District of Columbia Municipal Regulations


10712
PROCESS VALIDATION

10712.1
Where the results of a process cannot be fully verified by subsequent inspection and test, the process shall be validated with a high degree of assurance and approved according to established procedures. The validation activities and results, including the date and signature of the individual(s) approving the validation and where appropriate the major equipment validated, shall be documented.


10712.2
Each manufacturer shall establish and maintain procedures for monitoring and control of process parameters for validated processes to ensure that the specified requirements continue to be met.
10712.3
Each manufacturer shall ensure that validated processes are performed by qualified individual(s).
10712.4
For validated processes, the monitoring and control methods and data, the date performed, and, where appropriate, the individual(s) performing the process or the major equipment used shall be documented.
10712.5
When changes or process deviations occur, the manufacturer shall review and evaluate the process and perform revalidation where appropriate.  These activities shall be documented.

SOURCE: Final Rulemaking published at 60 DCR 10252 (July 12, 2013).
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