
7920 Blmbrwk Drive, Suite 102
Dallas, lX 7S24749S2
TELEPHONE: 214-655-III(W
FACSMLE: 214-6SS-S130

May29, 1997

WARNINGLETTER

CERTIFIEDMAIL
RETURNRECEIFI’ REQUESTED

CFN# lti7870
Facility ID# 180893

Dr. SalahRafati
Radiologist
RadiologyClinic of Laredo
S401Springfkld Avenue
Laredo, TX 78041

e Dear Dr. Rafati:

Your facility was inspectedon March25, 1997by a representativeof the Stateof Texas,acting
on behalf of the Foodand DrugAdministration.This inspectionrevealedthat your facility failed
to comply with certainparts of the QualityStandardsfor Mammography(Standards)as specified
in Title 21, Code of FederalRegulations(CFR),Part900.12,as follows:

21 CFR900.12(d)(l): All processorQC recordscontainedincorrectdaily entries which
preventedQC personnelfromaccuratelyassessingthe optimumoperatingstatus of
equipment usedduring film processing.

The specificdeficiencynotedaboveappearedunderthe Level 1Repeatheadingon your MQSA
Facility InspectionReport,whichwas issuedat the closeof the inspection. This deficiencymay
be symptomaticof seriousunderlyingproblemsthat couldcompromisethe quality
mammographyat your facility.

[n addition,a Level2 Repeatnoncompliancewas listedon the inspectionreport providedto you.
This Level 2 Repeatnoncomplianceis statedbelow:

21 CFR900.12(d)(2):Phantomimagedata was invaliddue to incorrectinterpretationsof
the monthly phantomimagefilmsby the QC technologist. The performanceof the
mammographicsystem is evaluatedusing radiographicimagesobtainedwith a phantom.
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) We have received your documentation submitted in response to the noncompliances found
during the inspection. A review of your response fi to demonstrate specific corrective actions
you will implement in order to train those employees involved in the performance of all quality
assurance and quality control activities at your facility.

During the inspection, it was determined that personnel involved in the current noncompliances
were not properly trained to perform these quality control program fhnctions, While your facility
provided replotted quaIity control charts for submission as a comectiveaction, the emphasis is on
the fact that the correct informationwas not availableto utilize during the time the patient
mammograms were performed.

It is your responsibility to ensure adherence to each requirement of the Mammography
Quality Standards Act of 1992 (MQSA) and FDA%regulations. You are responsible for
investigating and determining the causes of the deficiencies that the inspection identifies
and promptly initiating permanent corrective actions.

If you fail to promptly correct these deficiencies, FDA may, without tier notice, initiate
regulatory action. Under MQSA,FDAmay:

F impose civil money penalties on a facilityof up to $10,000 for each failure to
substantially comply with, or each day of failure to substantially comply with, the

)
Standards.

➤ suspend or revoke a facility’s FDA certificate for ftilure to comply with the Standards.

F seek an injunction in federal court to prohibit any mammographyactivity that
constitutes a serious risk to humanhealth.

Please note that FDA regulations do not preclude a State fromenforcing its own State
mammography laws and regulations. In some cases, these requirementsmay be more stringent
than FDA’s. When you plan your correctiveactions, therefore,you should consider the more
s~ngent State requirements, if any.

Within 15 working days after receivingthis letter, you should notifi FDA in writing ofl

➤ the specific steps you have taken to correct the violations noted in this letter;

● each step your facility is taking to prevent the recurrence of similar violations;

If your facility is unable to complete the correctiveaction within 15 working days, you should
state the reason for the delay and the time within which the comections will be completed.
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) Please send the original copy of your responseto Deborah M. McGee,Radiation Specialist, Food
h and Drug Administration, 7920 EhnbrookDrive, Suite 102,Dallas, Texas 75247-4982. Also,

send a copy to the State radiation controloffice that conducted the inspection referenced in this
letter. You may choose to address both FDAand State requirements in your response.

If you have any questions regarding this letter or how to ensure you are meeting MQSA
standards, please call Ms. McGeeat 214-655-8100,extension 138.

sincerely yours,

*Y=-
Regional Food and Drug Director

cc: Thomas C. Cardwell, DeputyDirector
X-Ray & Non-Ionizing Enforcement
Division of Compliance and Inspection
Texas Departmentof Health

D
Bureau of Radiation control
1100 W. 49th Street
Austin, Texas 78756

Director, Government Relations
American College of Radiology
1891 Preston White Drive
Reston, Virginia 22091


