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Return Receipt Requested

August 2, 2001 o -

Russell B. Sadler, M.D. W/L Number: 61 -01
Radiologist Inspection ID: 2124720006
Sadler Radiology Medical Corporation CFN: 2031587

72-855 Fred Waring Drive
Palm Desert, CA 92260 ~

Dear Dr. Sadler: -

We are writing to you because on June 6, 2001, your facility was inspected by a
representative of the State of California acting in behalf of the U. S. Food and Drug
Administration (FDA). This inspection revealed a serious regulatory problem involving
the mammography at your facility. .
Under a United States Federal law, the Mammography Quality Standards Act of 1992
(MQSA), your facility must meet specific requirements for mammography. These
requirements help protect the health of women by assuring that a facility can perform
quality mammography. The inspection revealed the following Level 1 findings at your
facility:

- Level 1: Phantom quality control (QC) records were missing for thirteen weeks (13)
between the phantom test performed on November 14, 2000 through the test performed

on February 14, 2001 for unit #1 (a” machine, model €GB serial
number _) which is located in the mammography room.

- Level 1: Processor QC records for November 4, 8, 9, 10, 18 of the year 2000 were
missing for at least 30% of operating days for processor #1 (a #ii®machine, model @»

<Dl hich is located in the darkroom. On those missing dates,

the X-ray film processor was developing mammography films for your patients.

- Level 1: Patient mammograms were processed in processor #1 (a Y@i® machine,

mode! AR, v hich is located in the darkroom, when it was
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Finally, you should understand that there are many FDA requirements pertain
mammography.  This letter pertains only to findings of your inspection _,nd does not
necessarily address other obhgatrons you have under the law You may obtain
information about all of FDA’ requirements for mammography facnlm s by contactir

ng
the Mammoqranhv Quality Assurance Program, Food and Drug Adm tra_ti_nr P.O.
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the Internet at http.//www.fdargov. . -

If you have more specific questions a

eyl O

a n abo
the content of this letter, please feel f_ree to contact Beverlv Tho mas (MQSA_ Auditor)
telephone number 949-798-7708.



