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

September 25, 2000
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FACILITY ID# 171801 /'0 //f]/ (Y
Susap Breeden{ Admini.strator ‘ 24[///

Baptist Memorial Hospital - Huntingdon
631 R.B. Wilson Drive
Huntingdon, TN 38344

Dear Ms. Breeden:

Your facility was inspected on September 21, 2000 by a representative of the State of Tennessee on contract
to the Food and Drug Administration. This inspection revealed that your facility failed to comply w1th the
Quality Standards for Mammography (Standards) as specified in Title 21,
(CFR), Part 900.12, as follows:

Level 1
— Phantom QC records were missing for 4 weeks—for unit 1;-iiieneniimneuuineiiiy

Room: Mammography
Level 2

Not all positive mammograms were entered in the tracking system for site Baptist Memorial
Hospital - Huntingdon

These specific deficiencies appeared on the Post Inspection Report, which was sent to your facility by the
State inspector, along with instructions on how to respond to these findings. These deficiencies may be
symptomatic of serious problems that could compromise the quality of mammography at your facility and
potentially overexpose both patients and employees involved with mammography. Also, the inspector
made numerous recommendations based on inspectional observations which should be implemented to
better ensure quality mammography.

[t is your responsibility to ensure adherence to each requirement of the Mammography Quality Standards
Act of 1992 (MQSA) and FDA's regulations. You are responsible for investigating and determining the
cause of these deficiencies as identified and to promptly initiate permanent corrective action.

If you fail to properly address these deficiencies, FDA may, without further notice, initiate regulatory
action. Under MQSA, FDA may:

* impose civil money penalties on a facility of up to $10,000 for each
failure to substantially comply with, or each day of failure to comply
with the Standards.
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