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On July 11-13, 2001 and August 6-8, 2001, representatives of the Food and Drug Administration
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(FDA) conducted an investigation at your facility. This investigation reveaied a serious
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regulatory problem involving the mammography at your facility.
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These findings are symptomatic of serious underlying prot
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e Placing your facility under a Directed Plan of Correction.
Charging your facility for the cost of on-site monitoring.

e Assessing civil money penalties up to $10,000 for each failure to substantially comply with,
or each day of failure to substantially comply with, the Standards.
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e Suspension or revocation of your facility’s FDA certificate, or obtaining a court injunction
against further mammography.

In addition, we have asked the American College of Radiology (ACR) to conduct an Additional
Mammography Review of mammograms done by your facility during the time frame when
phantom images were falsified (we have enclosed a copy of 21 CFR 900.12(j) as a reference).
The ACR will contact you regarding the selection of films for this review. Also, -
W M.D., who is the R - - S
_ — has agreed to evaluate a sample of 30

mammograms from your famhty as an additional review. We will contact you at a later date
regarding how you should select these 30 mammograms.

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

» The specific steps you have taken to correct all of the violations noted in this letter

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

e Equipment settings (including technique factors), raw test data, and calculated final results,
whora annranriate
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s Sample records that demonstrate proper record keeping procedures, if the findings relate to
quality control or other records (Note: Patient names or identification should be deleted from
nexy mmmiaa orileemartia )
d.lly COUPICS sSuviliilicd).
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may require you to take additiona

You may obtain general information about ali 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.
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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,
\ /’\
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Gary L. Pierce

Regional Food and Drug Director

Enclosure: 21 CFR 900.12(j)



