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Food and Drug Administration

Atlanta l)hstnct ,p,je, l ’T “ J

60 8th Street, N.E,
Atlanta, Georgia 30309

August 26, 1997

CERTIFIED MAIL
RETURN RECEIPT REQUESTED

Harrison Trammel, CEO
Roper Hospital, Inc.

316 Calhoun Street
Charleston, SC 29401-1125

WARNING LETTER

Inspection ID: 1344600003

Dear Mr. Trammel:

Your facility was inspected on 7/9/97 by a representative of the South Carolina Department of
Health and Environmental Control acting on behalf of the Food and Drug Administration (FDA).
This inspection revealed that your facility failed to comply with certain Quality Standards for

Mammography as specified in Title 21, Code of Federal Regulations (CFR), Part 900.12, as
follows:

The number of masses scored in the phantom image was 1.0 and did not meet the
required number.. KThe minimum number required for masses is 3: (EEN:GE——
RIS  Mammo.

The specific deficiency noted above appeared under the Level 1 heading on you
Inspection Report, which was discussed with you at the close of the inspectior
may be symptomatic of serious underlying problems that could compromise the
mammography at your facility.

or base+f02 out of control?
Mammo.
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Please send the original copy of your response to:
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With a copy to:

South Carolina Department of Environmental Control (DHEC)
2600 Bull Street

Columbia, South Carolina 29201

Attn: Claudia Wheeler

[NOTE: If phantom image is required for corrective action, please submit to S.C. Bureau of
Radiological Health.]

You may choose to address both FDA and State requirements in your response. If you have any
questions regarding this letter or how to ensure you are meeting MQSA standards, please call
John J. McCall at (404) 347-3162.

Sincerely yours,

Ballard H. Grahéin, Director
Atlanta District



