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Division of Quality Management Systems (DCDMDD).

Ensures that all generic drug review and decision-making activities are well
documented and follow a clearly defined, rigorous scientific and regulatory review
process.

Develops, implements, and supports procedures for continuous process
improvement to enhance the efficiency of Office of Generic Drugs.

. Tracks all review activities and delivers non-biased data for monitoring and

analyzing work progress, deliverables, process improvement, and resource
allocation.

Monitors, documents and supports the development of employees through
appropriate skill and knowledge-based training. Ensures that employees are
properly equipped for and matched to the type of work for which they are
responsible.

Authority and Effective Date.

The functional statements for the Division of Quality Management Systems were
approved by the Secretary of Health and Human Services and effective on
December 14, 2018.
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The following is the Department of Health and Human Services, Food and Drug
Administration, Center for Drug Evaluation and Research, Office of Generic Drugs,
Office of Regulatory Operations, Division of Quality Management Systems
organizational structures depicting all the organizational structures reporting to the
Director:

Division of Quality Management Systems (DCDMDD)
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