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DEPARTMENT OF HEALTH & HUMAN SERVICES

Y
§: / Public Health Service
Sy (g Food and Drug Administration
et SOUTHWEST REGION

Office of the Regional

Food and Drug Director

7920 Elmbrook Drive, Suite 102
Dallas, TX 75247-4982
TELEPHONE: 214-655-8100
FACSIMILE: 214-655-8130

September 6, 2001

WARNING LETTER

CERTIFIED MAIL
RETURN RECEIPT REQUESTED 01-SWR-WL-74/0

Brent O'Brien

Radiology Director

Regional West Medical Center
Plaza South 4021 Avenue B
Scottsbluff, NE 69361

RE: Inspection ID - 1335120009
Dear Brent O'Brien,

On August 28, 2001, a representative 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: The system to communicate results is not adequate because:
-There is no system in place to provide timely lay summaries.

The specific problem noted above appeared on your MQSA Facility Inspection Report, which
was issued 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:



3

s

i

J

tantially comply with, or

ubs

vy



