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eMedical physics services may be provided
in a professional and valuable manner,
using combinations of the minimum
standard of practice and the “best practices”
model.

eThe professional medical physicist should
| —consider multiple parameters when

\‘\d ining the appropriate model under
which:to deliver services.

Medical Physics Services

= Scheduled

= Annual Surveys

= Assist with ACR accreditation
= Unscheduled
\:Equipment Evaluations (FFDM > SFM)
\ﬁnical image technical problem solving
. o\¢\c>ef cheduled

ccept

= A e%ce Tests and Equipment Evaluations

Purpose:

eTo explore the impact of DR
mammography on the practice of clinical
medical physics.

eHistorical and new methods for providing
—scheduled and unscheduled mammography
\p\yéic services for facilities using DR

ma %graphy will be presented.
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Basis for MP service

= Knowledge of DR Mammography Systems
- GE
= Hologic/Lorad
= Siemens
= Fisher
= Knowledge of ACR requirements and

\p ocess
\N%ﬁeﬁe of FDA requirements

= Willingness to help
. AvaiIaS}Nty hen help is needed

A




Acquisition and Review
Workstations
= In the beginning...

= Review workstations were an integral (in
most cases) part of an FFDM system.

%E issued one comprehensive QC manual
thét Vered both acquisition and review.

Bob’s initial idea and e-mail

= For weekly QC, is it sufficient to acquire 1 image on
each machine and evaluate it on any workstation, so
long as all workstations are tested each week.

= Once we are convinced that the workstation has not
degraded by tracking the score of a single image,
wouldn't that be sufficient?

~

searched the GE manuals but could not locate any
ference to this type of situation.

= | also checked the AWS QC manual for the 2000DS,
but did not.locate any reference to this situation. If
a éC manual for the 2000DS Advantage

there
Workstaﬁﬁn,‘liould not locate one anywhere.

= Seno DS (AWS) and Seno Advantage (RWS)
have separate QC Manuals

%sion of the 2000 D and RWS QC manuals
b

n)fOCBSS now

= No dat Nhen new documents will be
available.
GE

Clinical Problem

= Facility had 2 GE 2000D (w/ GE RWS)

= Added 1 GE Seno DS w/Advantage RWS
= MD’s used both workstations

= Facility recently added Hologic Selenia

wd Hologic WS
\‘-\Dw%ey need to review all phantom

images on all workstations? This seems

like a\lﬁ\?fﬁnecessary work.

Response from GE

= Client should have received QC manuals for
each piece of equipment.

= If they are really not being delivered (as
opposed to "lost"), first check with the Field
Service Engineer to determine if he/she knows
Nhere they are or if he/she can get a copy in
ase-it was not shipped.

. Let }ow if manuals do not exist

Simplify phantom image review

= The current GE QC plans do not mention this, but
it is something that evolved from work with NEMA
to develop "generic" QC templates for hardcopy
devices and for displays/workstations.

= When adding a new display/workstation to a
network, send a phantom image to the station and
score the image to ensure that it meets the
requirements of the image receptor manufacturer

(it also is evidence that the acquisition and
display stations are communicating).

GE




= Similarly, if you had a "major repair"toa
workstation, then | would advise again sending the
phantom image to the station for an evaluation.

Conversely, if you add an acquisition station, we
would advocate sending a phantom image (during
MEE) to every workstation that will read images
from that acquisition station to ensure that the
score agrees with the requirements of the image
receptor manufacturer.

= But in neither the NEMA templates nor current GE
manuals are we advocating weekly phantom
image review between every combination of
acquisition and review station.

GE

= GE website posts the updated QC manuals and
other related documents.

= As yet, the product managers have been
reluctant to make the initial release of a QC
manual for a new product publicly available.

= GE expects that the customer will receive that
initial manual

\‘N'\\,Qk:e%ebsite serves as a means to provide
su

gquent updates.

GE

recipe to download QC documents
from a GE website

= Goto
http://www.gehealthcare.com/services/repl_parts
/documentation.html

= -- From the links to the right and below of the
stack of books, select "Xray."

\m the list at the left labeled "XR Products,"
\‘\s \down to "Senographe 2000D and RWS"
fo e 000 D MTF procedure, to "Senographe
DS" fo DS QC manual, or to "Seno
Advan Nor the SA QC manual.

http://www.gehealthcare.com/services/repl_parts/documentation.html
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= The other lists may be left at their default settings,
i.e., Manual Types = All, Classifications = General
(Class A).

= Click the "Search" button at the bottom of the
page. This will open a new window with the search
results. The revised procedure for the MTF test is
No 6 in the 2000 D list, "Seno 2000D QC
diduvm Subsystem MTF Measurement"
\ ad a f|Ie on line by clicking on the link

File
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Common Documentation Library
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= -- You can download a copy of a document by
clicking in the selection box under "Download"
and then clicking the button "Download Selected
Files."

= -- You will be asked if you agree to GE's
copyright terms and restrictions. If you do, click
"Accept.”

%\ﬁle will be downloaded as a .ZIP file.

Whe extracted, it will be located in sub-folder
"Senographe" in folder "XR."

GE

Senographe 2000 D QAP:
Quality Control Tests
For MQSA Facllities

Monir Calbrar QC Manual
PRI Tt—— 2ITI-A0
]

Selection Guide for the Correct Senographe 2000 D QC Manual

Is your facility subect o the rules of the
Mammegraphy Qualty $landards Act Mo | Seeyour GE representative for
(MOSA)? —+ & copy of the OC Manual for

non-MOSA facilities.

Yes i

For filmless measurement of sub-system
resohution, See QAP Addendum
5124952100001

Prie-O Mot Sure
2] Is your 2000 D Pre-Omyx or Post-nyx?
-

See QC Manual For & non-mobile system, For a mobile system,
2277300-100n1 see O Manual s OC Manual
2371472-100i00 2371898-100100
For fimiess measurement of sub-system
resolution, see QAP Addendum GE
5124952- 1001001

How to Determine th 20000 Acquisition Product

AWS Software | Seno 20000 Acquisition
Version Product Version

10 Pre-Onipt
1720rhigher | Post-Deypx
™ ofhe Senograche 20000 Acq be drieminad by hecking

AWS sovare vession umser n e 8 bar of e Browser (st iure below) I he versicn
bt 110, ONYX sohare spgra, s re Oy, hevesin
rembe s 7.2 ighes, he CNYX ggras has b nstabd, s Pest Ony.

Locaion of AWS software version
nuriber in Browser e bar.

GE
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e Filler
Rimabng spamarelal; 1)

Question: How old were the programmers who wrote this?

Answer: Older than the ones who wrote the access to the

workstation calibration on the 2000D RWS.
GE

GE Healthcare

General Elactric Compary
W

P.0.Box 414
Mitvasikee, W1 53201

22 March 2006
To the Radiologic Techmologist and the Medical Physicist:

The Latest revision of the quality control mamal for Senographe DS full-field digital manunography
(FFIIM) systems 15 Semographe DS Acquisition System QC Manual, Revision 1, document no.
S133453-2-100. If this revision has been received as part of a system upgrade, the QC Technelogist and
the Medical Physicist should imumediately begin to follow the procedures specified i this latest revision.
If this revision has been acoessed by other means, for example, having been down loaded from GE's
Commeon Documentation Library, the manual will be found to be generally applicable, but in some
instances might not apply if dependent on feanures that have not vet been incorporated on a specific
system. Details regarding what is new in this revision of the QC manual and lonits on applicability are
detailed in the following.

What's New in $133453-2-100, Rev. 17 GE
QC Manual 100, Rev. 1, was prepared as an update to documents 2404641-100, Rev. 2 and
5153483 i af il 3 s thicis




= The new manual contains only one new test, Sub-
System MTF Measurement, which has been added to
the (physicist’'s chapter).

= The physicist may choose to perform this test as a
replacement for two other tests—CNR and MTF
Measurement and Evaluation of Focal Spot
Performance.

= The latter is a film-based test which is problematic at
facilities that have eliminated the use of film.

[~~=__The Sub-System MTF Measurement does not require

\-\.\?Qu e of film.

= Otherwise, no tests have been removed and no action
limit: ave\been changed in development of the new QC
manual

GE

Chapter 1, Section 3, Monitor Cleaning

= New information has been provided regarding the
appropriate materials to use for cleaning monitor
screens. This is intended to apply to both CRT and LCD
monitors.

= Cautionary notes to the operator have been separated
from the procedure steps to make the notes more readily
apparent and improve the clarity of the procedure.

| TFh& procedure steps have been modified to clarify that

\t‘ne\@pér tor should first check to see if it is necessary to
cleanthe monitor screen before initiating the actual
cleanﬁlb\ If there is no evidence that the monitor screen
needs cléanin\g, it is not necessary to clean it.

Chapter 1, Section 5, CNR and
MTF Measurement

= The procedure steps were modified slightly to
clarify that the compression paddle is to be
removed for the measurement.

= The formula used to calculate “Change of CNR”
has been added for clarification.

itional details regarding the action limits
rﬁ\k been added so that they can be more
read® compared with the presentation of results
by the%§ ool accessed from the Browser.

GE

Chapter 1, Section 9, Repeat
Analysis Check

= An upgrade being implemented on Senographe
DS Systems provides the availability of an
automated method of repeat and reject analysis.
Additional details regarding this feature are
included in the Operator Manual.

\.;O determine whether or not the automated
n

lysis feature is available on your system,
ect.the QAP button in the Browser and look
% A button. If the RRA button is

es bﬁ’t e automated analysis feature is

fo

pres
availa

GE

= The automated analysis provides three versions
of repeat and reject rate calculations. The
operator needs to decide on the most
appropriate rate for use at the operator’s facility.

= The operator should be aware that changing
from the existing means of calculating the repeat
or reject rate to one based on the automated
method may lead to a change in the rate that is

N@&gesgociated with any change in clinical

\p ocedures. ...

. \prkc&iure is added in Sec. 9-3 for backing up
the data base used for the repeat and reject
analysis)

Collimation Assessment

= The Required Test Equipment section has been
modified with regard to the “auxiliary image
receptor” used to record the deviation between
the x-ray field and the light field.

= Previously this had been limited to a 24 cm x 30 cm
mammographic cassette.

= The requirement has been generalized to allow the
se of a detector large enough to record the extent of
x-ray field and the light field, e.g., a general
iography cassette or a computed radiography (CR)
sette,

= Theo r;v may also use multiple distributed
detectors, positioned around the borders of the fields.
GE




= Previously a radiographic technique is no longer
specified, but instead guidelines on technique
selection are provided.

= Previous revisions quoted the MQSA rules

extension of the CW edge of the x-ray field to the CW
edge of the image receptor

the absence of visibility of the vertical edge of the
compression paddle,

= but no procedure steps were included to check for

\égr;pliance with these rules. Those steps have been
\ ed ( p.58).

= Sp \as also been added in data record
tables(p 61 and 62) to record the results of
checklna\\r\sompllance with those rules.

Sub-System MTF Measurement

= This is a new procedure that provides a measurement of
the sub-system modulation transfer function (MTF) of the
FFDM image acquisition system without the need for
film.

= When performing a QC survey or MEE of a Senographe
DS, the physicist may use this procedure instead of the
following two tests:

v CNR and MTF Measurement, Chap. 1, Sec. 5

v Evaluation of Focal Spot Performance, Chap. 2, Job
Card VF-P02
ogthat to perform this measurement it is
ssary that the image processing algorithm
\ex be disabled. If the Fine View algorithm is
norm LF nabled during clinical use, you must re-
enableFineView at the completion of this
measur
= New S&cn s have been added to Chapter 3,
Guidance, t suﬁgiort this new procedures.

\

(Address )& hetp:f fwvow. Ha.gov/cdrh| hy/altstandards.html
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0od and Drug Administration 4

Mammography % %

Information for mammography facility parsonnel, inspectors, and consumers
about the implementation of the Mammography Cuality Standards Act of 1382 {MOSA)
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Approved Alternative Requirements

A

Evaluation of Focal Spot Performance

= In accord with Guidance published by FDA, the
requirement to test the small focal spot is based
on its clinical use.

If the facility does not ;ﬁerform magnification imaging, there is
no requirement to do the performance test on the small focal
spot.

\\-Fo the case where evaluation of the small focal
[~ Spotis required, additional procedure steps for
th éasurement have been explicitly added.
This'mate ng has already appeared in document
5133453-1000, Rev. 1.

Summary of MEE

Several modifications have been made to the table
“Summary of MEE for Senographe DS
Mammographic System,” These are:
= Collimation Assessment: Checks have been added
for the extension of the chest wall edge of the x-ray
field to the chest wall edge of the image receptor and
the absence of visibility of the compression paddle in

\.t&h“e image.
\‘\ h-system MTF: This section has been added to

\cor ord. the results of the sub- system MTF test.
racy and Reproducibility: To be in accord
Wlth\%& M SA rules, specification of the test points
as “cl|n|§§|” Y) s was added for clarification.

Since the subject aleruafive sadard
o comhct the MEE usder Medscal Py

aved in 2002, Geseral Ebectsc {GE) has applied to the FIIA and, to dite (725/06), has cbained appworval
ervight for the software mperades and 1o the GE itz dhovn m the Table below

Date Application Name Description GE M1 = C oamments

ageil 200 11497

Uparade applhed to facalities with RS V9 | sofware on e revaens
workstation

waade
114% 0 11497 Combuoed software mparade V 10.2 (711497 with hardbvare
: {#11096)

1027 Operaten of the svetem 10 perform Sereatan: precedues, (outside
MBA), and to address am isme relating bo e Labeliom (MQS4)

12026 Applied 1o the Sem A dvactaze Workstaion- fnal iferpeetation of

November |7
05 clamical mammcom s

f- March ofbware upgrades for the Semo Advastage | NoFMI Ouly | Enawes that the view and laterality |abelmg 15 abways
006 H8A) diagaostec workstahon a~Read Me dhaplaved near the anlla, allows the use of Premimm View for
Firsd” note. fimal interpretation, and embles a display of full resolution by
J Tlr AL BAYT wparade 1 PMIE 12061 mezms of a szl buon pach
e M3 1o M wprade 2 Funes softwire “bugs” ad enables the “fill resolutson” buttcn
.'mw.: apbie 2000 T AWE v1 745 Uparade L PMI=02068 1 Dhetrbotes new decumentation and ks the Excility to verify it
2 NoPMIis It also matalls “Presivm View” (FV) software without euablin:
meded it

2 I Eacilry beye snd enabbes the Y soffware wparade. testing
mder e approved altersative standard applies




Bob’s FAQ with FDA

= When will inspectors begin to cite facilities
for FFDM QC problems?

= As | understand it, MQSA inspectors have
begun to "look at" FFDM QC, but no
w ions are yet issued.
»

pectors started citing facilities regarding
F servations on 2/15/03.

I know that inspection procedures no longer
include x-ray measurements for SFM units. Is this
true for FFDM units as well?

= Effective May 2006, we deleted x-ray measurements
during the inspection regarding collimation, HVL, and
dose-related measurements in SF systems.

= We never did those measurements in FFDM systems
and have no plans to do that. We retained

\measurements for the STEP test, Darkroom Fog, and
the phantom as always.

er he inspectors now use the
facmt tom for the phantom test.

Is there an inspection procedure (in place or
in the works) for FFDM equipment or QC?

We have always had guidance for the
inspectors regarding how and what to
evaluate in an FFDM system during the
\jﬁ'\\zpection This guidance was always sent as
\ eparate document that we updated on a

e ul?;\r basis until recently, when we made it

\$‘ the general inspection procedures
May 2006)

doc R .
\ FDA

= We have also extended the scope of the two
MEE-related questions (one for the x-ray unit
and one for the processors) to include FFDM
units and laser printers, respectively.

= We also added a phantom scoring test (during
the inspection) using the facility phantom in
\F$DM systems but have not yet implemented
itations for failing scores. This probably
th\m t noticeable change to date regarding

FFDM. inspections.
\\ FDA

What is the FDA's position on QC for mammography
physician's workstations? As far as | know, facilities are
simply supposed to follow the manufacturer's QC
programs. Is there anything else to add?

= The physician's RWS is an integral part of the evaluation of the
facility's QC records during the inspection.

= The QC records for the RWS are supposed to be those

provided with the system by the FFDM image receptor
manufacturer (which has been part of the PMA application).

= If the facility changes the RWS later, the new RWS
\'\zhould have a QC program substantially equivalent to the
rigisnal and should pass the same QC tests or equivalent

E |nd further details about this issue in the following

sect 8 h is paraphrased from our policy guidance help
systeﬁ| n o website.
\ FDA

= When GE introduced the Senographe DS (note
that's DS without the 2000), they split both the
product offerings and the QC manuals into
separate acquisition and review segments.

= Notably, there is no weekly review of a phantom
image on the RWS in the QC manual for the
ecent review station product, the Seno
tage (SA).

FDA




= Similarly, there is no QC for the review station
included in the QC for the acquisition system.

= Considering that there could now be multiple
review stations receiving images from multiple
acquisition stations and that some of those
acquisition stations might be on mobile platforms
far removed from central reading facilities,

\me logistics of phantom image evaluation
tween acquisition and review presented more
trouble than it was expected to be worth.

July 2006 Update from GE

= The Senographe 2000 D and the "RWS"
still share a common QC manual.

= The Senographe DS and Essential each
have acquisition system QC manuals.

\QG }nual.

m\%no Advantage has a display system

Major Repairs

- Replace x-ray tube, filter, collimator,
generator, detector

- Major repairs

- MP conducts evaluation in person
- MP determines tests to do

« Replace display monitors, change
viewing environment of diagnostic

workstation

- See Guidance in Seno Advantage QAP

0 GE Healthcare

2004

MEEs for Display Repairs

FDA
Upgrades and
Mammography
Equipment Evaluations
(MEES)

& GE Healthcare 2004

MEEs for Display Repairs

Item Major |Medical Physicist
Repair | Involvement*

Graphics display driver N MP Oversight

replacement

Luminance photometer N MP Oversight

replacement

Monitor replacement N MP Oversight

*FDA Guidance defines "MP oversight” as meaning “that the medical physicist
should be consulted as to whether an on-site visit is required or if other
personnel can verify that the standards are met, with direction by telephone or
printed material from the medical physicist if needed.”

& GE Healthcare 2004

Item Major |Medical Physicist
Repair | Involvement

Substantial changes Y MP conducts

of illumination in viewing area evaluation in person

Moving the workstation Y MP conducts

to a new viewing area evaluation in person

Software modifications Y MP conducts

evaluation in person
(see Comments)

Specific “Tests to Perform” and
“Comments” included in QC Plan.

€} GE Healthcare

2004




Hardware, Software Upgrades

- Graphics Display Driver
- Medical Physicist Oversight
. Software upgrades are “major repairs.”
- Alternative Standard allows MEE under
MP Oversight under certain conditions.
- Field Service Engineer has document
stating RT’s and MP’s responsibilities.

It is highly unlikely that you will need to
perform a total MEE following an upgrade.
Ask first!

& GE Healthcare 2004

FDA Guidance Doc #9 5/06

Medical Physicist Involvement in Equipment Adjustments,

Changes, or Repairs

Item Major Repair

Bucky (New to Facility)
Replacement

FFDM detector also replaced
FFDM detector not replaced
Manufacturer's software

modifications (see approved
alternative standard)

FFDM detector replacement or Y
repair

FFDM Display (monitor) Printer Check FFDM
Replacement manufacturer’s
QC manual

Medical Physicist
Involvement

MP Conducts evaluation
In person

MP Oversight

MP conducts evaluation
in person

MP conducts evaluation
in person
Follow FFDM

manufacturer's QC
manual

Question 3: Can a manufacturer hook up a printer
or monitor to its FFDM unit if the printer or monitor
were not part of its original Pre-Market Approval
(PMA)?

= Manufacturers will need to check the exact wording of
their PMA to see if this is allowed.

Xllowever, the facility is not restricted by the PMA and

\ay hook up and use printers and monitors other than

\os proved by FDA for use with the manufacturer’s
FDM umt

= as Iong meet the requirements specified in
questlon

Question 8: How long must we maintain our quality
assurance records for our FFDM unit?

= While the test result records (documentation
logs) must be maintained as described above,
FDA realizes that maintaining a large number of
QC test images may be overly burdensome.

= Therefore, similar to what is already allowed for
film-screen, FDA will allow FFDM QC test
[ im ges to be retained according to the following
le:

FDA

= Images from daily QC tests
previous 30 days
= Images from weekly QC tests
previous 12 weeks
= Images from monthly QC tests
until the next annual inspection has bee completed and FDA has
determined that the facility is in compliance with the QA requirements
= Images from quarterly QC tests
until the next annual inspection has been completed and FDA has
\definfined that the facility is in compliance
-\‘h es from semi-annual QC tests

unt|N e next annual inspection has been completed and FDA has
deter >Ied th tthe facility is in compliance, or until the test has been
performe itional times at the required frequency, whichever is

longer.
FDA

Q&A From the ACR FAQ (pdf)

Q. The manufacturer of our FFDM unit has a
number of different revisions of their QC
manual available. Which one should we follow
for the medical physicist and technologist QC
tests?

A. You should use the most current version of the
QC manual for the unit installed at the facility.

\!IQOote that the correct manual version may depend
not.only on the FDM unit but also the software

ersm&f the unit.
are any questions, check with the

Ktu\miof your FDM unit. I




= Section (e) of the FDA regulations requires the MP to
follow a QA program that is “substantially the same as the
quality assurance program recommended by the IR
manufacturer.”

= This complicates the testing since the tests, frequencies
and pass/fail criteria vary across manufacturers, models
and QC manual versions.

= The ACR has tried to simplify the final pass/fail
documentation for these tests by developing a simple

[ ~form entitled “Medical Physicist's Mammography QC Test
ary” for each image receptor manufacturer of
“FDM eguipment.
= All cﬁe&e forms are routinely updated as the

manufactxt‘ars\lpdate their QC manuals and are
available o the\A\CR website at www.acr.org. -

Laser Film Printers FAQs

Q. Does the ACR or the FDA require an FFDM
facility to have a laser film printer at the
facility? May the facility use the laser printer of
a third party to print hardcopies?

= No and yes. Neither the ACR nor the FDA
requires and FFDM facility to have an on-site

laser film printer.
\‘NF-Iowever, for purposes of transferring films, the
“DA does require a facility to be able to “provide

he medical institution, physician, health provider,
tient or patient’s representative, with hardcopy
fi of\final interpretation quality.”

Laser Film Printers FAQs

Q. Consequently, the ACR and FDA require FDM
facilities to have access to a compatible laser
film printer (either on-site or at a third party).

= The printer must exist and be tested by a qualified
MP according to the FFDM unit manufacturer’s
recommendations before the facility performs
mammography on patients.

= The facility must also include information and QC
data for the laser film printer in its accreditation
application as it does for film processors.

. urthermore, MQSA inspectors will review the
jaser fil printer QC when he/she inspects each
FFDM unit.

A =

FDA-Required Laser Printer QC
(Updated October 2005)

FFDM Mfr Model Laser Printer QC

Follow the laser printer
manufacturer’'s QC manual

Senographe 2000D,

General Electric DS and Essential

Follow the laser printer

et Sy manufacturer’'s QC manual
GG Selenia Follow the Lorad Selenia
QC Manual
Follow the laser printer
TS Mammomat manufacturer’s QC manual
Novation DR (but conduct QC every day

that images are printed)

)

Q. Does a facility with an FFDM unit need to submit QC
data for their laser film printer even if the physicians
interpret only from the soft copy?

A.  Yes. Because the FDA requires that each facility be
able to print hardcopy films of final interpretation
quality for purposes of transferring images, we require
facilities to submit hardcopy images.

= The ACR reviews a copy of the laser camera QC as part of
accreditation. You must submit at least one calendar month of
laser film printer QC data for each printer used for digital
\.gammography even if it is performed by a third party.
recommend you use the QC chart provided in the laser
\ﬁrﬁ\}:mer’s QC manual.

= Yourprinters’ QC program must be substantially the same as
the q\ugsity assurance program recommended by the FFDM

manuf §re>\ ‘

Q. Can a facility with an FDM unit use their MRI
laser printer to print their digital mammography
images?

A. Possibly.

= FDA recommends that only printers specifically approved or
cleared for FFDM use by FDA's Office of Device Evaluation
be used.

= However, a facility may use other printers.

= Facilities need to ensure that all printers used by the facility
with its FFDM unit comply with a quality assurance program
that is substantially the same as that recommended by the
FFDM manufacturer and pass the facility’s accreditation
ody’s phantom and clinical image review process.

Seethe FDA’s Modifications and Additions to Policy

uid%i‘ Help System #9.
= You:shol g consult with your MP to assist you in making

this decisi Q ‘

10



Q. My facility can print hardcopy images for our
FFDM unit from three separate workstations.
Which one should | use to print images to
submit for accreditation?

A. The ACR suggests that you print from the
workstation you typically use to print hardcopy

images to give to patients.
Per FDA guidance, hardcopy images should be of “final

interpretation quality”, therefore it is important for your
radiologist to review and approve these hardcopy images
efore you submit them for accreditation.

Monitors & Workstations FAQs

o Do | have to use an FDA-approved review workstation to interpret
digital mammograms?

A No. However, the FDA recommends that only monitors specifically
cleared for FFDM use by FDA's Office of Device Evaluation (ODE) be
used. (See FDA’s Moadifications and Additions to Policy Guidance
Help System #9.)

Q. We have just installed our first FFDM unit. Does our medical physicist

also have to test the review workstation along with the new FFDM unit
\ part of the Mammography Equipment Evaluation? Do we have to
\ % review workstation test results for accreditation?

A Y d yes.

.

Q. We have just added a second FFDM unit. Images
from this unit are interpreted on our current RWS.
This RWS was evaluated during the medical
physicist's Annual Survey of our old FFDM unit.
Does our medical physicist have to retest that
RWS along with the new FFDM unit as part of the
MEE? Do we have to submit the RWS test results
for accreditation?

A. No and yes. If the RWS was tested previously
\\gith another FFDM unit at that site during its MEE
\-\[h?%mnual Survey, the MP does not have to retest
S.

However, the MP should indicate on the MEE summary
forms%g{( ith the accreditation application when the

WS was\test iand the results. -

Q. We just installed a new RWS. (We have had our
FFDM unit for several years.) Does our MP have
to conduct a MEE of this workstation? Do we
have to submit the results of this test to the ACR?

A. Yes and no. Itisimportant that your MP conduct
a MEE of your new workstation (and document
his results in a report) to ensure that it is
operating properly for image interpretation.

\;\‘prever, you do not need to send this to the ACR at
his time.

. ﬁm request the results of the entire system’s
Annual'Survey (which must include the RWS tests)

during accreditation renewal.

Alternative Standard

e ACR subcommittee has been working on...

e Unified QC program (RT and MP) for all
FFDM systems

e ACR committees do not include

w;ufacturers
[ e .is working with NEMA
° Cu\ﬁm\tly in process

AN

Our experience...

e More unscheduled MP services for FFDM
e IR replacements — (8 in 3 yrs — 12 units)
e X-ray tube replacements (5 in 3 yrs)
e Software upgrades (7 in 3 yrs)
e RWS changes, AWS unchanged (4 in 3 yrs)

\\oSch%dule these wifacility and QSE to
\‘\r\ﬂ]n' ize downtime

° C(ﬁa \ra e with the QSE

e RWS mon gr calibration

e MP req '{re \ents for MEE, per manufacturer
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“Best Practice”

e The MP provides unique and valuable expertise
and contributes to the quality and efficiency of a
mammography program.

e Although some larger institutions will have their
own in-house MP, most mammography facilities
in the US use consulting MP’s.

e A MP should be available to consult on problems
whenever mammograms are being performed.

phone consultation is often sufficient for an

tom an_unscheduled visit to the
mam y facility within a reasonable time
frame, dé&an ing on the need.

\\%1 diate response,
e b bi{ necessary the MP should be available
m

12



