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This document is intended to provide guidance to mammography facilities and their personnel. It represents the Food and Drug Administration’s (FDA) current thinking on the final regulations implementing the Mammography Quality Standards Act (MQSA) (42 U.S.C. 263b). This guidance updates the Policy Guidance Help System and addresses or contains the following:


	Updated contact information for accreditation bodies and certification agencies;
	General guidance regarding Additional Mammography Reviews (AMRs);
	Previously approved alternative standards;
	Centers for Medicare and Medicaid Services (CMS) reimbursement;
	Mechanisms to inform physicians and patients of mammography results;
	Mammographic modality and its impact on personnel requirements;
	Clarification of the personnel 6-month exemption period;
	Information on calibrating the air kerma measuring instrument;
	Medical physicist involvement as it applies to cassette replacement;
	Full Field Digital Mammography (FFDM) and use of single-use cushion pads;
	Quality control testing of computer controlled compression devices;
	Mammography equipment evaluations of laser printers;
	Quality control testing of monitors and laser printers;
	Mammography equipment evaluations of new FFDM units; and
	Mammography equipment evaluations of off-site laser printers and monitors.
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