August 29, 2001
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RETURN RECEIPT REQUESTED
Laura A. Altieri

Mammography Coordinator
United Hospital Medical Center

AN 3

Dear Ms. Altieri:

Your facility was mspected on August 27, 2001 by a representative of the New York State Department of Health, acting

on behalf of the Food and D g Aarmmstranon (FDA). This inspection revealed serious regulatory problems involving

t a
requirements for mammography. These requuements help protect the health of women by assuring that a f; cility can
perform quality mammography The inspection revealed the following Level 1 and Repeat Level 2 findings at your
facility:

Under a United States Federal law, the Mammography Quality Standards Act of 1992 , your facility mus

uce documents verifying the interpreting physician W met the initial

R,

e Faiiure to pro

requirement of being certified in the appr oprzate specialty by an FDA-approved board or having 2 months of
initial training in the interpretation of mammograms prior to April 28, 1999. (Level 1 )
» Failure to produce documents verifying the interpreting physician @ERESRERMSNRENN 1ot the initinl

requirement of holding a valid state license to practice medicine. (Level 1)

*  One (1) of six (6) mammography reports reviewed at random did not contam an acceptable assessment category.

(Repeat Levei 2)
The specific problems noted above appeared on your MQSA Facility Inspection Report which was issued to your facility
at the close of the inspection. These problems are identified as Level 1 and Repeat Leve! 2 because they identify a
s a fai

1
failure to meet significant MQSA requirements. In addition, the Repeat Level 2 observation indicate
facility to implement permanent correction of a problem found durmg your previous inspection.

Because these conditions rnay be syrnptomatic of serious underlying problems that could compromise the quality of
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the mspectxon. The Level 2 findings are:

*  The medical physicist’s survey for x-ray unit-SigNGNSRNNISINEIR, is incomplete because an artifact

evaiuaiion was not conducted.

in mammography in 36 months.

»  Failure to produce documents verifying the interpreting physxczanmmet the initial requirement of
having 40 hours of medical education in mammography prior to April 28, 1999.

] P hied : S Lo Pt weniedlieiloads bbbl .y . s s
e Failure to produce documents verifying the interpreting PhAySician SN s mct the initial
experience requirement of having interpreted or multi-read 240 mammograms in six(6) months.
bl .
s Failure to produce documents verifying the interpreting phvszczam met the initial

requirement of having 40 hours of medical education in mammography prior to April 28, 1999.

*  Failure to produce documents verifying the interpreting physician

s

of having eight (8) hours of training in the new mammographic modalzty ‘ .

experience requirement of havm 200 mammography examinations in 24 months.

S

*  Failure to produce documents verifying the medical physicist {NGNNIIESm et the continuing experience
requirement of having surveyed at least two (2) mammography facilities and a total of at least six (6)
mammography units in 24 months.

e tn tha At A ] e tta T g
Please submit your response to the above issues to the attention of Lisa M. Utz, Compliance Officer, U.S. Food and
Drug Administration, 300 Pearl Street, Suite 100, Buffalo, NY 14202, telephone (716) 551-4461 ext. 3117.

Finally, you should understand 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 Admunstratlon, P.O. Box 6057, Columbia, Maryland

21045-6057 (1-800-838-7715), or through the Internet at http://www.fda.gov.
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| Robert L. Hart

Acting District Director
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cc:

cC:

cc:

Priscilla F. Butler, M.S.

Director, Breast Imaging Accreditation Programs
Standards and Accreditation Program

American College of Radiology

1891 Preston White Drive

Reston, VA 22091

Gerald O’Connor

New York State Department of Health
Flanigan Square

Room 530

547 River Street

Troy, NY 12180

Nelson Warren

NYS Department of Health

Bureau of Environmental Radiation Protection
145 Huguenot Street

New Rochelle, New York 10801



