their products. 
Therefore, users should conduct sampling of incoming packag-
ing/device lots to confirm their acceptability according to prede-
termined quality agreements.

Expecting defect-free containers from a supplier does not elimi-
nate the need for some degree of incoming and online inspec-
tion, as well as post-packaging inspection. However, acceptance 
sampling of incoming batches by users has its limitations. Care 
should be taken to understand the “risks” of the sampling plan 
and the defined defect class / Acceptable Quality Levels (AQLs). 
Every AQL testing contains the statistical possibility of accepting 
a lot that is “bad” or rejecting a lot that is “good” (consumer’s and 
producer’s risk). 

Since it is not practical to inspect incoming lots to 100% and to 
expect container lots to be free of imperfections, it is important 
that users and suppliers consistently define sample sizes, attrib-
utes and AQLs. Defect evaluation lists containing sample sizes, 
defect classes (Critical, Major or Minor), attributes and AQLs can 
provide such consistency.

Target Audience
This online event is designed for all employees working in the 
pharmaceutical industry (including drug device combination 
products), for suppliers of packaging materials & devices and to 
all who have to deal with the manufacture, quality assurance/
control and release of packaging materials /devices.

Programme
Practical Challenges & Definitions

	� 	Definition of lot size/batch size 
	� 	Distribution of defects
	� 	Attributes testing vs. variable testing

Introduction to Statistics

	� 	Probability calculus
	� 	Define the confidence level (95%; 99%)
	� 	Standard Statistical Distributions (Normal, Binomial)

Sampling Plans

	� 	Methods to determine sample sizes (ISO 2859, ISO 3951)
	� 	Single, Double, Multiple Sampling Plans

Acceptable Quality Level (AQL)

	� 	Definition of AQL
	� 	Producer Risk/Consumer Risk
	� 	Operating Characteristic

  Q&A Session 1

Defect Evaluation Lists

	� 	General methods for Defect Evaluation/AQL assignment
	� 	Public Defect Evaluation Lists

Acceptance Sampling by Attributes (ISO 2859)

	� 	Use of ISO 2859

Acceptance Sampling by Variables (ISO 3951)

	� 	Use of ISO 3951

Other Statistical Tools

	� 	Significance testing
	� 	Setting specifications (defining LSL/USL)
	� 	Process capability (Cpk)

  Q&A Session 2
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Speaker
Torsten Kneuss, Bayer AG, Berlin, Germany 
Torsten Kneuss has been working since 1999 with 
pharmaceutical packaging materials, medical devices 
and combination products, including several years 

within the field of quality control, development, operations, and 
pharmacovigilance. Since October 2020 he is, as a Quality Product 
Steward Medical Devices and Head of Project Office Medical  
Devices, responsible for devices and combination products within 
Bayer.
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Your Benefit
 
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 receive an 
acknowledged participant certificate, 
which lists the contents of the Live 
Online Training in detail and with which you document 
your training.

This could be of interest for you as well

Would you like to train a larger group of participants in 
your company?
We offer practice-oriented GMP/GDP training courses on:

	� Basic GMP
	- APIs (ICH Q7)
	- Medicinal Products
	- Biopharmaceuticals

	� Quality Assurance 
	� Quality Control
	� Validation/Qualification
	� Regulatory Affairs
	� Sterile Manufacturing
	� IT / Computer Validation
	� Good Distribution Practice (GDP)
	� Data Integrity
	� Packaging
	� Medical Devices
	� Technical Operations 

You will find a time schedule for each training course at 
https://www.gmp-compliance.org/training/gmp-gdp-in-
house-trainings.

Agenda
09.00 – 09.15 h	 Welcome and Introduction

09.15 – 09.45 h	 Practical Challenges & Definitions

09.45 – 10.30 h	 Introduction to Statistics

10.30 – 10.45 h	 Break

10.45 – 11.15 h	 Sampling Plans

11.15 – 12.00 h	 Acceptable Quality Level (AQL)

12.00 – 12.30 h	 Q & A Session 1

12.30 – 13.30 h	 Break

13.30 – 14.15 h	 Defect Evaluation Lists

14.15 – 14.45 h	 Acceptance Sampling by Attributes
                                    (ISO 2859)

14.45 – 15.00 h	 Break

15.00 – 15.30 h	 Acceptance Sampling by Variables
		  (ISO 3951)

15.30 – 16.15 h	 Other Statistical Tools

16.15 – 16.45 h	 Q & A Session 2

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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Date of the Live Online Training
Thursday, 23 November 2023, 9.00 h – 16.45 h

All times mentioned are CET.

Technical Requirements
We use Webex for our live online training courses and we-
binars. At https://www.gmp-compliance.org/training/on-
line-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 require-
ments to participate. If the installation of browser exten-
sions is not possible due to your rights in the IT system, 
please contact your IT department. Webex is a standard 
nowadays and the necessary installation is fast and easy.

Fees (per delegate, plus VAT)
ECA Members € 1,090
APIC Members € 1,140
Non-ECA Members € 1,190
EU GMP Inspectorates € 595
The conference fee is payable in advance after receipt of in-
voice.

Registration
Via the attached reservation form, by e-mail or by fax 
message. Or you register online at www.gmp-compliance.
org

Presentations/Certificate
The presentations will be made available to you prior to the 
Live Online Training as PDF files. After the event, you will 
automatically receive your certificate of participation.

Conference language
The official conference language will be English.

You cannot attend the Live Event?
We also offer many of the training courses and conferences 
as recordings. This means that you can watch the videos of 
the event „on demand“ – whenever it suits you – on our 
web server. It is quite uncomplicated and doesn’t require 
any software – you simply watch the video on your browser. 
You can find all recorded events at www.gmp-compliance.
org/recordings.

Organisation and Contact
ECA has entrusted Concept Heidelberg with the organisa-
tion of this Live Online Training. 
CONCEPT HEIDELBERG
P.O. Box 10 17 64  
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 Andrea Kühn-Hebecker (Operations Director) at 
+49(0)62 21/84 44 35, or at kuehn@concept-heidelberg.de.

For questions regarding organisation please contact:
Mr Maximillian Bauer (Organisation Manager) at
+49(0)62 21/84 44 25 or at bauer@concept-heidelberg.de.
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