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60 8th Street, N,E.
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April 2, 1997

X&aBaron,Chiefof Mammography
Ho~8 MammographyCeMerXII
MedicalWivcrs& of .SouthCarolina
171AshleyAvame
Charkstm,southCamuna2942s

Imp&on ID: 193318

Dear Dr. Baron:

a Your fadlitywashpeotcd on February 25, 1997,by a reprmcntativeof the SouthCarolina
-at of Eedth and EnvironmcutalControl(SCDREC) acting cmbehalfof tk FOd ~d
Drug AdmMstmdon (FDA). This inspccdonrevealedthat your hcility fkiledto comply with
- Q’uq Sm- fa Ma-mphy ~ 8pedfkd h me w GfxkuLEdmll
Rc@tims (-), Part900.12,a3 follows:

Theradiologictcchnologi3t~ wasneitherstatolicensednorboardcertified.

You have rcqxmdcd to this level 1 non~mpliance, and we have determinedyour response to
bo adequate.

Thespecificdefkkncy notedaboveappcwcdundertheLevel1headingon yourMQSAfacility
InspccdonReport, which was issued at the close of the inspection. The deficienciesmaybe
8ymptomadcof seriousunderlyingproblemsthatcouldcompromisethequalityof mammography
at your fhcility.

It is your responsibilityto ensureadhercw to eachrcqukemcntof the MammographyQuW
StandardsActof 1992(MQSA) and FDA’s regulations, Youare responsiblefor investigating
and detmdnlng thecausesof thedefidades thattheinspectionidentifiesandpromptlyinitiate
permanentcorrectiveactions,

If you fti to promptlycorrcotthcsodefidencks,FDA may, without further notice, initiate

●
regulatorydon.UnderMQSA,FDAmay:



● imposedvil rnonoypcnaltimon a fkcility of up to $10,000 for each hilure to
substantially comply with, or cad day of fhilure to substantially comply with, the
standards;

➤ suspend or revoke a fkility’s FDA oertiihte for hike to comply with the
standarl@

P seek an @junction in f&kral court to prohibit any mammography activity that
constitutes a serious risk to human health.

Please note that FDA regulations do not preclude a State from enforcing its own State
mammography laws and regulations. Ih some cases, the requirements maybe more stringent
than FDA’s. Whai you plan yourcorrecdveaction(s), therefore, you should consider the more
stringent staterequirerwts, if any.

WitMn 15 working days after receiving this letter, you should no@ FDA in writing of:

● the specific steps you have taken to correct all of the violations noted in this
1-,

● each step your fiwility is taking to prevcat the recurrmoe of similar violations;

● equipmcrd settings (including technique fkctors), raw test data, and calculated
final rmuhs, whero appropriate and

● sample records that demonstrate proper rccordkceping procedures, if the
noncompliances that were found relate to quality control or other records. (Note:
Patkt names or identification should be deleted from any copies submitted.)

If your fkility is unable to complete the corrective action within 15 working days, you should
state the reason for the delay and the time within which corrections will be completed.

Please send the original copy of your response to (NOIB If phantom image is required for
corrective action, please submit to SCDHBC):

PDA
ComplianceEnforcement Team
60&h street, NE
Atlanta, CkcKgia 30309

With a copy to:

SCDHEC
Bureau of Radiological Health
2600 Bull Street
Columbia, South Carolina 29201



and

)

DebbieHahn
FDA
5701BxccutiveCenterDrive, Suite 104
Charlotte, North Carolina 28212

You may choose to address both FDA andStatorequirementsin yourresponse. If youhaveany
questionsrcgardihgthis letter or how to ensure you are meeting MQSA standards, please call
DebbieHahnat 704/344-6116.

sincerelyyours,

Ballard H. Graham, Director
Atlanta Distriot

EFI-35
JJU
EPA-224
HFC-21O
EFZ-300
HFC-240
EFZ-306
EFZ-322
EPA-244
EFC-230
EFZ-240
HFZ-242
SCDHEC, AARON CANTr
T. TROUT

CLT-RP , DAE
C. FOULKS

FILE
Lc. JKT
P. nILLs


