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ObjectivesObjectives

•• Inspection ResultsInspection Results

•• FollowFollow--Up ActionsUp Actions
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Recent Inspection Recent Inspection 
ResultsResults

Fiscal Years 2001 to 2003*Fiscal Years 2001 to 2003*

*10/1/2002 to present
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Inspection Finding LevelsInspection Finding Levels

•• Level 1 Level 1 -- SeriousSerious

•• Level 2 Level 2 -- ModerateModerate

•• Level 3 Level 3 -- MinorMinor
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Violations by LevelViolations by Level
Change by YearChange by Year
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Level 1Level 1
Initial QualificationsInitial Qualifications
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Level 1 Level 1 -- Processor and Phantom Processor and Phantom 
Quality ControlQuality Control

0

20

40

60

80

100

120

N
u

m
b

er
 o

f F
ac

ili
tie

s

Processor Consec.
Days

Processor Out of Limits Processor % Days Phantom QC Missing.

FY2001
FY2002
FY2003



4/28/20034/28/2003 88

Level 2 Level 2 -- Phantom Score & Phantom Score & 
Processing ConditionsProcessing Conditions
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Level 2  Level 2  -- Annual Survey &  Annual Survey &  
Equipment EvaluationEquipment Evaluation
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Level 2  Level 2  -- Interpreting Physician Interpreting Physician 
QualificationsQualifications
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Level 2  Level 2  -- Technologist Technologist 
QualificationsQualifications
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Level 2 Level 2 -- Medical Physicist Medical Physicist 
QualificationsQualifications
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Medical Records IssuesMedical Records Issues
Levels 1 and 2Levels 1 and 2
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Level 2  Level 2  -- Unit Requirements and Unit Requirements and 
QA IssuesQA Issues
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Level 2 Level 2 -- Audit SystemAudit System
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Level 3 Level 3 -- Failure to Maintain Failure to Maintain 
Personnel DocumentsPersonnel Documents
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FollowFollow--UpUp
ActionsActions
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Types of ActionsTypes of Actions
ll FollowFollow--Up InspectionsUp Inspections
ll Additional Mammography ReviewAdditional Mammography Review
ll Patient and Physician NotificationPatient and Physician Notification
ll Directed Plans of CorrectionDirected Plans of Correction
ll Civil Money PenaltiesCivil Money Penalties
ll Suspension or Revocation (of Suspension or Revocation (of 

certificate)certificate)
ll InjunctionInjunction
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FollowFollow--Up InspectionsUp Inspections

llCheck on corrective actions for Check on corrective actions for 

serious problems (Level 1)serious problems (Level 1)

llUsually limited to specific Usually limited to specific 

problemsproblems
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Additional Mammography Additional Mammography 
ReviewReview

ll Review by Accreditation Body or Review by Accreditation Body or 

other partyother party

ll Possible patient and physician Possible patient and physician 

notification (serious risk)notification (serious risk)
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Additional Mammography Additional Mammography 
ReviewReview

ll Level 1 phantom image (inspection)Level 1 phantom image (inspection)

ll Level 1 interpreting physicianLevel 1 interpreting physician

ll Clinical image quality problemsClinical image quality problems

ll Overall quality assurance failuresOverall quality assurance failures

ll Fraudulent recordkeepingFraudulent recordkeeping
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Patient and Physician Patient and Physician 
NotificationNotification

ll AMR shows serious risk to healthAMR shows serious risk to health

ll Provides patients and physicians Provides patients and physicians 

with followwith follow--up optionsup options

ll Plain language usedPlain language used
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Directed Plans of Directed Plans of 
CorrectionCorrection

ll Imposes additional requirements Imposes additional requirements 

on facilityon facility

llMonitoring of quality assurance Monitoring of quality assurance 

programprogram

ll Additional inspectionsAdditional inspections
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SuspensionSuspension

llSerious violationsSerious violations

llVoluntary corrections Voluntary corrections 

ineffectiveineffective

llHealth Hazard Health Hazard –– no prior no prior 

hearinghearing
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1111
Patient and Physician Patient and Physician 

NotificationsNotifications

00Revocations, InjunctionsRevocations, Injunctions

11SuspensionsSuspensions

11Civil Money PenaltiesCivil Money Penalties

44
Directed Plans of Directed Plans of 

CorrectionCorrection

3838
Additional Mammography Additional Mammography 

ReviewsReviews

NumberNumberActionAction


