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BIOP is a well established CRO and IT Consulting Company in the
Pharmaceutical Industry based in Basel

We have broad experience working in the design, data management, analysis and
report writing of international clinical studies with local und multination pharmaceuti-
cal enterprises. Completing our CRO offering we provide IT consultancy services in
clinical system development, Computer System Validation and Compliance.

Besides a professional work environment in a cutting edge sector, we are proud to
keep alive BIOP values of openness, fairness, respect and conviviality. BIOP is
committed to creating a friendly, pleasant and stimulating surrounding in which the
individual, to the extent of his or her ambitions, can fully evolve through permanent
learning and stimulating assignments. Differences and individual preferences are
accepted and respected.

To strengthen our team we are seeking an experienced and motivated professional
to join us as:

Consultant
IT Compliance and Validation

Responsibilities:
Your main responsibility is to support and consult our customers in:

¢ Managing all quality aspects of all validation and qualification activities

e Liaising with IT and global project teams to effectively implement IT systems

e Preparing, reviewing or approving validation and qualification documentation, includ-
ing protocols and reports

e Supporting different activities of our customer’s Quality department

Requirements:

e Experience of working in a pharmaceutical GMP environment

o Extensive knowledge of and practical experience in Computer Systems Validation
and associated international regulations including Part 11 and Annex 11

¢ Knowledge of computerized system validation/qualification practices, documentation
and troubleshooting, including GAMP and ITIL

e Able to work under pressure and to support others within the team

¢ Flexible and adaptable with strong customer management skills

e Excellent command of English
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We offer:

¢ Inspirational working environment
¢ Self-management and independence in a motivated team
e Competitive salary and interesting working conditions

Application:
If you fit this profile or have any questions, please contact:

Yves Sutsch, +41 61 227 94 33 (yves.suetsch@biop.ch).




