Guidance for Closing a Mammography Facility

A mammography facility must do all of the following to close its mammography operations: 
1. 
Inform its accreditation body, American College of Radiology (ACR), that it will no longer be performing mammography;

2. 
Notify the California Department of Public Health, Radiologic Health Branch (RHB) in writing regarding the item 3 below and submit a completed Radiation Machine Registration form (RH2261);

3. 
Arrange for transfer of each patient’s medical record (original mammography films and reports) to the mammography facility where the patient will be receiving future care, to the referring physician or health care provider, or to the patient. This transfer will address the requirement that the facility maintain the patient’s permanent medical record for a period of not less than 7 years, or not less than 10 years if no additional mammograms have been performed at the facility. The facility should make reasonable attempts to inform its patients of how they can obtain their mammography records. 



Or

Medical facilities that remain open but have permanently ceased  performing mammography may choose to keep their patients’ medical records rather than transfer them to another facility .


Or

Facilities may store the medical records in a hospital or make arrangements to warehouse the records. The facility should assure that there is a mechanism to release the films to the appropriate entity when requested and that former patients are made aware of that mechanism. It should be noted that if no one else is willing to accept the records, the facility remains responsible for them. 

The referenced information (#3) should be sent to both RHB and FDA, respectively, to the following addresses:
California Department of Public Health

Radiologic Health Branch, MS 7610

Attn: Registration Unit, Mammography Program

PO Box 997414

Sacramento, CA 95899-7414

FDA/CDRH/OCER/DMQRP

Attention: Closed Facility Notification of Records Retention

1350 Piccard Drive, HFZ-240

Rockville, MD 20850

4.
When the facility ceases operation, the MQSA, ACR, and California certificates            may not be displayed. The facility may file or destroy its FDA MQSA certificate. The State certificate(s) must be returned to the Radiologic Health Branch.
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