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Background/Case Studies:

Heavily regulated organizations require visibility to metrics to determine the
overall health of the Quality System. This helps management make risk-based
decisions based on the information provided. However, as organizations
implement digital or automated solutions
including electronic Quality Management
Systems (eQMS), it can be difficult to
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analyze all the data necessary to drive
change and improve compliance. The
creation of a quadrant-based scorecard was
Implemented at our organization to provide
more transparency and help drive improved
compliance from all employees.
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The scorecard prioritized information that needed to be addressed by management and staff.

Results/Findings:
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Quality Metrics

Heavily regulated organizations like BioBridge Global July 2022
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as testing turnaround time, blood on hand, and first-time right metrics. Each

88% for blood operations and

decreased to 0 days in the processing lab. Overdue training decreased by 66%
and 50% in biomanufacturing and blood operations, respectively. Deviation
closure rates decreased by 40% in the Processing laboratory and 33% in blood
operations.

quadrant had a possible score of 25 points for a total possible score of 100
points. This scorecard was then distributed monthly to operational leadership
and placed on the company intranet for visibility by all staff. July 2022 was the
first month of scorecard use.The scorecard prioritized information that needed
to be addressed by management and staff. Actions were created and followed

up to improve the quality metrics. Conclusion:

The implementation of the Quality scorecard led to deviations closing faster
(40% and 33%),decreasing of training non-compliance (66% and 50%), and
timelier review of SOPs (88% and 100%) allowing for updates to occur more
readily. This increase in awareness and visibility has helped improve the
established culture of quality.
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