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Dear Mr. Meyers:

We are writing to you because on 06/27/2000, your facility was inspected by a representaﬁve of the State of
California, acting on behalf of the Food and Drug Administration (FDA) and this inspection revealed a
serious regulatory problem involving the mammography at your facility.

Under a United States Federal law, the Mammography Quality Standards Act (MQSA) of 1992, 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 mspectlo vealed the
following level 1 findings at your facility: :
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Processor QC records were mlssmg 5 consecutive days for processor 0000000001,
g 0om Mammo at site Caremore Medlcal

received at th cl
faiture to meet a significant. MQSA requxrement

Because thls condmon may be symptomatlc of serious underlying problems‘that could
quality of mammography'at your facxl;ty, it represents a violation of the Iaw which’ ay. esult_m“FDA :
takmg regulatory act w1thout furthe; notlce to you. These actions i
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your facility under a Directed Plan of Correction, charging your facnlxty for the cost of on-site monitoring,
assessing civil money penalties up to $10,000 for each failure to substantially comply with, or each day of
failure to substantially comply with MQSA standards, suspension or revocation of your facility’s FDA
certificate, or obtaining a court injunction against your facility performing further mammography

In addition, the following Level 2 findings were listed on the inspection report provnded to you at the close
of the inspection: '
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1. There is no written procedure for handling consumer complaints at site Caremore Medlcal
Management

2. Thereis no written procedure for infection control at site Caremore Medical Management.

3. A medical physicist’§ survey has not been conducted for x-ray unit l,w

S com Mammo within the last 14 months.

It is necessary for you to act on this matter inmediately. Please explain the following elements to this
office in writing within fifteen (15) working days from the date you received this letter:

¢ the specific steps you have taken to correct all of the violations noted in this letter;
» each step your facility is taking to prevent the recurrence of similar violations;

* equipment settings (including technique factors), raw test data, and calculated final results, where
appropriate; 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).*

*this note is not applicable for letters which also address patient notification.
Please submit your response to:

Director, Compliance Branch

Food and Drug Administration

19900 Mac_:Arthur Boulevard, Suite 300
[rvme CA 92612- 2445

Finally, you should understan; ﬁha "here are many FDA requnrements pertammg to mammographv This ~
/ fm gs _6f your “inspection and does not necessarily address other obligation
o Gbi gqneral information about all of FDA’s req

\ c5ntact1ng the Mammography Quahty Assurance Pro
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Thomas L Sawyer
Actmg District Dxrector o
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Los Angeles County

Department of Health Services

550 S. Vermont Avenue, Room 601
Los Angeles, CA 90020

Penny Butler, Director

Breast Imaging Accreditation
American College of Radiology
1891 Preston White Drive
Reston, Virginia 22091




