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g @ DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health
s

'\%m Food and Drug Administration
New Orleans District Office
6600 Plaza Drive, Suite 400
New Orleans, LA 70127

August 21, 2001

VIA FEDERAL EXPRESS
FACILITY ID# 206177

Sylvia Sumners, Vice President
Ambulatory Services

Shelby Baptist Medical Center
1004 First Street North, Suite 100
P.O.Box 488

Alabaster, AL 35007

Warning Letter No. 01-NSV-38

Dear Ms. Sumners:

Your facility was inspected on August 7, 2001 by a representative of the State of Alabama on contract to
the Food and Drug Administration (FDA). This inspection revealed that your facility failed to comply with
the Quality Standards for Mammography (Standards) as specified in Title 21, Code of Federal Regulations
(CFR), Part 900.12, as follows:

Level 2 (Repeat Finding)

Corrective action before further exams, for a failing image score, or a phantom background optical
density, or density difference outside the allowable regulatory limits, was not documented for unit 1,
' ‘ Room 2

Corrective action before further exams, for a failing image score, or a phantom background optical
density, or density difference outside the allowable regulatory limits, was not documented for unit 3,
' ' Room 3

A finding concerning the failure to document a failing image score for unit 2, @i N

A N , MAMMO Room 1 was also noted during your facility’s August 10, 2000
inspection. Your facility responded to this finding with a letter to this office dated September 18, 2000
and again with a facsimile dated January 17, 2001 as a result of the follow-up letter from this office
dated September 28, 2000 stating that your initial response was inadequate in that it did not include a
plan of action to ensure that a similar noncompliance would not recur. Your faxed document included a
policy statement assuring FDA that your facility would comply with all conditions to meet health and
safety requirements.

NOTE: It was observed and documented at the time of the August 7, 2001 inspection that all phantom
image charts for Unit #2 room 1 were missing from August 15, 2000 through December 8, 2000. These
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