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DATA PROTECTION
ISSUES IN THE
PHARMACEUTICAL
INDUSTRY

Topics to be covered at this meeting include:

m Data Protection Principles - Overview of European Data
Protection Legislation

m Impact of Legislation on Drug Development and the
Industry

m Data Processing and Data Export

m International Issues - Global Development
Programmes, Exporting Data
m Data Protection, the Patient and Medical Ethics
I
Chairman:
Dr Peter Feldschreiber 4 New Square, Lincolns Inn
Speakers:
Dr Grant Castle Covington & Burling
David Evans information Commissioners Office
Dr Darren Shickle uUniversity of Sheffield
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INTRODUCTION

Legislation on data protection is having a
significant impact on the work of the
Pharmaceutical Industry. The seminar will
examine the effects European and UK Laws
will have on clinical development, market
support of new medicines and
pharmacovigilance. Topics will include the
philosophy and objectives of the European
Data Protection Directive, the UK Data
Protection Act, the concepts of consent,
processing, sensitive data, safe havens, the
types of research affected by data protection
as well as strategies for the future. The
relationship between data protection and
intellectual property will also be covered.

WHO SHOULD ATTEND

This meeting will be of relevance to
personnel working within the
Pharmaceutical Industry, including Medical
and Clinical Research Directors, Regulatory
Affairs Directors/Managers, Clinical
Research personnel, such as CRO
Managers, Senior Monitors as well as in-
house Legal Counsel, Data Management and
IT Personnel.

DOCUMENTATION

Delegates will receive a course material
folder containing comprehensive
documentation provided by the speakers,
which will be a valuable source of reference
for the future.

FORTHCOMING EVENTS

For a full list of forthcoming conferences
and seminars please visit our website at:
www.management-forum.co.uk.

You may make a registration and request a
brochure on-line.

A Certificate of Attendance for
Professional Development will be
given to each participant who
completes the course.

CHAIRMAN

Dr Peter Feldschreiber is a barrister at 4
New Square, Lincolns Inn specialising in
Medical Law. He is also a physician and has
held international medical director posts in
research and development in the
Pharmaceutical Industry. Currently he
holds appointments as medical assessor to
the Medicines and Healthcare products
Regulatory Agency (MHRA) and special
litigation co-ordinator to the Committee on
Safety of Medicine (CSM).

SPEAKERS

Dr Grant Castle is an Associate at
Covington & Burling. His practice covers the
regulation of pharmaceuticals, medical
devices and chemicals under European
Community law and the national laws of the
EC Member States. Grant received a BSc in
Chemistry with first class honours from
Imperial College of Science, Technology and
Medicine in London in 1991 and a PhD in
Organic Chemistry from Trinity College,
University of Cambridge in 1994. He is a
Chartered Chemist, a Member of the Royal
Society of Chemistry and a Member of the
Law Society of England and Wales.

David Evans is Healthcare Compliance
Manager, Office of the Information
Commissioner’s Office (formerly the Office
of the Data Protection Commissioner). The
main issues for the Health Sector include
the use and disclosure of medical data,
accuracy issues and subject requests.

Dr Darren Shickle is Clinical Senior
Lecturer for the Public Health Section at the
School of Health and Related Research at the
University of Sheffield. He is also an
Honorary Consultant at North Eastern
Derbyshire PCT. He has recently completed
a major research project funded by the
Department of Health examining public
attitudes to privacy and use of personal
health information.

PROGRAMME

P Chairman’s Welcome and
Introduction
Dr Peter Feldschreiber 4 New Square

P Introductory Overview —
The Areas and Purpose of the
Law, Human Rights and the
Balance between Patients and
Research and Industry

* Introduction to Data Protection in the
Pharmaceutical Industry

* Overview of European and UK law

drug development and the industry
» Sensitive data
» Data processing and data export
* Medical records
Dr Peter Feldschreiber 4 New Square

P Detailed Review of the Data
Protection Legislation and its
Mechanics
» The Data Protection Directive
» National implementations

- The Data Protection Act

- Other examples
» The Safe Harbor Agreement
* Clinical Trials

- The Clinical Trial Directive

- Study sponsors

- Anonymisation of data

- Rights of access

- Further research

- Consent

- Contractual arrangements

+ Areas of law that specifically impact on

* Pharmacovigilance
- Follow-up issues
» Other research
+ Potential liability issues
» Data Protection case studies
Dr Grant Castle Covington and Burling

P Data Protection Principles
+ Fair and lawful processing
» The research exemption
+ Security of personal data
» Overseas transfers
David Evans Information Commissioners Office

P Data Protection, the Patient
and Medical Ethics

» What do the public think about the
use of their personal health
information by the Pharmaceutical
Industry?

» Empirical quantitative and
qualitative research findings on
public attitudes to use of personal
health information

+ Specific public response to issues
within the Source Informatics case

+ Willingness of the public to allow
access to their information, even
by commercial organisations,
provided it is in the public interest

 Implications for the
Pharmaceutical Industry

Dr Darren Schickle University of Sheffield

P Panel Discussion

P Close of Meeting




