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FEDERAL EXPRESS

Ed DaltonBarhamj M.D.
Chief Radiologist
River Oaks East - Woman’s Pavilion
1026 N. Flowood hh

JSCICSOL Mississippi 39208

Dear Dr. Barhanx

We are writing to you because on Ja.muy 31,2000, your fwility was inspected by a
representative of the State of Mississippi, acting in behalf of the U. S. Food and Dmg
Administration (FDA). This inspection reveakd a seriousregulatory probIem involving the
mammography at your facility.

Under a United States Federal Law, the Mammography Quality Stand* Act of 1992, your
f=ility must meet specific requirements for mammography. These reqtiemen~ help protect the
health of women by assuring that a f=ility a perform quality mammo~phy. The inspection
revealed the foUowingLevel 1 finding at your facility

t of limits on ten (10) days using
in the darkroom at River Oaks

The specific problem noted above appeared on your MQSA Facility T.mpxtion ReporLwhich
was issued to your facility at the close of the inspection. This problem has been identified as
Level 1, because it identifies a failure to meet a significant MQSA requirement

Because this condition may be symptomatic of serious underlying problems that could
compromise the quality of mammography at your facility, it represents a vioIation of the Iaw
which may result in FDA taking regulato~ action without fMher notice to YOU.‘f&se actions
include, but are not limited to, placing your facility under a Directed Plan of Correctio& charging
your facility for the cost of on-site monitoring, assessing civil money penalties up to $10,000 for
each failure to substantially comply wi~ or each day of failure to substantially comply wi~
MQSA standar& suspension or revocation of your facility’s FDA ctiificate, or obtaining a
court injunction against &the-r mammography.
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In additio~ your responseshouId address the Level 2 finding that was listed on the inspection
report providedto you at the close of the inspection. This Level 2 finding is

umented at least once for
n the darkroom at IUver Oaks

East - Woman’s Pavillon.

It is necessary for you to act on this matter immediately. Please explain to this office in writing
within fifteen (15) working days fim the date you received tins letttz

I

● The specific stepsyouhave taken to correct all of the violationsnotedin this letteq

. Each step your ihcility is taking to prevent the recurrence of similarviobitions; am$

. Sample records that demonstrate proper rxmrd keeping procedur=, if the findings reIate to
quality control (processor QC).

Please submit your response to:

Patricia K Schafer, Compliance Officer
6600 Plaza Drivq suite 400
New orl~ Louisiana 70127
Telephone (S04)2534500

Finally, you should understand that there are many FDA requirements pertaining to
mammography, This letter pertains only to findings of your inspectionand does not necessan “Iy
address othezobligationsyou have under the law. You may obtain general information about all
of FDA’s requirementsfor mammography facilities by contactingtheMammography Quality
Assurance Progra.nqU. S. Food and Drug Administration Post OffiWBox 6057, Columbiz MD
21045-6057 (1-800-838-7715)or through the Internet at Mlp:/hvww.fd&.@Y.

If you have more spedic questions about mammography facility requirements, or about the
contents of this letter,please f~l h to contact Stacy G. Marshall at (504) 253-4554.

sincerely,

/.f&#+c_
Nod E. Cruse
Acting District Director
New Orleans District

cc: Pamela A. Wdcox-Buchalla, R N., M. B. A-
Director, Aareditation Programs
American Collegeof Radiology
1891 Preston White Drive
Resto~ Virginia 22091



.

Page 3- River Oaks East-Woman’s Pavilion, Jackson, MS/ Warning Letter No. 20Q0-NOL14

Jim Potter, Director
Government Relations
American College of Radiology
1891 Preston White Drive
Restou Virginia 22091


