Integrating Risk Management and Quality Control

When you integrate processes for risk management and quality control, you can
achieve lower costs, greater efficiency and superior product quality. Follow these
guiding principles to establish enterprise compliance management.

Manage risk from the top down. When management defines quality policies, they
should include written procedures for the analysis, evaluation, and control of risks.
They should keep in mind that risk management is necessary throughout the product
life cycle, from design and development through post-market quality management.

Continually perform risk activities. Streamline efforts by making risk assessment
and control part of your regular quality activities. For example, you should always
identify, assess and work to minimize the risks associated with any product problem.
Keep trending data so you can quickly identify any kind of product issue. Continually
evaluate the risks associated with the performance of quality activities.

Centralize document control.  Keep all compliance-related documentation in one
electronic document control system. You'll improve security and accessibility while
simplifying procedures for employee and management review.

Establish a communications system.  Both standards require management and
employees to review and sign off on documentation. Establish one set of procedures
for disseminating information about all compliance activities — whether through
email, a centralized database, or some combination of the two.



