How to save money
WITH GMP

GMP & Money

Thoughts about cost savings in a GMP environment

12-13 June 2014, Munich, Germany

* X
* *
* ECA »
+ *
ACADEMY

SPEAKERS: LEARNING GOALS:

Dr Heinrich Prinz B Reducing costs through more Compliance

Apceth Gmbki & Co. KG B Thoughts on cost savings potential in the Quality

Assurance environment
Wolfgang Rudloff uran nvironmen

gmp-experts B Thoughts on cost savings potential in Technology

Rico Schulze
GMP Inspectorate



GMP & Money
12-13 June 2014, Munich, Germany

Objectives

This comprehensive course aims to show that even in a
GMP environment, optimising costs can be achieved
without neglecting compliance. Experts from the phar-
maceutical industry and the authority with long practi-
cal experience have critically examined the current im-
plementation of cGMP requirements. In the course,
they will express their opinions on identifiable trends.

Besides, practical examples focused on quality assur-
ance and technology will be presented:

From an authority perspective

With regard to efficient use of GMP

Risk management

Modern Aspects of Process Optimisation
Qualification

Audits

Deviation/Complaints/CAPA

Mini workshops will give food for thought

Background

The implementation of the EU GMP Guide at the be-
ginning of the nineties opened the door to GMP in Eu-
rope. In the USA though, the American GMP regula-
tions CFR 210/211 have already been applicable since
the sixties. In both regions, the new Compliance re-
quirements have led to costs for the pharmaceutical
industry. This trend is continuing. New GMP require-
ments such as the creation of a Product Quality Review
for the EU area or FDA's required “Continued Process
Verification” have created new expenses.

In return, politics call for affordable medicinal products
and at the same time increase cost pressures on phar-
maceutical companies.

Target Audience

This course is of particular interest for persons who are
responsible for the budget (heads of department,
group leaders, etc.) in GMP regulated areas and inter-
ested in saving money in a GMP environments

Moderator

Wolfgang Rudloff, GMP-experts

Programme

Introduction

B Balancing between costs and compliance
B The GMP spiral retrospected

B GMP - who or what drives us?

Regulatory View - Is GxP and Efficiency a

contradiction?

B What is genuinely necessary in a GxP environment?
Undefined legal concepts/ Quality criteria/ Current
state of the art

B Flexibility(ies): Are there any? How to use them?

B Personal responsibility vs. consultation with the
authority: Are there any? How to use them?

B Higher-level evaluation criteria / supply of medici-
nal products / prices / availability

Efficient use of GMP

What GMP’s?

Optimising review periods

Give more paper versus Give less paper
Signatures

Reducing procedures in GMP environments
Optimising life cycles

Using employees’ autonomy

Information management as element of control
Applying regulatory flexibility

GMP Training

Outsourced activities

Mini Workshop: Trending

Saving money thanks to risk management

B How to use risk management as a tool

B Risk management to save costs

B Knowledge management and transfer of know-how
not only for validation phases

B Mini-Workshop: Cost savings with risk management




Modern aspects of process optimisation
E QbD

B DoE

B PAT

B Real Time Release

Modern economical qualification

B How much qualification must / should it be?
Qualification documentation: the more, the better?
GMP vs. GEP

How much for qualification?

Which material certificates are required in qualifica-
tion?

Internal/external qualification - costs versus efficiency
and know-how

B Maintenance: inhouse vs. outsourcing

B Mini Workshop: Maintenance

Savings potential for audits

B Which audits are compulsory? Which aren‘t?
B Do joint audits really enable saving money?
B Qualification of auditor

B Mini Workshop: Costs of audits

CONTROLS |

FLANNING

MANAGEMENT

Cost savings, how to avoid deviations and complaints

B GMP requirements regarding deviations and com-
plaints

B What is CAPA?

B Rising costs through absurd CAPA activities

B How to use CAPA correctly?

B How to prevent deviations/complaints

B Mini Workshop: Calculating costs of deviations

Speakers

Dr Prinz worked with Boehrlnger Mann-
heim before he joined Biotest. Until recent-
ly he was Head of Quality Assurance, re-
sponsible for both the pharmaceutical and
the medical device division of Biotest AG. Since 2003 he
works as a freelance consultant and part of his time he is
the Senior Supervisor of Quality Control and Quality As-
surance System of Apceth GmbH & Co KG.

Wolfgang Rudloff

gmp-experts GmbH, Germany

Mechanical Engineer, legal expert in clean-
room technology and GMP management,
expert in industrial engineering, safety engi-
neer, worked in technical and process lead
positions within Warner Lamber - Gédecke in Freiburg.
His qualification comprises lead auditor, head of con-
struction management, process engineering, GMP con-
sultancy. After the position as managing director of
LSMW, Switzerland he became in 2001 managing direc-
tor, senior consultant and senior auditor for PCS. Today,
he is a freelance consultant and specialises in technical
GMP management, auditing and training for the pharma-
ceutical and APl industry.

Rico Schulze

GMP Inspectorate, Local Authorities
Dresden, Germany

Rico Schulze is a Pharmacist and holds a
degree in Economics. Since 2003, he is
GMP and GDP Inspector at the Local In-
spectorate in Dresden. From 2008 to 2011 he was work-
ing at the Saxon State Ministry of Social affairs. He is also
the Head of the German Authorities’ Radiopharmaceuti-
cals Working Group.

Social Event

On 12 June 2014, you are cordially invited to a social
event. This is an excellent opportunity to share your ex-
periences with colleagues from other companies in a re-
laxed atmosphere.
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