The Detroit Medical Center’s Quality Management System Re-Design and ISO 9001:2000

The implementation of the ISO 9001:2000 quality management system standards, once thought as set of standards for manufacturing, is rapidly moving into the health care sector. As the health care industry’s customer base is demanding safe, effective and efficient delivery of health care services, the ISO 9001:2000 standards can assist health care organizations to accomplish these goals. The ISO standards form the foundation for a more robust quality management system that focuses on continual improvement, establishing and maintaining an effective internal audit program and identification of opportunities for preventive and corrective action.


The Detroit Medical Center’s senior level management made a commitment to pursue registration to an external set of quality standards and chose the ISO 9001:2000 system to achieve this goal.  Initially, four areas across all seven hospitals were selected for the scope of this project.  These areas included:  the Laboratory, Pharmacy, Epidemiology, and Respiratory Therapy services.  The strategy was to build on our existing performance improvement model and develop new procedures, as we needed them, rather than develop a whole new system of documentation.  The generic nature of the ISO standards presented a barrier, as they do not dictate what must be done; the system must define how the standards will be met.  The development of the internal audit process was a particular challenge, but has proved to be a valuable tool for management and staff as opportunities for improvement are identified, documented and acted upon. 


It became apparent as we progressed with the internal audit process that we had identified processes that could have impact on patient safety.  Calibration schedules for some pieces of medical equipment had to be initiated in order to ensure that treatment was being delivered safely and patient goals could be met.  Issues related to document control have allowed us to identify and remove obsolete policies, procedures and other documents in order to ensure that employees are working from accurate and current documents, which decreases the risk for error.  


The DMC intends to expand the scope of the quality management system to include all hospital departments.  This will allow us to focus further on the quality of care delivered to patients, safety practices, and business results.   







