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Comments from Anthony Trill
Anthony Trill, a keynote speaker at recent international conferences
and senior inspector for the UK Medicines Control Agency, has given
his views concerning the validation of computerized systems in the
regulated pharmaceutical sector. Trill
current thinking, is given below:
“The validation of computerized systems should involve the formal
assessment and reporting of quality and performance measures for all
the life-cycle stages of software and system development, its
implementation, qualification and acceptance, operation,
modification, requalification, maintenance, and retirement — such
that both the regulated user and competent authority have a high
level of confidence in the integrity of both the processes executed
within the controlling computer system(s) and in those processes
controlled by and/or linked to the computer system(s) within the
prescribed operating environment(s).”
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