1 —

H L7

DEPARTMENT OF HEALTH AND HUMAN SERVICES

istrict Office

Food and Drug Admini

Cincinnati
6751 Steger Drive
Cincinnati, OH 45

237-3097
679-2700
679

Telephone: (513

-2772

)
)

FAX: (513

Y.

DRDETTITDN DEOATTIDT DENTITNQATI'N

J

J

CCTDTIETEN MMATY

u

p ]

o

L

o

J



In addition, your response should address the Level 2 findings that are listed on the inspection report that
were provided to you at the close of the inspection. The Level 2 findings are:

Your facility did not perform and document corrective actions for failed phantom image quality
control tests before conducting mammography exams. These deficiencies were noted for the
mammography units located in rooms M1 and M2. 21 CFR 900.12 (e)(8)(A) & (e)(2)(i)&(ii)

The other items listed in your October 4, 2000 inspection report identified, as Level 3 should also be
corrected. We will verify corrections on these items during our next inspection. You are not required to
address the Level 3 items in your written response. :

It is necessary for you to act on these matters immediately. Please explain the following
elements to this office in writing within fifteen (15) working days from the date you received this

letter:
o The specific steps you have taken to correct all of the violations noted in this letter; and
e Each step your facility is taking to prevent the recurrence of similar violations.

Please submit sample records that demonstrate proper record keeping procedures, if the findings r cla,e
to quality control or other records (Note: Patient names or identification should be deleted from an
copies submitted).

Please submit your response to:

Mr. R. Terry Bolen

MQSA Compliance Officer
Food & Drug Administration
6751 Steger Drive
Cincinnati, OH 45237-3097
FAX: 513-679-2772

Also, please send a copy to the State radiation control office:

Mr. Dwight W. Leeseberg
Ohio Department of Health
Radiologic Technology Section
161 South High St., Suite 400
Akron, OH 44308

Finally, you should understand that there are many FDA requirements pertaining to
mammography. This letter pertains only to findings of your inspection and does not necessarily
address other obligations you have under the law. You may obtain general information about all
of FDA's requirements for mammography facilities by contacting the Mammography Quality
Assurance Program, Food and Drug Administration, P.O. Box 6057, Columbia, MD 21045-6057
(1-800-838-7715) or through the Internet at through the Internet at
http://www.fda.gov/cdrh/mammography.



If you have more specific questions about mammography facility requirements, or about the content of
this letter, please feel free to contact R. Terry Bolen at 513-679-2700, extension 138

Sincerely yours,
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Carol A. Heppe
Acting District Director

Cincinnati District Office
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Priscilla F. Butler, M.S.

Director, Breast Imaging Accreditation Program
American College of Radiology

1891 Preston White Dr.

Reston, VA 20191



