District of Columbia Municipal Regulations


10703
QUALITY AUDIT: TRAINED PERSONNEL 

10703.1
Each manufacturer shall establish procedures for quality audits and conduct such audits to assure that the quality system is in compliance with the established quality system requirements and to determine the effectiveness of the quality system. Quality audits shall be conducted by individuals who do not have direct responsibility for the matters being audited. Corrective action(s), including a re-audit of deficient matters, shall be taken when necessary. A report of the results of each quality audit, and re-audit(s) where taken, shall be made and such reports shall be reviewed by management having responsibility for the matters audited.  The dates and results of quality audits and re-audits shall be documented.

10703.2
Each manufacturer shall have sufficient personnel with the necessary education, background, training, and experience to assure that all activities required by this chapter are correctly performed.
10703.3
Each manufacturer shall establish procedures for identifying training needs and ensure that all personnel are trained to adequately perform their assigned responsibilities. Training shall be documented.
10703.4
As part of their training, personnel shall be made aware of device defects which may occur from the improper performance of their specific jobs.
10703.5
Personnel who perform verification and validation activities shall be made aware of defects and errors that may be encountered as part of their job functions.

 SOURCE: Final Rulemaking published at 60 DCR 10252 (July 12, 2013).
	
	Public Health and Medicine
22-B DCMR § 10703

	

	
	
	



