519714

& %, TN ATNTRATIATI AT FTTY AT ATT 0 TETTE A A BT SN LT 7w o~wm oy
S / DErARKINMENT UY HEALLIHR & HUMAN DERKVICLED
F /4 Puhlics Haalth Qarmvrica
i ‘r 4 UuUliv 1ivalilil ovi vivwe
= ; Faood and Dmo Adminictratinn
) AVUUL duil riug AUiUiiSu ativil

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

MNAMDTIDTLN RAATY
CLERLIIFILD VIAILL
RETURN RECEIPT ““Q'YESTEB 02-81"11\-1‘ rL_G ‘/’8

711
Ul .
S 1% A N Y AN
Qu 1 ASSUrdncc Lompiiance v anager
1t . T Y. _a TN VRSN « B o DESESE. LA o SRS
aauy JODC DIreast u1agnosuc (4 L,OUIISClng cenier
[+ XaYaTa i &) ™ _11__ 5
OLUVU L. DCI1IVIC
™. 1 - 1 NN ON11 1
g1 004, LU dVU1L11l
no ) PPN b Y 1NA1 1 INNNN
R, UISpoCuoI 1V - 1U411 /UUVU”
™ . N YYIT___at o ___
LJEar ivis. vvorindiii,
Vo YO o WSy R, Ya 1 ~NN1 e e e e A M2V OVai_ i LN Y1 a" - 1 1 E W ~ .1 - . .
Un UCLODET 22, ZUVUI, a reépresentatve ol tne staie o1 Loloraqo acting in behalf ot the Food and
Drug Administration (FDA) inspected your facility. This inspection revealed a serious
regulatory problem involving the mammography at your facility.
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1'ne Mammograpny Quaiity Standards Act of 1992 requires your faciiity to meet specific
standards. These requirements help protect the health of women by assuring that a facility can
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perform quality mammography. The inspection revealed the following repeated level 2 findings
at your facility:

Level 2 repeat: Failed to produce documents verifying that the interpreting physician (i
SN met the continuing experience requirement of having interpreted or multi-read 960
mammograms in 24 months.

Level 2 repeat: Failed to produce documents verifying that the interpreting physician P
@ et the continuing experience requirement of having interpreted or multi-read 960
mammograms in 24 months.

The specific problems noted above appeared on your MQSA Facility Inspection Report, which
was issued to your facility at the close of the inspection.
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[A finding is considered a repeat finding if the same type of violation was cited during the
previous inspection, whether or not the finding is associated with the same piece of equipment
(x-ray unit, processor, or darkroom) or the same personnel in a given category.]

Level 2 repeat findings may be symptomatic of serious underlying problems th
compromise the quality of mammography at your facility. T
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y result in FDA taking regulatory action without
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- Sample records that demonstrate proper record keeping procedures, if the findings relate to
quality control or other records (Note: Patient names or identification should be deleted from
any copies submitted).

Please submit your response to:

Deborah M. McGee, Radiation Specialist
Food and Drug Administration

7920 Elmbrook Drive, Suite 102

Dallas, TX 75247-4982

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 all 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,
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Gary L. Pierce

Regional Food and Drug Director



