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6.1.4 Good data governance in ‘open’ cultures may be facilitated by employee
empowerment to identify and report issues through the Pharmaceutical Quality System. In
‘closed’ cultures, a greater emphasis on oversight and secondary review may be required
to achieve an equivalent level of control due to the social barrier of communicating
undesirable information. The availability of a confidential escalation process to senior
management may also be of greater importance in this situation, and these arrangements
should clearly demonstrate that reporting is actively supported and encouraged by senior
management.
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6.2.6 There should be a confidential escalation program supported by company policies and
procedures whereby it encourages personnel to bring instances of possible breaches of
policies to the attention of senior management without consequence for the
informer/employee. The potential for breaches of the policies by senior management should
be recognised and a suitable reporting mechanism for those cases should be available.
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