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Frederic Mattes, M.D.
Mammography Medical Director
X-Ray Associates,Inc.
5757 Monclova Rd.
Maumee, OH 43537

Facility l.D.# 146494

Dear Dr. Mattes:

Your facility was inspectedon November 2 I, I996 by a representativefrom the Stateof Ohio
radiationcontrolprogramunderUMtmCXto b F~ A x Administration. This inspection
revealed that your f~ility failed to comply with the Quality Standardsfor Mammography
(Standards)asspecifiedin Title 21, ~ (cm),Part900. !2, as follow!K

Your recordslack therequiredinformation that~.amedi~ *icist

d

is qualified to perform q@ WWWKX SLUWYof your facility Your records did not
demonstratethat ISstatelicensedor stateapprovedas a medical physicist
or haseitherboardcetiification from any of the approved organizations or the requisite
education,training andexperience.

The specificdeficiencynotedaboveqpeared undertheImel 1 headingonyour MQSA Faetlity
hqxction Report, which was issuedat t~ close of the inspection. This deficiency maybe
symptomatic of setious underlying @Jcrns tht could compromise the quality of
mammographyat your facility.

In addition. your responseshouldaddr=s the l-eve! 2 noncompliance* was listed on the
inspectionreportprovidedto YOUat the CIOW of the inspection. This Level 2noneompliatms
is:

M were inadequaterecordsmqrding :k inteqx~ing physician’sinitial experience
readingandinterpretingmammogramsof at least240 patientsin 6 monthsfw~
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I’hcotherIttimsIisttxlw yourNovcmbw 21. 1% inspectionreport identified as l.wcl 3 should
also be wrwtcd Wc W;ii vcrIiv correctionof theseitemsduring our next inspectionandyou
arc not required to itddrcssthis in your written response

1[isyour responsibilityto ensuremfhercnccto each requirementol’the Mammography Quality
StandardsAct of 1992( MQSA) and FDA’s regulations. You are resportsiblefor investigating
and dctcrminmg the causesof the deficiencies that the inspection identifies and promptly
initiate permanentcorrective actions.

If you fail to promptly correct thesedeficiencies, FDA may, without further notice, initiate
regulatoryaction. Under MQSA, FDA may:

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

● suspendor revoke a facility’s FDA certificate for failure to comply with the Standards.

s seekan injunctionin f~ral courtto prohibitanymammographyactivity thatconstitutes
a seriousrisk to humanhealth

Withtn 15 working daysaf?erreceiving this letter, you shouldnotify FDA in writing of

● the specitlcstepsyou havetaken to awed all of the violationsnoted in this letter

● each stepyour facility is taking to prevent the recurrenceof similar violations;
and

● sample records that demonstrate proper recordkeeping procedures, if the
noncompliancesthatwere foundrelateto qualitycontrolor otherrceords(Note Pmieat
names or idcntifkation should be dekted from ●ny copiessubmitted).

If your facility is unable to completetk mm=tive acti~ within 15wofking days,you should
statethe reasonfor the delay andthe time within which k correctionswill bc completed.
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Also. senda copyto the State radiationcontrol office:

MS Cynthia I.. Grant
Ohio Departmentof }icaich
oiiver i?.Ocaseli
GovernmentCltllcc Building
161 S. High St.. Suite 400
Akron, 01-i 44308-1616

if you have any questionsregarding this kttcr or how to ensureyou arc meeting MQSA
standards,pleasecall R. Terry Bolen at (5 13)684-3501, extension 138.

Sincerelyyours, .

gR+
Y~ District Director

Cincinnati District Otl%e
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