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Course No 20961



This course is part of the GMP Certification Programme "ECA Certified Quality Assurance Manager". Learn more.

All times mentioned are CET.











Our Service


	Testimonials
	Your Certificate
	Seminar Programme as PDF







Costs
This training/webinar cannot be booked. To find alternative dates for this training/webinar or similar events please see the events list by topic.
For many training courses and webinars, there are also recordings you can order and watch any time. You can find these recordings in a list sorted by topic.
Or simply send us your inquiry by using the following contact form.
Send request


* also payable by credit card
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If you have any questions, please contact us:
Tel.: +49 (0)6221 / 84 44 0 E-Mail: info@gmp-compliance.org






Speakers

Marcus Heinbuch, B.Braun Melsungen, Germany
Dr Ulrich Herber, Charles River, Ireland
Mick Hopper, GxPpro, U.K.
Dr Jens-Uwe Rengers, JeRo Consulting, Switzerland
Sandra Schäffler, GMP/GDP Inspectorate, Germany

Objectives

During this course, you will get to know the principles and discuss all relevant aspects to implement, improve and/ or work with a Deviation Management and CAPA System. Furthermore, you will get to know possibilities and tools to monitor and evaluate your CAPAs.

Background

Things will go wrong from time to time. In the world of pharmaceuticals, we need to ensure that we have robust processes and procedures in place to deal with such situations. When an unplanned event arises it must be handled accordingly.

FDA’s Quality System Guide, recent Warning Letters and EUGMP Chapter 1 clearly emphasise the increasing relevance of a proper deviation management and CAPAs. ICH Q9 on Quality Risk Management and ICH Q10 on Pharmaceutical Quality Systems empower us to handle issues that arise in our daily work on the basis of risk analysis.

In any case a sound failure investigation is the key to identify appropriate CAPAs. Here it is also important to know how to deal with human error based and non-human error based non-conformances.

Independent from that, it needs to be pointed out that CAPA is an excellent Quality Management tool to continuously improve processes and avoid future failures. All personnel involved in the management of deviations and CAPAs should aim to identify opportunities for further improvement.

Target Group

This course is designed for all personnel involved in Deviation Management and CAPA activities at their company. It is addressed to persons from Quality Assurance and Control, Manufacturing and R&D.


Technical Requirements


We use Webex for our live online training courses and webinars. At www.gmp-compliance.org/training/online-training-technicalinformation 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 department. Webex is a standard nowadays and the necessary installation is fast and easy.


Programme

International Requirements – Rules and Regulations
	European requirements
	The expectations of the FDA
	GMP and documentation issues
	Harmonisation in sight?

Deviation Handling
	How to document deviations
	Information and Data Management
	Critical/ major/ minor
	CAPA or not?

CAPA: Principles, System, Implementation and Process Improvements and the use of Risk Management Techniques
	Tools
	Quality Risk Management
	Human Error Overview
	Monitoring & Evaluation Overview

Process Analysis and Failure Investigation
Scenarios with a focus on using the tools from the presentation before:
	Human Error based
	Non-human Error based

Deviations in the Light of Inspections
	Focus in inspection
	Trends, Product Quality Review and Product Review
	Self-inspection as an important tool

Case Study: How to implement a CAPA System
	How to integrate existing QM Systems (OOS, Complaint Handling, Deviations)
	Examples and lessons learned

Case Study: How to deal with microbiological Deviations
	Contamination control and company culture
	What QA needs to understand
	Interface with QA and production
	OOS vs. deviation in the microbiological laboratory
	Possible CAPAs

Case Study: Implementation of a Software Tool for CAPA Management
	Understanding your workflows and processes
	Can you improve the current process using electronic workflows?
	Efficient validation of a CAPA application

CAPA Effectiveness & System Performance Check
	CAPA Effectiveness
- Why assessing effectiveness
- The meaning of effectiveness
- Determine effectiveness
	System Performance
- Performance Monitoring
- Examples of Performance Indicators

Question & Answer Sessions
A set of live Q&A Sessions will give you the possibility to interact with the speakers and get answers to your questions.
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