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« Communication of Menmography Results to Referring Healthcare Providerd a
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« Quality Control Testig for Printers and Monitor§February4, 2008)

« Maedical Physicist Repasibilities Recarding Lasea Printer Mammogrphy
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« Attention Mammogaphy Community- Pending Inspection SofveCitations
will be Activated on Jauary 1, 2008(October 31, 2007)

Communication of Mammography Reaults to Referring Healthcare
Providers and Patients

The Division of Mamnogrgphy Qudity and Radigion Programs habeen made aare
thatsametimes there are issues with tinethods somedcilities us to track that
mammogaphy results arprovided to reerring healthcare provide@nd patiats. Some
MQSA fadlities may notbe consistatly tracking or monitoring thamedical reports
and/orlay sumnaries ae being povidedon time orat all. As a esult, some refemng
healthcae provides and p&ents arenot receiving their exanreaults or arenot receving
them in a timely mannernimost instances, facilities hawstablished written mcedures
in place b issue the neorts, howser, in practice, the tradng of reports is sometimesot
adequate tensue timely issuance ofhe mammogphy results.

MQSA allows facilities to deviep or use a procedurend trackingsydem that woks
beg for them. Facilities need to monitor their sstems to asurethat ther policy and
procedues are actuallyrad corredly being followed. FDA supportsthe use of computer
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tracking and paper or geent log systems to asst in tracking timey issuance of medical
reports and lay sumaries. ®me radiology computer rportingsydemscan track
individual repors and genete summary reportsindicating when a mammographypert
or lay summay has ben issu&l. By routinely checking these summary reporagilities
canensure thatall mammogaphy resultshave been sued in a timy manne. Facilities
are encouraged to chbk with their ompute support vendors to sdf their oftwarecan
generate such sumary rgorts. FDA encourags all fecilities to reassss the current
systems, whether they areraputerizecr paper logs tomsure that tay communicate
mammogaphy results tolapatients and thie referring heéthcare providers

Another sonetimes ovelooked problen deals withfacilities that fax or enail medica
reports and/or lay sumnmigs. Poliges and procedures to deal withixes and eils that
are reportedas “failed” are important to ensuréhat reports ad lay sumnaries argesent
in a timely manner.

Facilities may obtain additional information about medicacordsand mammograpy
reports from he MQSA Policy Giidance Help Systemlocaed on thiswebgte (Seachon
keywords Medical Reords, Mammogaphy Reports, Mamographic Assesments
Written Report, Recordleping, and Communication of nmogaphy Results.)

Quality Control Testing for Printers and Monitors
1. Printer and/or Monitors without @Manuals

Underthe Mammograhy Quality StandardsAct (MQSA) final regulation 900.12(e)(6),
facilities using a mammgrghic modality other than@ea-film must follow a quality
control progam that is “substatially the saneas the qulty assurance progna
recommended by themagerecetor manufaturer...”. While dl full field digital
mammogaphy (FFDM) nanufacture's have quality ontrol (QC) manualsin sane
ca®s, the QC rmnuainstruds thefacility to testmonitors and printers acating to the
component’s QC mnual. In thes cases, it is the responsibility of eachdgity to ensure
thatit obtains and follows theamponent’SQC manual for itsmonitors and printers.

2. Facilities Usingthe Same Pmnter or Monitor with FFDM Units from Diffeent
Manufacturers

Forfacilitiesthat are usindg-FDM units from different manufacturers, dagith its own
QC requirenents for printers and monitgrhere may ke uncertanty regardinghe QC
tests to perform on tlse componentd he followingthreeexamplesshould hép fadiliti es
decide.

a. Each FFDM manufacirer QC manual requires that the same or eqlént test be
done, buat different timefrequencies. In this casfaglities neal to perform the test at
the more stringent frequency.

b. Each FFDM manufactureQC manual requires thdifferent but equivalent tests be
done. In this case facilities ay perform onlyone of the tests at the mor&iagent
frequency. The medat physicist should provide aritten staement for the facity’s
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quality control recordsndicaing that in hisor her opinion, the two tests argquvalent.
c. Each FFDM manufacrer QC manual requires that differensts (not equivaleth be
done. In this case facilities n@¢o perfoam each tesat the frequacy required inthe
respectiveFFDM manufacturerQC manud.

M edical Physicist Responsbilities Regardng Laser Printer
Mammography Equipment Evaluation (MEE)

We recenty learned thasome nedicd physicids are not including gpropriate testing of
the lase printer in ther survey /MEE r@ort to the fadity . There seems to be confusio
between the required MEtestingof alase printer: (1) béoreit is first put into clinical
use;(2) following reassenbly; or (3) after major repairs vs. the routine @ity Control
(QC) testing of he laserprinter after it is placedinto clinicd use In somecases, the
medical physicists did not s¢thelaserprinter at all. In othe casestheydid
inappopriate testing and, in a few ses, they did apropriatetesting but did not inclde
documetration of thetests in tte facility survey / MEE rgoort. Therefore, wevant to
clarify the MQSA requirements egarding this issue

The final regulations rguirethat dl test procedurese conducte asspedfied in the QC
manual of the FFDMsystemmanufaturer. Some of thesQCmanuds specify both
petiodic QC (daily, we&ly, or annual) and MEE testing fahe lase printer. Gher
manuals do not addse thesubje¢ and rder the user to the ker pinter manufactter’s
QC manual. For easy rierence, thedllowing table smmarizedaser printer test
procedues in current QC mnuals:

FFDM . QC Procedures-
System QC Manual | Weekly/Daily |Annuall MEE Commerts
- * i
GE- All All Yes* No No Per prinermfr. QC
systems manual
Fischer Rev.1010/07 |Daily check No No Follow printer nfr. QC
manual
Selenia Sev. +8/07, Yes No YesH* Follow the RleniaQC
Sec. 2.1 manual
Siemens  Rev. 5-4/07 Before clinical No Yes Follow printer nir. QC
use manual
Fuiji 3rd Edit—4/07 Yes Yes |Yes Follow applicab printer
QC manual

As thealove table shows, some tife FFDM QCmanuds do not speifically address tk
laser pinter MEE testing rguirements when first installie reassembled, orféer having
undergone a major repaHence, the facility or medical plysicist has to obtain his
informaion fromthe lsser pinter manufadurer.In some casg the QCmanualonly
addess the interface leveen the FFDM unit and thelaser printer. Theydo not address
the basic requirement that theserprinter, before it isusal clinically for mammography,
hasto be operating®designed by thédase printer manufacturer. Sindgbe MEE requires
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thatboth these a®s be cheked, themedial physicis may haveo consult both the
FFDM manufacturer’s QC miaud and the éserprinter QC or opeator's manual to
detemine which tests i@ required to asure thathe laser pnteris functioningproperly.

Some medical physists in@rrectly assumehat simpy scoringalaser pimted ghantom
image satisfies all theequirements of the laser printer MEE. Howevén,most cases,
this practce would not le acceptable. To avoid unnecesary follow-upsby MQSA
inspectors, we urgdlanedical physicists to review the FFDM manutacer'sQC
manual and, where nesgay, thelaserprinter QC or opeator’'smanual to determinthe
appuopriate esing. They then need to ckaly document the testing of thedar pinter in
theirrepors.

Attention Mammography Community - Pendng I nspection Software
Citations will be Activated on January 1,2008

On Janary 1, 2008 FDA will modify the aurrent inspection sftware (FISS Version
6.03) to allow citationsdr failures in the followingareas

+ Failing phantom scorgs) in full field digital mammograhy (FFDM) systems-
As you know, MQSA inspetors have be@ saoring phantom imagein FFDM
systems since 2006, but vemave withheld issuingitations for faling these imag
scores to give the inspexs alequatdime tobemme combrtable wth the
FFDM scoring proedure ad to gve the facilities a “headsip” view of our intent
in this area. Effective Jauary 1, 2008, filing phantom image scores k-DM
systems will have theame obswation levéds as seceen-film (S-F) systems.

« Failingto take correctivadion beforeresumingclinical use if the doseeported
by the medcal physidst exceeds 3 mGy (300 mrad). Speciity, we added tle
following data entries inaxly 2006:

o Dose value (mradjeportel ------- , and if the ingedor enteed a value
over 30 mrad, he sofware prompts the inspector to answee thllowing
gueston:

o C/A taken beforeesumngclinical us& (yegno)
Thus, effectve Janugy 1, 2008, if the ispector answs “no” to the above queisin, the
software program will issue a leN2 observationyhich will be applicable to lwth SF
and FFDM systems.

Updakd Febrary 5, 2@8
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This graphic displays @eragevalues for mean glandular dose andiesates of imag
guality in mamnogrgphy forthe peiod from the early1970’s to 2005. Dosein
mammogaphy have consistenteaeased withime, with themost substantial
reductons in dose oaarring from the early 1970’¢0 the erly 1980’s. Imageyuality dda
is presated from the md-1980's to present, ad showsconsigent improvement with
time.

The early studies of 1974d 1976 eportal substantial ontributionsfrom
xeromamnography and dired-film procedures Even during the first yagaof MQSA
inspections in 1995, tlmewereanumber of facilities still usig xeromammogray.
Techological improvemats such a dficient screenfilm technologies, molpdenum
targetbased xray units br mammograghy, and mprovement in film processingjuality
contiibuted to further eduction in dose during theighties and into the ninetiesoe and
image aality trends hae leveled off in recat yeas asthe technical aspects of
mammogaphy becara gotimized. For further discussn on trends in dose and image
quality in mamnogrgphy refer to thearticle posted on th&DA'’s website

Average valies for mea glandular dose ar@ther reportd by, or derivel from data
reported by the following souss:

Bicehouse HJ. Survey of Mamograhic Exposire Levels and Tehniques
1974 |Used in Eastrn Pennsylania. 7th Annual National Gnference oriRadiation
Contol, 1975. DHEW Publiation (FDA) 76-8026

Butler PF, JenserE] Breat Exposue: Nationwide Tends; A Mammographi
Quality Assurance Progna Results to Date. Rdiologic Tetinology 50(3),

1976
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| 1978;pp 251257.

Breast Exposure: N@nwide Trends. In: Internal proj pragress report.

1980 |Rockvile MD: Bureau ofRadiologcal Hedth, US Departmat of Healthand

Human Services, Food and y@dministration,1981.

1985, |Conway BJ, SuleimanOH, Ruete FG, Antonsen RGSlaytonRJ. National
1988, Survey of ManmogrmphicFadlities in 1985, 1988, ad 1992. Radiology
1992 11994;191: 323330.

1995 to

present

Mammography QualityStandards Ac(MQSA) inspetion findings.

Image Quality scores areported fom thefollowing souces:

NOTE: All image qulity scores areepated without artifact sub&dion.

RMI 152 phantonwith 'C' insert; 1985 Nationwid&valuation of Xray
Trends (NEXT) survey da.

1988 |RMI 156 phantom with 'C insert; 198aNEXT surweydata.

1992 | RMI 156 phantom with 'D' insert 1992 NEXT surveydata.

1995to
present

1985

Mammogaphy Quality Standas Act (MQSA) inspection findings
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ANRSA
e, % Facil |ty @ MQSA National Statistics
T
=2 g SCO '@  In this setion of the MQSA Soreard,we
A presenthe mostcommony requested
2w U Ca I“d nationalstatistics egading the MQSA
progam These statist&ae updaed on tle
first of each month.
Cettifi edfacilities, as of Otber 1, 2007 8,837
Cettifi caton sttistics, & of March 1, 2008
Total certified facilities / Total ecredited units 8,871 /13,547

Certified facilities with FFDM units / Accredited FFIM units 28471430
FY 2008 inspection stestics, @& of March 1, 2008

Facilities inspeted 3,284

Total units at inspecte facilities 4,917
Percent of inspdmns whee thehighest nonompliancewas a:

Level 1 violation 1.3%

Level 2 violation 16.1%

6.1%

Level 3 violation
Percent of inspeimns with no violation 76.5%
Total annal mammograpi procedures report as of March 1, 200¢ 35,787,362

5 This number isan aygregateof the tadal number of procedures performed aalyias eported by facilties totheir accreditation bodies.
Facilities are asked to disclose thisformaton attheirinitial accrediation, andlen & the timeof their reaccredigtion, which takegplace
once every three yes. FDA began collecting these dataif98. The aggregate does not reflect¢brent numbenof procedurs performe at
thesefacilities, but only the nurbers reportedby them during thehreeyearperiod prior b thecurent date. We havaggregated only the
numbersreportedby certified, non-Veterans Adminigration facilities.

2 FFDM - Full Field Digital Mammography unit.
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