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WL-69-00
Inspection ID: 1900660008

Graig G. Meyers
Medical Group Administrator
Caremore Medical Management
10000 Lakewood Boulevard
Downey, CA 90241

Dear Mr. Meyers:
., -

We are writing to you because on 06/27/2000, your facility was inspected by a representative 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 assuiing .&at a facility can perform quality mammography. The”inspection’revealed the
following level 1“fmdkgs at your facility: .. .- ‘“.:’.’~... ,

,:
● consecutive days for proc~sor 0000000001,

oom Mammo at site Caremore M~icaI
Maiiagernent. .... -- z:;...,$,s.,.;,..{.:.: c.-.-.,...:;:XL%.,.?..,,:,

.” “’‘:PrOc&$~QC records were missing 5 out of 5 days of Opera$ori?i?

‘Pr~cessor’QCrecords missing 100%, for processor 000000]00~1~

‘:’:_room Mamrno atsiteCaremoreMe~iialh@a~em~
‘hantom QC ~records were missing for 4 week’ for unit 1;’..... ,,.-.l.~,.;,,,*.,. .

iiii%o’comrnunicate results is not adequate for si~,,K.,,.. F..:. ,

. . ..,---
- received at the”clo<e;~f‘&e‘kspection~-l%ese problems &e ideritified d~vel;~$ ~~,

failure to meet s’si~@c~t.MQSA”requ~ement.
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Because this conditionrna~ be ;ymptorn,atic”of serious underlying problems’’that.c,ould~mpfomise the .:
quality Of rna*OgiiPtY’ht your’faci!ityj,it represents a violation of the Iawwhlchmayiresult m FDA”’?‘-”’-”’
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taking regulato~-actiori+without fuiiher notice to you. These actions, include, bui~,J$&~fl~~
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your facility under a Directed Plan of Correction, 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 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 provided to you at the close
of the inspection:

1. There is no written procedure for handling consumer complaints at site Caremore Midical
Management.

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

3. A medical physicist’s suwey has not been conducted for x-ray unit 1,

~om Mammo within the last 14 months.

It is necessary for you to act on this matter immediately. 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 .MacA~hur_Boulevard, Suite 300 .,. , ,.:-,..,:;:”f$:- ,-
Ii+ine,’CA”92i5(2:2445 ,! --,...... :;-i:..””-:
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~derstr+td[mt:here are many FDA requirements pertainixig-to,~~rno&ap~yj
fiidkg~”of you~inspection and does:not necessarily address other,~~~~~}~<~{u+~. ~~~
?&fiaj?&&&general information about all of FDA’s requIrernen@A{or’&j!j~,;*..,W.:J..’ ... ... .... .... .-



cc: Los Angeles County
Department of Health Services
550 S. Vermont Avenue, Room601
Los Angeles, CA 90020

Penny Butler, Director
B.re&t ~aging Accreditation
Ame@~ College of Radiology
1891T&ton White Drive
Reston, Virginia 22091
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