DEPARTMENT OF HEALTH & HUMAN SERVICES WIHZOIN
New York District

rg i ) A s Food & Drug Administration
158 — 15 Liberty Avenue

Jamaica, New York 11433

WARNING LETTER
‘ October 23, 2000
TIFIED MAIL REF : NYK-2001-10
RETURN EIPT T
Marvin Weingarten, MD : Facility ID : 194431

Medical Director of Diagnostic Imaging
Yorktown Diagnostic Imagmg

225 Veterans Road

Yorktown Heights, New York 10598

Dear Dr. Weingarten:

Your facility was inspected on September 18th, 2000 by a representative of the New York State
Department of Health, acting on behalf of the Food & Drug Administration. This inspection has.
revealed serious regulatory problems involving the mammography operation at your facility.
Under a United States Federal Law, the Mammography Quality Standards Act of 1992, your
facility must meet specific requirements for conductmg a mammography operation. These
requirements help protect the health of women by assuring that a facility can perform quality
mammography procedures. The inspection revealed the following repeat Level 2 findings at your
facility:

1. Interpreting Physician ¥ did not meet the requirement of having
initial experience in mammooraphy (read or interpreted 240 patient examinations
in a 6 month period).

2. Interpreting Physician (i . did not meet the requzrement of having
a minimum of 40 CME credit hours of initial training in mammography.

3. Interpreting Physician W) did not meet the requirement of having a
minimum of 40 CME credit hours of initial training in mammography.

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 repeat
Level 2 because they identify failures to meet significant MQSA requirements and indicate
failure by your facility to implement permanent correction of problems found during your
previous inspection.
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Yorktown Diagnostic Imaging
Warning Letter: NYK-2001-10

Finally, you should understand that there are many FDA requirements pertaining to a
mammography. This letter pertains only to the findings of our 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 & Drug Administration, P. O. Box 6057,
Columbia, Maryland 21045-6057, 1(800)/838-7715, or through the Internet address of
http:/ a.gov

Sincerely yours,

Ol #Lbas-

Robert L. Hart
Acting District Director
New York District



