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Dear Ms Wolfram,

We are writing to you because on October 13, 2000, 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 inqwetion
revealed a serious regulatory problems 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 proteet the health of
women by assuring that a facility ean perform quality mammography. The inspection revealed the
following Level 1 findings at your facility:

- Level 1: Phantom QC records were missing for 12 weeks for unit #2 kited in the Miunmo Room.

- Level 1: Processor QC reeds were missing ) in the month F-
2000 for processor #1 (~maehine, model located in the darkroom.

- Level 1: The inteqxeting physiciaq did not meet the requirement of being certified
by an FDA recognized board or having the alternative of 2 months training in the interpretation of
mammograms.

The spec~Ic probIems noted above appeared on your MQSA Facility Inspection Report, which was issued
to yoqr facility at the close of the inspection. These problems are identified as Level 1 because they
identify a failure to meet significant MQSA requirements.

Because these condi~ons may be symptomatic of serious underlying problems that could compromise the
CPMMYof mammography at your facility, they represent a serious violation of the law which may result in
FDA taking regulatory action without fiuther notice to you, These actions include, but are not limited to,
placing your facility under a Directed Plan of ComctioU charging your facility for the cost of on-site
monitoring, assessing civil money penalties up to $10,000 for each failure to substantially comply with or
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to substantially comply with, MQSA Standards, suspension or revocation of your
facility’s FDA certificate, or obtaining a court injunction against fiulher mammography.

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

- Level 2. There is no written procedure for infection control.

- Level 2: 3 of 5 random reports reviewed did not contain an assessment category.

- Level 2: The interpreting physician, ~ did not meet the requirement of having a
minimum of 40 CME credit hours of i@.ial training in mammography.

s

- Level 2: The interpreting physicin did not meet the continuing experience
requirement of having read or interpreted %0 patient examinatio& in a 24 month period.

- Level 2: The interpreting physician, did not meet the requirement of having a
minimum of 40 CME credit hours of initial training in m’amnlmPhY.

- Level 2: The interpreting physici~
requirement of having read or interpreted ~:::::%%%”’g ‘-””

- Level 2: The radiologic tedmologi~ ~ did not meet the continuing education
requirement of having completed a minimum of 15 CEUS in mammography in a 36 month period. She had
zero CEU’Sin 36 months.

- Level 2: The radiologic technology* did not meet the continuing education
requirement of having completed a minimum of 15 CEUS in mammography in a 36 month period. She had
7 CM-J’Sin 36 months.

- Level 2: The radiologic technologi~ did not meet the continuing education
requirement of having completed a minimum of 15 CEUS in mammography in a 36 month period. She had
13 CEU’Sin 36 months.

- Level 2: The interpreting physician, did not meet the requirement of having initial
experience in mammography (read or tions in a 6 month period).

- Level 2: The interpreting physician, did not meet the requirement of having a
minimum of 40 CME credit hours of initial training in marnm&raphy.

- Level 2: The interpreting physicia~ did not meet the continuing experience
requirement of having read or interpreted 960 patient examinations in a 24 month period.

- Level 2: The interpreting physician, did not meet the requirement of having initial
experience in mammo~phy (read or interpreted 240 patient exarnimtions in a 6 month period).

- Level 2: The interpreting physician
‘~

did not meet the continuing education
requirement of having completed a minimum of 15 ME credits in mammography in a 36 month period
He had 12 CME’Sin 36 months.
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- Level 2: The interpreting physician, did not meet the requirement of having
initial experience in mammography (read or interpreted 240 patient examimtions in a 6 month period).

- Level 2: There were no examples of nor attempts to get biopsy results.

- Level 2: There is no written procedure for handling consumer complaints.

The Agency acknowledges receipt of your letter (dated October 26, 2000) explaining your responses to the
inspwtion of October 13, 2000. We will review said letter and determine if the responses are adequate
based upon the following elements:

- thespecificsteps you have taken to correct all of the violations noted in this Warning Letter;
9

- each step your facility is taking to pr’kventthe recurrence of similar violations; and

- sample records that demonstrate proper record keeping procedures, if the findings relate to quality control
or other records (Note: Patient names or identification should be deleted from any copies submitted).

If you feel that your letter did not address all of the above shown elements, please f=l ffee to submit
additional information and/or documents to support your responses.

Any additional responses should be submitted to:

Mr. Thomas L. Sawyer
Director, Compliance Branch
U. S. Food& Drug Administration
19900 MacArthur Blvd, suite #300
Irvine, CA 92612-2445
phone: 949-798-7600

Finally, you should understand that there are many FDA requirements prtainhg to mammography. Th.k

letter pertains only to findings of your inspection and does not neceswily 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 Prograrnj Food and Drug
A- tion, P.O. Box 6057, Columbiaj MD 21045-6057 (1-800-838-7715) or through the Ihternet at
http://www.fda.gov.

If you have more specific questions about mammography facility requirements or about the content of
this letter, lease feel free to contac

b

~QSA Auditor) at telephone number
(949) 798 .

Sincerely,
●

●

Alonz!aE. Cruse
District Director


