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Why should you attend this event?

• Developing an overall quality model 
• Different perspectives on CSV -

regulators, industry, consultants,
QA departments 

• Mergers and CSV  
• CSV in clinical research and

development 

• Risk-based approaches to CSV 
• Maintaining a validated state 

and auditing CSV programmes  
• Using consultants vs 

in-house CSV  

• Hear from some of the most important and influential experts
working in CSV

• Learn about implementing a 'bigger picture' approach to CSV
and reducing the administrative burden

• Study how the biggest players in the industry implement CSV
- and learn lessons for your sector

• Network with people you need to know in the CSV world

How you will benefit from attending this conferenceDelegates at this conference will learn about

8.30 Registration & coffee

9.00 Chairman's opening remarks
Henrik Olsson, Clinical IS Quality & Compliance Team Leader,
AstraZeneca

INDUSTRY PERCEPTION – TOOLS, PROCEDURES AND INTERPRETATION

9.10 OPENING KEYNOTE
HOW CAN WE APPLY 'LEAN THINKING' TO CSV?
• The lean approach to achieve quality, a brief overview of how

companies apply lean to get it right first time
• Translating lean philosophies and principles into the CSV area
• Challenges in a regulated environment
Henrik Olsson, Clinical IS Quality & Compliance Team Leader,
AstraZeneca

9.50 THE ROLE OF QA DEPARTMENTS
• What is the role of QA in CSV?
• Where does CSV fit into the quality model?
• What tools can be used to expedite CSV?
• Minimum documentation requirements
Trev Simmons, Founder, a1 IT Compliance

CLINICAL RESEARCH AND DEVELOPMENT

10.30 CSV IN CLINICAL R&D
• GCP vs. CSV vs. common sense – where  does one start and the

other end?
• Problems and remedies in a research laboratory which analyses

clinical trial samples – practical experiences
• Relationships between different involved groups – technicians,

statisticians, research, informatics and quality
Willi Ramseier, Senior Systems Validation Analyst, Hoffmann-La
Roche

11.10 Morning coffee

RISK-BASED CSV

11.40 IMPLEMENTATION OF A RISK-MANAGED APPROACH TO
COMPUTERISED SYSTEMS VALIDATION
• Defining a computerised system
• Computerised Systems Risk Assessments
• How did we do it?
David Smith, PDQV Head of Validation Services, Hoffmann-La Roche

12.20 A RISK-BASED APPROACH TO A QUALIFIED INFRASTRUCTURE
• Trends in infrastructure management and control 
• How to identify gaps in your infrastructure qualification 
• Reducing cost while staying in compliance 
Javier Hernandes Navarro, Global Informatics Quality Senior
Specialist, Hoffmann-La Roche

1.00 Networking lunch

2.20 RISK-BASED CSV FOR GCP – A CASE STUDY

• Developing a new global SOP for the GCP area

• Experience at Bayer Schering Pharma

• Best practice tips

Olaf Moelders, Global IT/IS Validation Manager, Bayer Healthcare

3.00 THE SYSTEM ADMINISTRATION PROCESS - A RISK-BASED

APPROACH

• Brief introduction to the new ISPE GAMP Good Practice Guide "A

Risk-Based Approach to the Operation of GxP Computerised

Systems" 

• Case study: a scalable approach to system administration and

change management 

• The role of the System Administrator in maintaining the validated

state of a system 

• The implementation of an electronic system administration and a

change management support system 

• Benefits and lessons learned

Rob Stephenson, Consultant, Elmstone Systems

3.40 Afternoon tea

4.10 VENDOR AUDITS AND RISK-BASED CSV

• Minimising validation effort using a risk-based approach

• Using test and requirements management tools

• Vendor audits and the reuse of vendor specifications

Torben Thorhauge, Vice President, Life Sciences Consulting, NNIT

4.50 DOES RE-TESTING TESTED SYSTEMS ADD TO QUALITY?

• Testing of COTS / in-house developed systems

• Management of risks: criteria for test strategy

• Acceptance of risks: support by management

• Quality assurance through CSV

Birgit Kiene, Head of Computer Validation, Biopharmaceutical

Department, Boehringer-Ingelheim

5.30 Chairman’s closing remarks and close of day one



ax your registration to +44 (0)870 9090 712 or call +44 (0)870 9090 711

Computer Systems Validation
Day Two   22nd April 2010e.co.uk/csv.asp

Who should attend

• Systems Validation 
• Information Technology  
• Quality Assurance 
• Quality Control 
• Data Management 
• Auditing 
• Compliance 

Chief Executives, Vice Presidents, Heads, Directors,
Scientists and Project Leaders of

• Regulatory Affairs 
• Research and Development 
• Laboratory Systems Management 
• Software Quality Engineering 
• Project Development 
• Clinical Systems 
• Scientific Affairs

Delegates at our previous CSV
conferences came from a large
international base

8.30 Re-registration & coffee

9.00 Chairman's opening remarks
Mark Stevens, Managing Director, GxP Consulting

ASSURING QUALITY FOR QUALITY ASSURANCE

9.10 OPENING KEYNOTE
DEVELOPMENT AND MAINTENANCE OF IT SYSTEMS ENSURING
COMPLIANCE
• Keeping within frameworks of quality, security and segregation of

duties
• Including CSV in project management
• Maintaining validated status through efficient change control
• Conclusions from audits
Wolfgang Reh, Head of Global IT Quality & Security, Roche
Diagnostics

9.50 AUDITING GxP CRITICAL COMPUTERISED SYSTEMS
• Preparing for an audit – the perspective of the auditor and the

auditee
• Complying with regulators and ensuring ‘inspection readiness’
• Organising your human resources efficiently 
Reinhard Voglmaier, IT Systems Validation Manager,
GlaxoSmithKline

10.30 cGMP LAB AUTOMATION AND VALIDATION – OPERATIONAL
EXCELLENCE IMPLICATIONS
• Removing non value-added tasks from process workflow
• Applying a high level of customisation to the business process  to

match the software technology
• Product vs. project approach – reduction in implementation time
John Helfrich, Vice President GMP Automation Programs, VelQuest

11.10 Morning coffee

11.40 LABORATORY SYSTEM VALIDATION - STREAMLINING THE
APPROACH
• Hardware and software - a holistic approach 
• Leveraging the vendor’s qualification documents 
• Lab systems configuration control
Arthur Montague, Director, Tumont

12.20 VALIDATION CONSIDERATIONS FOR SOFTWARE FOR MEDICAL
DEVICES
• Device regulations
• Dose calculators and software
• What level of validation is appropriate?
• Issues to be considered?
Roger Buchanan, Computer Quality Consultant, Eli Lilly

1.00 Networking lunch

IN-HOUSE OUT-HOUSE

2.20 DO CSV CONSULTANTS HELP OR HINDER CSV?
• Benefits and risks of using consultants – the role of the consultant

• Hidden costs of using consultants – getting the correct type of

support

• Are consultants creating work for themselves?

Mark Stevens, Managing Director, GxP Consulting

3.00 QUESTION TIME
A chance for delegates to pose questions, suggestions, and problems

to a panel of speakers taken from both days of the conference

Panel includes:
Reinhard Voglmaier, IT Systems Validation Manager,

GlaxoSmithKline
Wolfgang Reh, Head of Global IT Quality & Security, Roche
Diagnostics
Mark Stevens, Managing Director, GxP Consulting
Arthur Montague, Director, Tumont
Javier Hernandes Navarro, Global Informatics Quality Senior

Specialist, Hoffmann-La Roche

3.40 Afternoon tea

4.10 A SENSIBLE APPROACH TO ELECTRONIC RECORDS AND
SIGNATURES
• The good, the bad and the downright ugly systems 

• Internet systems 

• Archiving data

George Cahill, CSV Consultant, Boehringer-Ingelheim and 4CSV

4.50 MERGING COMPANIES, MERGING CSV
• CSV implications for large pharmaceutical mergers

• Uniting CSV practice in both companies pre-merge

• Using merger as an excuse for overhauling CSV

Gillian Martindale, Director, GxP Compliance

5.30 Chairman’s closing remarks and close of conference



HALF-DAY PRE-CONFERENCE WORKSHOP
Tuesday 20th April 2010

1.30pm – 5.00pm
Crowne Plaza St James Hotel, London

An Enterprise Compliance
Management Solution for 

Validation of your CS

Overview of workshop
During this workshop Rescop B.V. will present their
paperless compliance solution to how you can improve
your compliance readiness of all your computerised
systems throughout the total live cycle of each system.
You can reduce your validation costs and resources
between 25% and 50% depending on your local
situation.

The RC-ECMS system is a web-based solution that
supply you a full control over all validation activities
needed.  The system makes it possible to define your
own validation approach for a given category and type
of system.  A central validation dashboard gives you full
control over all validation deliverables and the system
will automatically initiate and trigger validation
activities using your local email server.

1.30 Registration and coffee

2.10 Introduction of RC-ECMS
• Challenges for the industry
• Rescop philosophy for paperless

compliance
• Validation model of Rescop
• Document versus content management

2.50 Presentation of RC-ECMS: Part One
• Configuration items
• Asset and configuration management
• Validation Master Plan
• Establishing compliance

3.30 Afternoon tea

3.50 Presentation of RC-ECMS: Part Two
• Establishing compliance
• Maintaining compliance
• Scheduling and triggering
• Electronic logbook
• Pricing and hosting

4.30 Discussion session

5.00 End of workshop

About the workshop host
P.E.M. Vervoort RE CISA, Managing Director, 
Rescop B.V.

Piet has a Masters degree within IT-quality
and has more than 25 years of experience
within IT - his expertise is related to the
quality of IT within a complex organization.
He has worked for companies such as the
Dutch Police Force, and in the financial industry and
the pharmaceutical industry.  As a corporate IT-
compliance officer he was responsible for the
harmonisation of 21 CFR Part 11 for the manufacturing
sites of an international company.

About the organisation
Rescop B.V. (Regulatory System Compliance Partners)
is a company that supply innovative solutions for
companies who have to comply with regulatory
requirements for their computerised systems.  Beside
software solutions Rescop also supply consultancy,
audits and training for the validation of computerized
systems.

In association with



Want to know how you can get involved? 
Interested in promoting your

pharmaceutical services to this market?
Contact Kiran Sharma, SMi Marketing on 

+44 (0) 207 827 6050, or 
email ksharma@smi-online.co.uk

ABOUT THE SMI PHARMACEUTICAL TEAM
SMi have been involved in the pharmaceutical
industry since 1993 and have developed a series
of informative and niche events, covering the
latest issues and developments surrounding the
industry.  Events bring together senior industry
professionals and serving companies who have a
focus on being at the forefront of developments in
this area.  SMi aim to generate informed and
topical discussion through the medium of both
conferences and executive briefings.  Our
pharmaceutical events are research-based and
content driven with regular contact with major
industry personnel and cover a wide range of
industry sectors.  For more information, please
visit www.smi-online.co.uk/pharma.asp

PHARMACEUTICAL
FORWARD PLANNER

JANUARY 2010
18/19 Paediatric Clinical Trials
18/19 Models for Key Opinion Leader Management*
20/21 Pre-filled Syringes
27/28 Electronic Laboratory Notebooks

FEBRUARY 2010
01/02 Biomarkers Summit
03/04 Adaptive Designs in Clinical Drug

Development
10/11 Parallel Trade
15/16 Stem Cells
22/23 Drug Design

MARCH 2010
10/11       Imaging in Oncology
15/16       Pharmacovigilance
17/18 Superbugs & Superdrugs
24/25 Accelerating Patient Recruitment in

Clinical Trials

APRIL 2010
21/22 Asthma & COPD
21/22 Computer Systems Validation
26/27 High Throughput Screening
28/29 Controlled Release

MAY 2010
10/11 Generics, Supergenerics & Patient

Strategies
17/18 Clinical Trial Logistics

JUNE 2010
07/08 Pain Therapeutics
14/15 KOL Europe*
17/18 Global Protein Summit
28/29 RNAi, siRNA & miRNA
28/29 Pharmaceutical Portfolio &

Product Lifecycle Management

JULY 2010
05/06 Clinical Trials in Cancer
06/07 ADMET
12/13 In Vitro Diagnostics

* These conferences will take place
in mainland Europe.



COMPUTER SYSTEMS VALIDATION IN THE PHARMACEUTICAL INDUSTRY
Conference: Wednesday 21st and Thursday 22nd April 2010, Crowne Plaza St James Hotel, London      Workshop: 20th April 2010, London

4 WAYS TO REGISTER

FAX your booking form to +44 (0) 870 9090 712

PHONE on +44 (0) 870 9090 711

www.smi-online.co.uk/csv.asp

If you have any further queries please call the Events Team on tel +44 (0) 870 9090 711 or you can email them at events@smi-online.co.uk

□ Book by 22nd December to receive £300 off the conference price
□ Book by 12th February to receive £100 off the conference price

EARLY BIRD
DISCOUNT

Payment must be made to SMi Group Ltd, and received before the event, by one of the
following methods quoting reference U82 and the delegate’s name. Bookings within 7 days of
event requires a credit card as guarantee. Please indicate method of payment:
□ UK BACS Sort Code 300009, Account 00936418
□ Wire Transfer Lloyds TSB Bank plc, 39 Threadneedle Street, London, EC2R 8AU

Swift (BIC): LOYDGB21013, Account 00936418
IBAN GB48 LOYD 3000 0900 9364 18

□ Cheque We can only accept Sterling cheques drawn on a UK bank.
□ Credit Card □ Visa   □ MasterCard   □ American Express

All credit card payments will be subject to standard credit card charges.

Card No:  □□□□ □□□□ □□□□ □□□□
Valid From □□/□□ Expiry Date □□/□□
CVV Number □□□□ 3 digit security on reverse of card, 4 digits for AMEX card

Cardholder’s Name: 

Signature: Date:
I agree to be bound by SMi's Terms and Conditions of Booking.

Card Billing Address (If different from above):

CONFERENCE PRICES

CD ROMS/DOCUMENTATION

I would like to attend: (Please tick as appropriate) Fee Total

□ Conference and Half Day Workshop £1798.00 + VAT £2067.70

□ Conference only £1299.00 + VAT £1493.85

□ Half Day Workshop only £499.00 + VAT £573.85

PROMOTIONAL LITERATURE DISTRIBUTION 

□ Distribution of your company’s promotional

literature to all conference attendees £999.00 + VAT £1148.85

GROUP DISCOUNTS AVAILABLE

The Conference fee includes refreshments, lunch, conference papers and 

CD ROM containing all of the presentations.

I cannot attend but would like to purchase the following CD ROMs/paper copy
documentation: (Shipped 10-14 days after the event) Price Total
□ The Conference Presentations on CD ROM £499.00 + VAT £573.85
□ The Conference Presentations - paper copy £499.00 - £499.00

(or only £300 if ordered with a CD ROM)

VAT
VAT at 15% is charged on the attendance fees for all delegates. VAT is also charged on CD
ROMs and Literature Distribution for all UK customers and for those EU customers not
supplying a registration number for their own country here: _______________________

PAYMENT

POST your booking form to: Events Team, SMi Group Ltd, Great Guildford
Business Square, 30 Great Guildford Street London, SE1 0HS, UK

Payment: If payment is not made at the time of booking, then an invoice will be issued and must
be paid immediately and prior to the start of the event. If payment has not been received then credit
card details will be requested before entry to the event. CD ROMs will not be despatched until
payment has been received.

Substitutions/Name Changes: If you are unable to attend you may nominate, in writing, another
delegate to take your place at any time prior to the start of the event. Two or more delegates may
not ‘share’ a place at an event. Please make separate bookings for each delegate.

Cancellation: If you wish to cancel your attendance at a Conference and/or Briefing and you are
unable to send a substitute, then we will refund/credit 50% of the due fee less a £50 administration
charge, providing that cancellation is made in writing and received at least 28 days prior to the
start of the event. Regretfully cancellation after this time cannot be accepted. We will however
provide the Conference documentation on CD ROM to any delegate who has paid but is unable to
attend for any reason. Due to the interactive nature of the Briefings we are not normally able to
provide documentation in these circumstances. We cannot accept cancellations of orders placed
for Documentation or CD ROM as these are reproduced specifically to order. If we have to cancel
the event for any reason, then we will make a full refund immediately, but disclaim any further
liability.

Alterations: It may become necessary for us to make alterations to the content, speakers, timing,
venue or date of the event compared to the advertised programme.

Data Protection: The SMi Group gathers personal data in accordance with the UK Data Protection
Act 1998 and we may use this to contact you by telephone, fax, post or email to tell you about other
products and services. Unless you tick here □ we may also share your data with third parties
offering complementary products or services. If you have any queries or want to update any of the
data that we hold then please contact our Database Manager databasemanager@smi-online.co.uk
or visit our website www.smi-online.co.uk/updates quoting the URN as detailed above your
address on the attached letter.

Unique Reference Number 

Our Reference LVU82

Terms and Conditions of Booking

DELEGATE DETAILS
Please complete fully and clearly in capital letters. Please photocopy for additional delegates.

Title: Forename:

Surname: 

Job Title: 

Department/Division:

Company/Organisation:

Email:

Address: 

Town/City:

Post/Zip Code: Country: 

Direct Tel: Direct Fax: 

Mobile:

Switchboard: 

Signature:   Date:
I agree to be bound by SMi's Terms and Conditions of Booking.

ACCOUNTS DEPT

Title: Forename:

Surname: 

Email:

Address (if different from above): 

Town/City:

Post/Zip Code: Country: 

Direct Tel: Direct Fax: 

VENUE Crowne Plaza St James Hotel, Buckingham Gate, London SW1E 6AF

□ Please contact me to book my hotel
Alternatively call us on +44 (0) 870 9090 711, 
email: hotels@smi-online.co.uk or fax  +44 (0) 870 9090 712




