— Jerry Cogburn
e Mammography Group Manager
— : Department of State Health Services
S — Regulatory Services Division
Environmental and Consumer Safety Section
Inspection Unit, Radiation Branch
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o mgm:v as a total of 522 mammography

IsLL ﬁ‘.—les In 2009

E\_/vere film screen
= 376 Full Field Digital
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Qs Tacilities don't violate.
» Torelis] ectlons for 2009 = 569

- No \,4 0 atlons or only severity level IV
SVio); ons were found on 449!

=== '_7.‘9% of the inspections revealed no
~ serious violations!!
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IEALO, most frequenth;‘-
VIBIELIONS. "?E,

710  Failure to perform or analyze
nglge uallty at the correct interval

= Requ lired at no more than 7 days for /s
— ] fqmred weekly by FFDM manufacturers

e ost occur in the absence of the QC
= Technologlst or following the absence of
~ the QC Technologist
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=0 The Lead Interpretlng PhyS|C|an
aied t Hewew QC records

SREq réd guarterly

| -:;J,i‘s” ﬁ’st common where the physician is remotely

i-:?;: ~ located
= ‘Remote interpretation of FFDM is making this
more difficult

— The licensed facility is ultimately responsible
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‘Failure tol performi or analyze fixer
FJDa at the correct interval

NO ol Mon reasons revealed in the analysis

| @ji_é]mred oft only 28% of the Texas facilities
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~ Failure to include the overall final
m T of findings In the medical report
[F

= :{-:{[_3 .gh,,

E fobab/y Benign”
= — “Suspicious”

—-._._.l'-—-'

"‘_'_ “Highly suggestive of malignancy’”
— “Incomplete: Need additional imaging evaluation™
® Bi-Rads Codes alone are not acceptable
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zabr Eaillre to notif the Agency of
JE(SOHF l changesi. e., physicians,
fle) glsts and phyS|C|sts
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= it //WWW dshs.state.tx.us/radiation/pdffiles/
_ﬁj— .“Wlammo/RCZBOR 1B.pdf
= ‘“for an amendment form

- — Filll out the part that changes
— A 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
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> FE 5 aﬁA lewing physicians to interpret
mrrmmr pefore confirming their
mrlf_f graphy gualifications

= -@st common with locum tenens
= 4‘ he fac:|I|ty must maintain records to prove
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= —compllance

— Qualification records must be available upon
request



,,@ months tralnlng’)
@:0 [FCVIE hours?
perlence adeguate? (240 exams/6

L o= ) =

= f@éte completed initial requirements mm/dd/yyyy

—

— I\Tew medality training (8 hrs.) (if applicable)



Dr. Mo, successtully completed his residency in diagnostic

radiology o June 30, 2007, Dunng the pertod of his residency
program June 1, 2003 to June 30, 2007 Dr. Mo recewved the

following traming and experience specific to mammography:

1. At least three months of trainmg in the nterpretation of
mammograms, including mnstruction 1in radiation physics,
radiation effects, and radiation protection

2. At least eight hours of traimung in both film screen and full
field digital mammography.

3. Read or interpreted, under the direct supervision of an
mterpreting physician, the mammograms from the
ezarminations of at least 240 patients withun the last 6-month
pertod ofthe residency program.

" Bigned (Program Chairman)




B D successfully completed his residency in Diagnostic Radiology on June 30,

2007. During the period of his residency program, July 1, 2003 to June 30, 2007, Dr.

received the following training and experience specific to mammography:

1.

2,

Dr. did not pass the American Board of Radiology Diagnostic Radiology
Certifying Examination at the “first allowable time” in June 2007.

Dr.[_ | during his diagnostic radiology residency, received more than 60 hours of
medical education in mammography, including instruction in the interpretation of
mammograms and education in basic breast anatomy, pathology, physiology, technical
aspects of mammography, and quality assurance and quality control. The educational
experience also included instruction in radiation physics, radiation effects and radiation
protection.

. According to the records of the County Hospital District, Dr. read or

mterpreted, under the direct supervision of a certified MQSA/FDA interpreting physician,
the digital or analog mammograms from the examinations of three patients during the
six-months prior to his passing the Ametican Board of Radiology examination at the
second atternpt.

Dr. has received more than 10 hours of medical education in digital
mammography.

Sincerely, 27N\
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2 HL __| Ure to take corrective action
oHovwr raniimage quality evaluation

IAJM rf?*“‘

—} 15 the density difference or background
B Ensny

‘i".'—"-‘- Den5|ty selection can be used to correct If the
~  same correction is applied to patient exp.

— |f the density selection doesn’t work, consult
your physicist
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3 ;;,tl ure to record Contrast to Noise
riclu@n NR)

— |Vleby 5€ due to the record location on a busy.
- sm—' '

= hat if'a computer crash wipes out the

: J@C records?—Still a violation!
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(ONVIOSt Frequent:Violatit

_ uality Controll Film Crossover
| errors

—— - -
- ~ - =
—"_;.——- _-'—__ =
i



i2ld Emulsion 3355

?New Ermulsion s

Lowe Diensity | Mid Density | High Density

(LD (MO (HD (LD D HD
Film# [ Step®* 10 |Step# 11 | Step#* 13 B+F Film# | Stp_ 10 | Stp_11 | Stp_13 B+F
B 0.40 1.25 2.34 0181 1 0.45 1.27 233 017

2 0.4a0 1.23 243 18] =2 0.48 1.30 2. 30 01y

3 0.44 1.26 2.410 a1y 3 0. 46 1.27 228 0.18

4 0.53 1.28 2.4 018 4 0.43 1.28 2.3z 017
A 0.44 1.28 243 18] 4 047 1.31 2.3 0.18
Eﬁwg. 0.40 1.26 2.4 0.13]Avd 0.47 1.29 2.1 017
ﬁwerage Density Difference: DD=HD-LD = __ 1. 91 ﬁwerage CD: DD HD-LDO = _1.84
I'u'I[ZI {llﬂ‘erence hetween new and old film [Hew I'u'I[] Cld MD) 0.03
DD difference between new and old film {New DD - 0OId DD] re 117 I m—
B+F difference between new and old film {Hew B+F - Old B+F) t *o01

I'i'l[]I ] 1] B+l
.......................................................... OId speratmg Tevels T35 T I T 1 R
Difference hetween new and olq 0.03 0.07 0.01

.......................................................... New operating Tevels 736 ITF7 R m—

1.91
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7 1 Mecrf anicall Alignments
Shight r ld to x-ray field
— /<argrf |eld 1o Image receptor

=

Tty may test per instructions in ACR

-l-l'_._ _—

,..,.a:»C Manual

= Have it checked frequently by the
“repairmen
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» #5 ]l ure tor have a physicist survey new.
erir.allech
3 l\/IQJ:‘ _e're on remote work stations

= [FaC Ity' IS responsible, but may not be aware of all the
~ remote workstations in use

———

;.f___. 'IVIay need to be the subject of a contract clause

R

‘ **ﬁur most severe case was with a facility with a

- PACS that could be accessed via the internet
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Mos |f1egﬁ.'[;,‘\/-|olatmﬁh

o ctE _=__._-e'fpretiﬁg mammograms more
el 3 ) day/s| post examination

— rrlC litie res were found holding interpretations
L 1'11 prlors Wwere obtained

--H@ne had a policy of trying to obtain priors for

==
—-—"u_-

-~ Up to 6 months

== The physicians may be at fault, but the facility
IS responsible

- -
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> H S r“al ure to provide original
mrlmmv Upon; request

SOO0ITIE | FFDI\/I facilities Insist on providing only a
SCD-

--'.'-I-

"' -#—-§bme facilities try to refuse to give up the
_‘"_-'* =f-or|g|nal mammogram

| — At this time all FFDM facilities must have the
capability to print images for accreditation
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| rvery little quality control
;|Iable for inspection!
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— Tihe ectors sets up 3 for a week of remote
gzl 19 mspectlons
o _C|I|ty ieguests a reschedule

7
-
Sy
;.
- -L-":r —
o

-mspectlons are rescheduled

_'T— -
—

==y \

e

pa——



—

—

Day before thaﬁw_&‘.

: Inspection:

—-—

> |rsgee Lu |s called by QC Tech

> 0)¢ m,m al Was sent to main site for LIP review
rlmrl GOl r|er forgot to return it

Fé— ech will retrieve manual and be ready for
Jjnspectlon by 10 a.

~ & [pspector can start with equipment, physics
~ surveys and the P&P manual—OK so far
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6N arrival inspector is advised that the
;)? ﬂanual has been “accidentally taken
me” by the QC Tech

._,: _..__-'
-.:-—-‘F'
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= fSHII OK, Inspection starts with machine

‘testing and review of the physics survey
reports



> O)fl2 o)fuig staff techs receive a text—The
0)C r:\cr has withessed an automobile

Ele rJJwr ‘and is waiting for the authorities
o stVé

— ---_._—

Ze fﬁ ok but the Inspector will be a little
Tte getting home.



- 30 __-.J".a'b—

="~ e

> AfJiges ext—QC Tech has cleared the acudent
SUIIE I\/Ialn Office Is now closed until 1:00

0. 1) ~~i‘ get back to the inspection before

- SONo-mL—Very sorny--will shlp manual

'FQr rrow a.m. If inspector can’'t wait

-._:-;-r"'f minutes later another message indicates

=—0C “Tech’s car is dead and now waiting on a tow

= =

~ ® Since this was the last inspection of the trip, the
Ispector Is interested in avoiding another trip
for one inspection so, the Inspector decides to
go by the Main Office on the way home and
iInforms the QC Tech of the plan



| nterpretlng Physician (LIP) doesn’t
— '-mber being asked to review the QC
_____._, Ords—EVER!

= _IP. notifies remote office to suspend
mammography services until the quality
control status can be assessed
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IENETUrn Visit, - —

> o) r]g,-.-"-" 5 had been recorded in the past year

2 he onﬁ sunvey: report didn't indicated any.
oroola 15 with the Technologist’s QC records

| ‘[ nspector found the physicist didn’t actually
0 review the Technologist’s QC records

— get
i e _courier had forgot to bring the OC manual
back from main office on the day or the survey!
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