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Allen H. Kapit, M.D.

Radiologist

Manhattan Physician’s Group, PC
4337 Broadway

New York, NY 10033

Dear Dr. Kapit:

October 3, 2000
REF: NYK-2000-03

Facility ID: 184259

Your facility was inspected on SeptemYer 13, 2000 by a representative of the New York City
Bureau of Radiological Health, acting in behalf of the Food and Drug Administration. This
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inspection revealed a serious regulatory|problem involving the mammography at your facility.
Under a United States Federal law, the Mammooranhy Quality Standards Act of 1992 vour
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facility must meet specific requirements{for mammography. These requirements help protect the
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health of women by assuring that a facility can perform quality mammography.

The inspection

revealed the following Level 1 finding a} your facility:

e The system to communicate ré¢sults is not adequate for your facility because:
(a) There is no system in pldce to provide timely medical reports;
(b) There is no system in place to provide timely lay summaries; and
(c) There is no system in plafe to communicate serious or highly suggestive

cases as soon as possible,

The specific problem noted above appeared on your MQS

was issued to your facility at the close of fhe inspection.”
because it identifies a failure to meet a sidni
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compromi he quahty of mammography
which may resuit in FDA taking regulator
include, but are not limited to, placing yoy
your facility for the cost of on-site monito:
each failure to substantially comply with,
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A Far:lhfy Inspe ction Reports which
h roblem is identified as Level 1

lem
‘V nf “ﬁnq A re LVLLLent.

ant MQSA re
¢ of serious underlying problems that could

at your facilities, it represents a violation of the law

y action without further notice to you. These actions

r facility under a Directed Plan of Correction, charging
ing, assessing civil money penalties up to $10,000 for
pr each day of failure to substantially comply with,

MQSA standards, suspension or revocatioj\ of your facility’s FDA certificate, or obtaining a

court injunction against further mammogr:

phy.
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There were also Leve] 2 findings that were listed on the inspection report provided at the close of

the inspection. The Leve] 2 findings were:

(1) The radiologic te'chnologist,m did not meet the contin uing education
requirement of having completed a minimum of 15 CEUs in mammography in a 36

month period,
(2) Your facility tracking system

(3) There were no examples nor

did not include all Ppositive mammograms.

attempts to get biopsy results Jor your facility.

It is necessary for you to act on these matters immediately. Please explain to this office in

writing within fifteen (15) working days
* the specific steps you have takd

» each step your facility is taking

from the date you received this letter-
n to correct the violation noted in this letter;

to prevent the recurrence of similar violations; and

* sample records that demonstrate proper record keeping procedures.

Please submit your response to the above issues to the attention of Lillian C. Aveta, Compliance
Officer, U.S. Food and Drug Administratjon, 158-15 Liberty Avenue, Jamaica, NY 11433,

Sincerely yours,”

AREARCS

Robert L. Hart
Acting District Director
New York District
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ce:

cc:

CcC:

Priscilla F. Butler, M.S.

Director, Breast Imaging Accreditation Programs
Standards and Accreditation Department
American College of Radiology

1891 Preston White Drive

Reston, VA 22091

Dorothy Pender

New York City Department of Health
Bureau of Radiological Health

2 Lafayette Street

New York, NY 10007

James Sheffield

New York City Department of Health
Bureau of Radiological Health

2 Lafayette Street '

New York, NY 10007




