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Overview, The Year of 2009Overview, The Year of 2009

•• Full Field Digital Mammography is taking Full Field Digital Mammography is taking 
over.over.

•• There was a total of 522 mammography There was a total of 522 mammography 
facilities in 2009facilities in 2009

•• 146 were film screen146 were film screen
•• 376 Full Field Digital 376 Full Field Digital 
•• Texas is 72% DigitalTexas is 72% Digital



Violation Severity LevelsViolation Severity Levels

•• Severity Level IV (the lowest) Severity Level IV (the lowest) = 11= 11
•• Severity Level IIISeverity Level III = 124= 124
•• Severity Level IISeverity Level II = 91= 91
•• Severity Level I (the worst)Severity Level I (the worst) = 2= 2



Good News!!!Good News!!!

•• Most facilities donMost facilities don’’t violate.t violate.
•• Total Inspections for 2009 = 569Total Inspections for 2009 = 569
•• No violations or only severity level IV No violations or only severity level IV 

violations were found on 449!violations were found on 449!
•• 79% of the inspections revealed no 79% of the inspections revealed no 

serious violations!!serious violations!!



The 10 most frequently found The 10 most frequently found 
violations.violations.

•• #10#10 Failure to perform or analyze Failure to perform or analyze 
image quality at the correct intervalimage quality at the correct interval
–– Required at no more than 7 days for f/sRequired at no more than 7 days for f/s
–– Required weekly by FFDM manufacturersRequired weekly by FFDM manufacturers

•• Most occur in the absence of the QC Most occur in the absence of the QC 
Technologist or following the absence of Technologist or following the absence of 
the QC Technologistthe QC Technologist



10 Most Frequent Violations10 Most Frequent Violations

•• # 9# 9 The Lead Interpreting Physician The Lead Interpreting Physician 
failed to review QC recordsfailed to review QC records
–– Required quarterlyRequired quarterly
–– Most common where the physician is remotely Most common where the physician is remotely 

locatedlocated
–– Remote interpretation of FFDM is making this Remote interpretation of FFDM is making this 

more difficultmore difficult
–– The licensed facility is ultimately responsibleThe licensed facility is ultimately responsible



10 Most Frequent Violations10 Most Frequent Violations

•• # 8# 8 Failure to perform or analyze fixer Failure to perform or analyze fixer 
retention at the correct intervalretention at the correct interval
–– No common reasons revealed in the analysisNo common reasons revealed in the analysis
–– Required of only 28% of the Texas facilitiesRequired of only 28% of the Texas facilities



10 Most Frequent Violations10 Most Frequent Violations

•• # 7# 7 Failure to include the overall final Failure to include the overall final 
assessment of findings in the medical reportassessment of findings in the medical report
–– ““NegativeNegative””
–– ““BenignBenign””
–– ““Probably BenignProbably Benign””
–– ““SuspiciousSuspicious””
–– ““Highly suggestive of malignancyHighly suggestive of malignancy””
–– ““Incomplete: Need additional imaging evaluationIncomplete: Need additional imaging evaluation””

•• BiBi--Rads Codes alone are not acceptable Rads Codes alone are not acceptable 



10 Most Frequent Violations10 Most Frequent Violations

•• # 6# 6 Failure to notify the Agency of Failure to notify the Agency of 
personnel changes i. e., physicians, personnel changes i. e., physicians, 
technologists and physiciststechnologists and physicists
–– See See 

http://www.dshs.state.tx.us/radiation/pdffiles/http://www.dshs.state.tx.us/radiation/pdffiles/ 
Mammo/RC230RMammo/RC230R--1B.pdf1B.pdf 
for an amendment formfor an amendment form

–– Fill out the part that changes Fill out the part that changes 
–– A letter works as well as the formA letter works as well as the form

http://www.dshs.state.tx.us/radiation/pdffiles/Mammo/RC230R-1B.pdf
http://www.dshs.state.tx.us/radiation/pdffiles/Mammo/RC230R-1B.pdf
http://www.dshs.state.tx.us/radiation/pdffiles/Mammo/RC230R-1B.pdf
http://www.dshs.state.tx.us/radiation/pdffiles/Mammo/RC230R-1B.pdf


10 Most Frequent Violations10 Most Frequent Violations

•• # 5# 5 Allowing physicians to interpret Allowing physicians to interpret 
mammography, before confirming their mammography, before confirming their 
mammography qualificationsmammography qualifications
–– Most common with locum tenensMost common with locum tenens
–– The facility must maintain records to prove The facility must maintain records to prove 

compliancecompliance
–– Qualification records must be available upon Qualification records must be available upon 

requestrequest



Interpreting Physician Requirement Interpreting Physician Requirement 
QuestionsQuestions

•• -- Licensed?Licensed?
•• -- Certified or Certified or 3 months training?3 months training?
•• -- 60 category I CME hours?60 category I CME hours?
•• -- Initial experience adequate? (240 exams/6 Initial experience adequate? (240 exams/6 

months)months)
•• Date completed initial requirements mm/dd/yyyyDate completed initial requirements mm/dd/yyyy
•• New modality training (8 hrs.) (if applicable)New modality training (8 hrs.) (if applicable)







10 Most Frequent Violations10 Most Frequent Violations

•• #4#4 Failure to take corrective action Failure to take corrective action 
following an image quality evaluation following an image quality evaluation 
failurefailure
–– This is the density difference or background This is the density difference or background 

densitydensity
–– Density selection can be used to correct if the Density selection can be used to correct if the 

same correction is applied to patient exp.same correction is applied to patient exp.
–– If the density selection doesnIf the density selection doesn’’t work, consult t work, consult 

your physicistyour physicist



10 Most Frequent Violations10 Most Frequent Violations

•• # 3# 3 Failure to record Contrast to Noise Failure to record Contrast to Noise 
Ration (CNR)Ration (CNR)
–– Maybe due to the record location on a busy Maybe due to the record location on a busy 

formform

•• What if a computer crash wipes out the What if a computer crash wipes out the 
QC records?QC records?——Still a violation!Still a violation!



10 Most Frequent Violations10 Most Frequent Violations

•• # 2# 2 Quality Control Film Crossover Quality Control Film Crossover 
calculation errorscalculation errors

•• Only affects 28% of the facilities in TexasOnly affects 28% of the facilities in Texas





10 Most Frequent Violations10 Most Frequent Violations

•• # 1 Mechanical Alignments# 1 Mechanical Alignments
–– Light field to xLight field to x--ray field ray field 
–– XX--ray field to image receptorray field to image receptor

•• Facility may test per instructions in ACR Facility may test per instructions in ACR 
QC ManualQC Manual

•• Have it checked frequently by the Have it checked frequently by the 
repairmen repairmen 









Most Significant ViolationsMost Significant Violations

•• # 5 # 5 Failure to have a physicist survey new Failure to have a physicist survey new 
installed equipmentinstalled equipment
–– Most were on remote work stationsMost were on remote work stations
–– Facility is responsible, but may not be aware of all the Facility is responsible, but may not be aware of all the 

remote workstations in useremote workstations in use
–– May need to be the subject of a contract clauseMay need to be the subject of a contract clause

•• Our most severe case was with a facility with a Our most severe case was with a facility with a 
PACS that could be accessed via the internetPACS that could be accessed via the internet



Most Significant ViolationsMost Significant Violations

•• # 4 # 4 Interpreting mammograms more Interpreting mammograms more 
than 30 days post examinationthan 30 days post examination
–– Facilities were found holding interpretations Facilities were found holding interpretations 

until priors were obtaineduntil priors were obtained
–– One had a policy of trying to obtain priors for One had a policy of trying to obtain priors for 

up to 6 monthsup to 6 months
–– The physicians may be at fault, but the facility The physicians may be at fault, but the facility 

is responsibleis responsible



Most Significant ViolationsMost Significant Violations

•• # 3# 3 Failure to provide original Failure to provide original 
mammograms upon requestmammograms upon request
–– Some FFDM facilities insist on providing only a Some FFDM facilities insist on providing only a 

CDCD
–– Some facilities try to refuse to give up the Some facilities try to refuse to give up the 

original mammogramoriginal mammogram
–– At this time all FFDM facilities must have the At this time all FFDM facilities must have the 

capability to print images for accreditationcapability to print images for accreditation



Most Significant ViolationsMost Significant Violations

•• #2#2 Failure to maintain mammography Failure to maintain mammography 
recordsrecords
–– Closing facility capitalizes on salvage value of Closing facility capitalizes on salvage value of 

filmfilm



Most Significant ViolationsMost Significant Violations

•• #1#1 None or very little quality control None or very little quality control 
records available for inspection!records available for inspection!



Out of town inspections are Out of town inspections are 
scheduled up to a month in scheduled up to a month in 
advance.advance.

–– The inspectors sets up 3 for a week of remote The inspectors sets up 3 for a week of remote 
location inspections. location inspections. 

–– One facility requests a rescheduleOne facility requests a reschedule
–– All 3 inspections are rescheduledAll 3 inspections are rescheduled



Day before the rescheduled Day before the rescheduled 
InspectionInspection

•• Inspector is called by QC TechInspector is called by QC Tech
•• QC manual was sent to main site for LIP review QC manual was sent to main site for LIP review 

and courier forgot to return itand courier forgot to return it
•• QC tech will retrieve manual and be ready for QC tech will retrieve manual and be ready for 

inspection by 10 a.inspection by 10 a.
•• Inspector can start with equipment, physics Inspector can start with equipment, physics 

surveys and the P&P manualsurveys and the P&P manual——OK so far  OK so far  



Day of Inspection (DOI), 8:00 a.m.Day of Inspection (DOI), 8:00 a.m.

•• Upon arrival inspector is advised that the Upon arrival inspector is advised that the 
P&P manual has been P&P manual has been ““accidentally taken accidentally taken 
homehome”” by the QC Techby the QC Tech

•• Still OK, inspection starts with machine Still OK, inspection starts with machine 
testing and review of the physics survey testing and review of the physics survey 
reportsreports



DOIDOI----10:40 a.m.10:40 a.m.

•• One of the staff techs receive a textOne of the staff techs receive a text——The The 
QC Tech has witnessed an automobile QC Tech has witnessed an automobile 
accident and is waiting for the authorities accident and is waiting for the authorities 
to arriveto arrive

•• Still ok, but the Inspector will be a little Still ok, but the Inspector will be a little 
late getting home.  late getting home.  



DOIDOI——12:30 a.m.12:30 a.m.

•• Another textAnother text——QC Tech has cleared the accident, QC Tech has cleared the accident, 
but the Main Office is now closed until 1:00 but the Main Office is now closed until 1:00 
p.m.p.m.----cancan’’t get back to the inspection before t get back to the inspection before 
2:30 p.m.2:30 p.m.——very sorryvery sorry----will ship manual will ship manual 
tomorrow a.m. if inspector cantomorrow a.m. if inspector can’’t waitt wait

•• A few minutes later another message indicates A few minutes later another message indicates 
QC TechQC Tech’’s car is dead and now waiting on a tows car is dead and now waiting on a tow

•• Since this was the last inspection of the trip, the Since this was the last inspection of the trip, the 
Inspector is interested in avoiding another trip Inspector is interested in avoiding another trip 
for one inspection so, the Inspector decides to for one inspection so, the Inspector decides to 
go by the Main Office on the way home and go by the Main Office on the way home and 
informs the QC Tech of the plan  informs the QC Tech of the plan  



DOIDOI——3:00 p.m. Main Office3:00 p.m. Main Office

•• No QC manual No QC manual 
•• Staff claims manual has NEVER been thereStaff claims manual has NEVER been there
•• Lead Interpreting Physician (LIP) doesnLead Interpreting Physician (LIP) doesn’’t t 

remember being asked to review the QC remember being asked to review the QC 
recordsrecords——EVER! EVER! 

•• LIP notifies remote office to suspend LIP notifies remote office to suspend 
mammography services until the quality mammography services until the quality 
control status can be assessed control status can be assessed 



The return visit,The return visit,

•• Two qc tests had been recorded in the past yearTwo qc tests had been recorded in the past year
•• The physics survey report didnThe physics survey report didn’’t indicated any t indicated any 

problems with the Technologistproblems with the Technologist’’s QC recordss QC records
•• The Inspector found the physicist didnThe Inspector found the physicist didn’’t actually t actually 

get to review the Technologistget to review the Technologist’’s QC recordss QC records
•• The courier had forgot to bring the QC manual The courier had forgot to bring the QC manual 

back from main office on the day or the survey!back from main office on the day or the survey!



QuestionsQuestions
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