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PIC/S GUIDANCE GOOD PRACTICES FOR DATA MANAGEMENT AND INTEGRITY IN REGULATED GMP/GDP ENVIRONMENTS

6.

6.3.1

6.3.2

6.3.3

3 Quality culture

Management should aim to create a work environment (i.e. quality culture)
that is transparent and open, one in which personnel are encouraged to
freely communicate failures and mistakes, including potential data reliability
issues, so that corrective and preventive actions can be taken.
Organisational reporting structure should permit the information flow between
personnel at all levels.

It is the collection of values, beliefs, thinking, and behaviours demonstrated
consistently by management, team leaders, quality personnel and all
personnel that contribute to creating a quality culture to assure data quality
and integrity.

Management can foster quality culture by:

Ensuring awareness and understanding of expectations (e.g. Code of Values
and Ethics and Code of Conduct),

Leading by example, management should demonstrate the behaviours they
expect to see,

Being accountable for actions and decisions, particularly delegated activities,
Staying continuously and actively involved in the operations of the business,

Setting realistic expectations, considering the limitations that place pressures on
employees,

Allocating appropriate technical and personnel resources to meet operational
requirements and expectations,

Implementing fair and just consequences and rewards that promote good
cultural attitudes towards ensuring data integrity, and

Being aware of regulatory trends to apply “lessons learned” to the organisation.
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