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WARNING LETTER
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Michelle Taylor

Manager

Rose Women's Center at Littleton

200 West Littleton Blvd.

Littleton, CO 80120
RE: Inspection ID - 1628420009

Dear Ms. Taylor,

On November 20, 2001, a representative of the State of Colorado acting in behalf of the Food
and Drug Administration (FDA) inspected your facility. This inspection revealed a serious
regulatory problem involving the mammography at your facility.

The Mammography Quality Standards Act of 1992 requires your facility to meet specific
standards. These requirements help protect the health of women by assuring that a facility can
perform quality mammography. The inspection revealed the following level 1 finding at your
facility:

Level 1: Processor QC records in the month of 7/2001 were missing for at least 30% of
operating days, for processor 1, Kodak, X-OMAT.

The specific problem noted above appeared on your MQSA Facility Inspection Report, which
was 1ssued to your facility at the close of the inspection.

Level 1 findings may be symptomatic of serious underlying problems that could compromise the
quality of mammography at your facility. They represent a serious violation of the law which
may result in FDA taking regulatory action without further notice to you. These actions include,
but are not limited to:

- Placing your facility under a Directed Plan of Correction.
- Charging your facility for the cost of on-site monitoring.
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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 aii 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, —
N\ ( —_—
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Gary L. Pierce
Regional Food and Drug Director



