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608thStreet,N.Eo
Auulta,GOOrgiA30309

April 2,1997

Fred Hinson,Admidstrator
AnsonCountyHospital
m) Monm Road
Wadcsbom, North Carolina 28170

~ ID: 183251

DearMr.Einsm

Your fadlity was iqxcted on February 27, 1997, by a ~tSLtiVO of the North Carolina
=~f~~=t, W*, and NaturalMourm (NCDEENR),acting on behalfof

AdminhitiOII (FDA). Thi8@xctkm revcakd that yOIMfadity failed to
complywithcertainQualityStandud9 for Mmmogmphy (MQSA)as specifiedin’I’itle21, M
~ (CFR), Part 900.12, aa follows:

~~mfe@PhY~~ ~-- to~~~-m”-sd”e
to thelackof both board certificationfrom any of the appruvcdboards and two months
full-timetminhlg in the inWpreMkm of mammograms.

The spcdfio defkkndes noted above appcamd under the Level 1 heading on your MQSA
l%dity @CCtiO!iRqRXt,WhiChWMiSSUCdat the OIOSOOfthe in’pCOtiCML‘k-SOdcfi:icncitx
may be symptomaticof serious underlyingproblems that could compromise the quality of
mammographyat your ftity.

III addition, your response should address the Level 2 noncompliance that were listed on the
-on IICIXXI@dd to you at the oloseof the inspection, T&O U@ 2 noncompliances
am

‘Iheinteqxdng physician%,~ initialexperbce was inadequate(reading
and interpreting mammogramsfi’omthe examinationsof at least 240 patients in 6
months).



)
It is your responsibility to insure adh~co to ~ requirement of the Mammography Quality
Standards Act of 1992(MQSA)and FDA%regulations.Youam mponsible for inv~tigating
and de@mking the causesof the defidendes that the inspection ided!les and promptly initiate
permanent corrective actions.

If you Ml to promptly correct these defickades, FDA may, without fhrtkr notice, initiate
regulatory action. Undti MQSA,FDA may:

➤ imposedvil money pcnaltia on a fiwilityof up to $10,000 for each failure to
substantially comply with, or each day of failure to substantially comply with, the
standards;

➤ suspend or revoke a fkcility’sFDA adicate for failure to mmply with the
standards;

➤ seek an injunctionin fderal court to prohibit any mammography activity that

constitutes a seriousrisk to human health.

Ph. ncte that FDA regulations do not preclude a State from enfordng its own State
mammographylawsand regulations. In somecases, theserequirementsmaybe morestringent
thanFDA’s. Whenyouplan yourcorrectiveaction(s),therefore,you shouldconsider the more
stig=t Stim ~tim~& if ~y.

) Within 15 working days after receiving this letter, you should now PDA in writing ofi

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

● each step your facility is taking to prevent the recurrence of similar violations;

● equipmmt settings @cluc@ technique fktors), raw test data, and calculated
final results, where appropriate and

● sample recordr ‘hat demonstrate proper recordkeepiig procedures, if the
noncompliance , werQfound relate to quality control or other records. (Note:
Patient names or ..’entifkation should be deleted from any copies submitted.)

If your fadlity 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 odginal copy of your re$ponse to (NOTE If phantom image is required for
corrective action, please submit to (’NCDBHNR):



)

)

Food and Drug Administration
Compliance Bnf’’cat Branch
60 8th Street, NE
Atlanta, Georgia 30309

With a copy to:

North Carolina Department of Environment,
Health, and Natural Resourom

3825 Barrett Drive
Raleigh, NC 27609-7221

and

DebbioHahn
Food and Drug Admin&ation
5701 Rxccutive Center Drive, Suite 104
Charlotte, North Carolina 28212

You may choose to addrms both FDA and State rcquircnmts in your response. If you have any
quations regarding MS letter or how to ensureyou are m- MQSAstandards,phase call
Debbie Hahn at 704W4-6116.
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Sincerdy yours,

Ballard H. Graham, Director
Atlanta District

.


