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Objectives

« Inspection Results

+ Follow-Up Actions
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Recent Inspection
Results

Fiscal Years 2001 to 2003*

*10/1/2002 to present
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Inspection Finding Levels

. Level 1 - Serious
. Level 2 - Moderate

. Level 3 - Minor
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Violations by Level
Change by Year
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4/28/2003

Level 1
Initial Qualifications

207

155 (]

107

Physician -
Cert./Training

FY2001
FY2002
FY2003

Physician -
License

Med. Phys.
(Degree/BS)

Med. Phys.
(Degree/MS)

Technologist
(License/ Cert.)




Number of Facilities

Level 1 - Processor and Phantom
Quality Control

120

100 ~

80

60 +

40

20+
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Processor Consec. Processor Out of Limits Processor % Days
DEVE

Phantom QC Missing.

FY2001
FY2002
FY2003




Number of Facilities

120+

100+

80 -

60 -

401

20+
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Level 2 - Phantom Score &
Processing Conditions

Phantom - Speck Phantom - Fibers Phantom - Masses Underprocessing High Fog Density
G.

FY2001
FY2002
FY2003




Number of Facilities

Level 2 - Annual Survey &
Equipment Evaluation

200+
18071
16077
1401

12071
10071
8017

FY2001
FY2002
FY2003

601
40+
207

>14 Months Bet. Last Survey >14 Incomplete Unit Eval. Not Proc. Eval. Not
Surveys Months Survey Done Done
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Number of Facilities

Level 2 - Interpreting Physician

Qualifications

350 -

300

250 1

200

150 ~

100

Initial CME Initial Experience Continuing Experience Continuing Education
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FY2001
FY2002
FY2003
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Number of Facilities

300 -

250 7

200

150

100 A

501
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Level 2 - Technologist
Qualifications

Mammography Training

Continuing Experience

Continuing Education

FY2001
FY2002
FY2003
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Number of Facilities

Level 2 - Medical Physicist

Qualifications

30+

257

20+

151

10+
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Initial Training

Initial Experience

Continuing Experience Continuing Education

FY2001
FY2002
FY2003
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Number of Facilities

700+

600

500 -

400 +

300 -

200 +

100 A
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Medical Records Issues
Levels 1 and 2

Comm. System Inadeq. (L1)

No Assess. Category

FY2001
FY2002
FY2003

1+ Report, No Physician ID
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Number of Facilities

Level 2 - Unit Requirements and
QA Issues

250

200 -

150 ~

100 A

FY2001
FY2002
FY2003

501

Unit Missing Features No SOP/Complaint
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No SOP/Infection Control
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Number of Facilities

400+
350+
300+
2501
200+
150+
100+

50+
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Level 2 - Audit System

Not All Pos.
Entered

No Biopsy
Results

No Audit
Physician

Analysis Not
Annual

No Physician
Analyses

FY2001
FY2002
FY2003
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Whole Fac.
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Level 3 - Failure to Maintain

Personnel Documents

NALLLRRNS
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Follow-Up
Actions
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Types of Actions

e Follow-Up Inspections

e Additional Mammography Review
e Patient and Physician Notification
e Directed Plans of Correction

e Civil Money Penalties

e Suspension or Revocation (of
certificate)

e |Injunction
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Follow-Up Inspections

e Check on corrective actions for

serious problems (Level 1)

e Usually limited to specific

problems
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Additional Mammography
SEVEY

e Review by Accreditation Body or
other party

e Possible patient and physician

notification (serious risk)
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Additional Mammography
SEVEY

e Level 1 phantom image (inspection)
e Level 1 interpreting physician

e Clinical image quality problems

e Overall quality assurance failures

e Fraudulent recordkeeping
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Patient and Physician
Notification

e AMR shows serious risk to health

e Provides patients and physicians
with follow-up options

¢ Plain language used
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Directed Plans of
Correction

¢ Imposes additional requirements

on facility

e Monitoring of quality assurance

program

e Additional inspections

/////////



Suspension

e Serious violations

e VVoluntary corrections
Ineffective

e Health Hazard — no prior
hearing

/////////



Action Number
Additional Mammography 28
Reviews
Patient and Physician 11
Notifications
Directed Plans of 4
Correction
Civil Money Penalties 1
Suspensions 1
Revocations, Injunctions 0
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