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,. April 25, 1997

m q J% AssbtantAdminMrator
RowanRegionalMedicalCenter- Mobile
612MocksvilleAve.
Salisbury,NC 28144

InspectionID: 213884

●
Dear Mr. Kirk

Your fhoilitywas inspectedon 4/10/97, by a representativeof the North CarolinaDepartment
of Environment, Hcahh, and Natural Resources acting on W of the Food and Drug
Adminktration(FDA). This inspectionrevealedthat your facilityfidledto comply with certain
Quality Standards for Mammographyas specifiedin Title 21, W of F~

.

(m), Part 900.12,as follows:

The number of masses scored in the phantom image was 1.5 and did not meet the
required numberof 3.0 for the mobile-unit.

The qmdfio defiokndes noted above appcard under the Level 1 heading on your MQSA
fadlity Inspwtion Report, which was issuedat the cl~u of the inspection. ‘Ike deficiencies
may be symptomaticof serious underlying problems that could compromise tic quality of
mammographyat your Mlky.

It is your responsibilityto ensure adherenceto each requirenmt of the MammogmphyQ~v
Standad$ Act of 1992(MQSA)and FDA’s regulations. You are responsible for investigating
and &termh@ the causesof the dcficicndcs that the inspectionidentifies and promptly initiate
permtuxmt corrective actions.



b’”. irn& civil money “*tics on a fiwility of up to $10,000 for each failure to
substantiallycomply with, or each day of failureto substantiallycomply with, the
stamkdso

b suspendor revoke a fkcility’s FDA certificate for fhilureto complywith the standards.

F seekan injunctionin fderal court to prohibitany mammographyactivitythat constitutes
a seriousrisk to humanhealth.

Please note that FDA regulations do not preclude a State ikom enfoming its own State
mammographylawsand regulations. In somecases, these requirementsmaybe morestringent
thanFDA’s. When you plan your comectivcaction(s),therefore,you shouldconsiderthe more
stringentState requirem@s, if any.

Within 15 workingdays after receivingthis letter, you shouldnow FDA in writingofi

thespecific8tepsyou have taken to correct all of the violationsnoted in this letter;

each step your facilityis talcingto prevent the recurrenceof similarviolations;

equipmentsettings(iicluding techniquefactors), raw test data, and calculatedfti results,
where appropria~ and

* samplerecQrds that demonstrate proper recordkeepingprocedunx, if the noncompliances that
were found relate to quality control or other records. (Nottx Patient names or identification
shouldbe deletedfrom any copies submitted.)

If your f%cilityis unable to completethe correctiveaction within 15 working days, you should
state the reason for the delay and the time withinwhichcorrectionswill be completed.

Please send the original copy of your response to (NOTE If phantomimage is required for
correctiveaction, please submit to N.C. Division of Radiation Protection):

U.S. Food and Drug Administration
ComplianceEnforcementTeam
608* St., NE
Atlanta, GA 30309



Witha copy to:
)

‘ North CarolinaDepartmentof Environment,
Health, and Natural Resources
382SBarrett Drive
Raleigh, NC 27609-7221

You may Choowtoaddress#~~~~fifi@&m*m=U~yow_n*. IfyOuhzw~an~
questionsregarding this 1 r ow ensure you are meetingMQSAstandards,please call
~bie Hahn at (704) 344-6116.

sincerely yours, ~ /

/4dd4KJw
BallardH. Graham, Director
AtlantaDistrict
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