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IX% Dr. Waters:

Your faciMy was inspected on September 10, 1998 by a representative from the Food and
Drug Administration (FDA). Our inspection revealed a serious regulatory problem involving
mammography performed at your facility.

Under a United States Federal law, the Mammography Quality Standards Act of 1992, your
facility must meet specific requirements for rnarnm
the public health by

ography. These requirements help protect
assuring that a facility can perform quality mammography. The

inspection nxmaled the foIlowing Level 1 tinding at your facility:

During y= annual MQSA inspxtion, conducted March 27, 1998,~
wascited for failing tocomplete aminimum of15 creditsin ~my Over a 3-
yearperiod. Hewasgiven 90daysfkom thedateoftbat hwp@iontomeetthis
rqirematwhik uwimdngtoread Tmammqgramsiudependemtly. The 90day period
ended on Jnne2S, 1998. ~fidIed toearnthenewsary credits by this date,
but did complete the American College of Radiology’s Breast Disease II Syllabus on
July 17, W& Under MQS~ as required to cease independent
~~of~ at the end of the 90-day time period until he eompleled
15 -~ ~ ~YO R- cO= * Y- f=W’ ~~-e ~ * 1-
37patkmtmmbtiom Were intqmted b~ the 3-week period he was
required to cease indepeademt MerpmdOn.
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Because this violation may be symptomatic of serious underlying problems that could
compromise the quality of mammography performed at your facility, it represents a violation
of the law which may result in FDA taking regulatory mtion wi~out ~er notice to YOU.
T@w.actioms incl@e, but are not limited to, placing your facility under a Directed Plan of
Co*@OIU clki@@”yw” kility for the cost of on-site mo~toring; ==ss~g ci~l mow’
~t$$s ‘iIP’t6$la;~ for * ftil~ to subs~ti~ly WUWIY~h OK-h *Y Off~WC tO

,.. 6tl@4#@~’@@f~w@, MQSA standards; suspension or revocation of your facili~’s FDA
““:- - ~titi tifQ@J@g i”* wunction ag~ -r ro~hy+... , .. .... .....‘.’:,~..,;..!,: ~ .l,.<.!”,..’.:.:;. *,.:,y,-. ,,,.,,,.,.’:.,:!. .:. -:,!..,.,./...;,., I?~ - for ~~” “toact& this matter immediately. Please explain to this offke in

- “yJ~Wj$.@jj‘kJi*,,Ift@n (M) working days from the date you mccive this letter:...

,.:.-.”;.-..+.,. ;;:+% ;.+;j,>”::>“;.’,,,..
.. ....... W@~fi~*ps ym ~ve tin to correct the violation noted in this letter.

,:
..! ., :.

?- ... i~~h” 4* “y*&ii@y ii &king to prevent the recurrence of similar violations.., .,- .,.. ...””+“,,..’ ““.:..-. .... .
wiiii”subxxiityour responseto:..

Food and Drug Administration
900 Madison Avenue
Baltimore, Mruyland 21201
Attn: Wiley T. Williamson, III

Compliance Officer

Finally, you should understand that there are many FDA requirements pertaining to
mammography. This letter pertains only to deficiencies noted during our inspection and does
not necessarily address other obligations you may 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, Maryland 21045-6057 (1-800-838-7715), or through the Internet at
http: //www.fda.gov.

If you have any specific questions about mammography facility requirements or about the
content of this letter, please feel free to contact Elizabeth A. Laudig at (410) %2-3591, Ext.
159.

Sincerely yours,

.


