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- Assessing civil money penaities up to $10,000 for each failure to substantially comply with, or
each day of failure to substantially comply with, the Standards.

- Suspension or revocation of your facility’s FDA certificate, or obtaining a court injunction
against further mammography.

In addition, the inspection revealed the following level 2 finding:

Level 2: Processor QC records were missing 4 consecutive days for processor 1, Kodak,
X-OMAT, room mobile darkroom.

We have received your documentation submitted in response to the noncompliances found
during the inspection. Based on a review of the documentation, your facility has addressed the
Agency's immediate concerns regarding the missing processor and phantom QC records.

Please be aware that it is your responsibility to ensure adherence to the requirement of the
Mammography Quality Standards Act of 1992 and FDA's regulations. It is your responsibility to
investigate and determine the causes of any problems within your program and promptly initiate
permanent corrective actions.

It is necessary for you to act on the specific matter listed below. You are required to respond to
this office in writing within fifteen (15) working days from receipt of this letter. Please address
the following:

- Each step your facility is taking to prevent the recurrence of similar violations.

Please submit your response to:

Deborah M. McGee, Radiation Specialist
Food and Drug Administration

7920 Elmbrook Drive, Suite 102

Dallas, TX 75247-4982

This letter pertains only to findings of your inspection and does not necessarily address other
obligations you have under the law. You may obtain general information about all of FDA’s
requirements for mammography facilities by contacting the Mammography Quality Assurance
Program, Food and Drug Administration, P.O. Box 6057, Columbia, MD 21045-6057 (1-800-
838-7715) or through the Internet at http://www.fda.gov.

If you have more specific questions about mammography facility requirements, or about the
content of this letter, please feel free to contact Deborah M. McGee at (214) 655-8100 ext. 138.

Sincerely yours,

A A \_\
Now | & o
Gary L. Pierce
Regional Food and Drug Director




