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KONFORMITAETSERKLAERUNG
DECLARATION OF CONFORMITY
DECLARATION DE CONFORMITE

WE,
DIAGNOSTIC IMAGING SPECIALISTS CORPORATION
163 ST. MALO STREET, ST. MALO, MANITOBA
CANADA ROA 170

e erklaren, dass die Produkte
e declare, that the products
e declarons, que les produits

DISC AEC-6MW SYSTEM consisting of the following:

Model AEC-6-MCW (Mammographic Wireless Cassette)) equipped with Mitsumi WML-
C30XX wireless data transmission system.

Model BU-2071-J: Bluetooth V1.2 USB Adaptor

European Union

Model 07-AEC-6MW: Mammographic Wireless Cassette

e auf die sich diese Erklarung bezieht, mit den folgenden Normen ubereinstimmt:
e to which this declaration relates are in conformity with the following standards:
e auquels se referent cette declaration sont conforme a la norme:

EN61010-1 Safety requirements for electrical equipment for measurement control
and laboratory use
Exigences de securite pour de I'equipement electronique
afin de controller les mesures et pour I'utilization du laboratoire

e Gemass den Bestimmungen der Niederspannungsrichtlinie:
e following the provisions of the low voltage Directive:
e conformement aux dispositions de la Directive basse tension:

73/23 EWG und 93/68 EWG

Model WML-C30XX Mitsumi wireless transmission system (installed in Mammographic
cassette.

To which this declaration relates are in conformity with the following standards:



Directive 1999/5/EG (R&TTE Directive):

EN 300328-2 V1.2.1 (11-2001), Radio Equipment and Systems (RES); Wideband
transmission systems; Technical characteristics and test conditions for data transmission
equipment operating in the 2,4 GHz ISM band and using spread spectrum modulation
techniques. Part 2: Harmonized EN covering essential requirements under article 3(2) of
the R&TTE directive.

EN 301489-01 V1.3.1 (09/2001), Electromagnetic Compatibility and radio spectrum Matters
(ERM); ElectroMagnetic Compatibility (EMC) standard for radio equipment and services;
Part 1: Common technical requirements

EN 301489-17 V1.1.1 (09-2000), Electromagnetic Compatibility and radio spectrum Matters
(ERM); ElectroMagnetic Compatibility (EMC) standard for radio equipment and services;
Part 17: Specific conditions for wideband data Hiperlan equipment.

Federal Communications Commission (FCC)

Model: 07-AECMC-CRW (Mammographic Cassette) equipped with Mitsumi: WML-C30XX
wireless data transmission system.

“This device complies with Part 15 of the FCC Rules. Operation is subject to the following
two conditions: (1) this device may not cause harmful interference, and (2) this device must
accept any interference received, including interference that may cause undesired
operation.” This device contains FCC-ID POOWML-C30XX

Model BU-2071-J: Bluetooth V1.2 USB Adaptor

“This device complies with Part 15 of the FCC Rules. Operation is subject to the following
two conditions: (1) this device may not cause harmful interference, and (2) this device must
accept any interference received, including interference that may cause undesired
operation.” This device contains FCC-ID QQGBU2071J

US Food and Drug Administration (FDA)

This device is exempt from GMP and QS requirements as part of the 892-Radiographic
Devices Exemption: Radiographic Quality Assurance Instruments 892-1940

January 8th, 2007



Wireless Mamchex Installation and Operating Instructions

There are two components that need to be installed for the meter to function and they
should be installed in the following order:

Wireless Mamchex Excel Software Installation:

1. Insert the CD Labeled “Wireless Mamchex Excel Software” in the CD ROM drive.

2. If Auto-Run is enabled then the software installation should start automatically. If it
doesn’t, then click on Start, and then Run, and in the box labeled “Open:” type
“x:\Setup.exe” (X refers to the CD ROM drive letter) and hit Enter.

3. Follow the installation instructions to complete the setup.

USB Dongle drivers:

Please refer to the Bluetooth setup guide for instructions on how to install the USB bluetoott
dongle drivers.



Introduction

Mammo X-ray generator requirements:

The Mammo X-Ray generators AEC system has to be in good operating condition. The
AEC has to be reproducible. Before calibrating the AEC, it is always a good idea to ensure
that the kVp and the mA of the Mammo machine are well calibrated. Re-adjusting the kVp
or the mAs will cause a shift in the AEC calibration, and you may have to re-calibrate the
AEC system after re-adjusting the kVp or mA.

Note: For the calibration tests, the Mammo machine is only used as a reproducible X-Ray
source in order to do variable time sensitometry on the on the Mammo Film / Screen system.

Steps 1 to 4 in the Mamchex mammo excel spreadsheet can be performed using any
available modality on the Mammo machine. The easiest modalities to use are the linear

bucky and the mag stand.

In the case of non-bucky, it may be more difficult to position the cassette and it may be more
awkward to exchange the disc cassette and the Film / Screen cassette.

In the case of the HTC bucky, the bucky itself limits the available exposure time range
especially at shorter exposure times.

Wireless AEC6 Mammo: General Information and Tips

1. Mammo Machine’s AEC Sensor Positioning: Position the X-Ray generators AEC
Sensor ¥2” to %4” from chest wall. This will position the Mammo Machine’s AEC
Sensor well within the Sensitive Area of the Disc Mamchex cassette.

NOTE: If the sensor is positioned too far from the chest wall, part of the sensor may
be under the metal case of the Electronic cassette which will yield some undesired
results.

2. Positioning of the Phantom: The phantom has to be positioned such that it covers the
entire sensitive area of the Disc Mamchex cassette(8.5cm x 7.5cm). The smaller the
phantom size, the more critical the positioning becomes. Disc recommends a phantom
size of 15cm x 15cm or larger if possible. however if you choose to use a smaller
phantom such as a 10cm x 12cm phantom, positioning becomes very critical. The
diagram below(Figure 1) shows proper positioning.




*TIP: Once the proper positioning has been achieved, it may be useful to outline the
edges of the phantom with tape such that if the phantom is removed it can be easily
repositioned.
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Figure 1

. Choice of Film/Screen test Cassette: Choose a test Film/Screen cassette and use only
that cassette for the 4 calibration data tests in Step 4. Differences in speed between
different cassettes would cause some unwanted errors.

. Choice of Mammo Film: The mammographic film used for the 4 calibration points
must be from the same box. Differences in sensitivity between films of different
emulsion numbers can also cause some unwanted errors.

. Film Optical Density measurements: Always measure the film Optical Density at the
same location on the Film. Disc recommends measuring in the centre of the film from
left to right and approximately 1 2” in from the chest wall side. This will produce
consistent results.

. Processor Fluctuations: Before starting the 4 calibration points, ensure that the
processor is in good working order. Fluctuations in processor during Calibration Data
tests can also introduce unwanted errors.




*TIP: Disc suggests stamping a sensitometric strip on each film before processing
them. In doing this, a reference step can be measured and optical density shifts due to
processor fluctuations can be monitored and corrected for.

Procedure for using the HTC Bucky for Steps 1 to 4

Disc recommends using either a Linear Bucky or the Mag Stand to perform Steps 1 to 4 in
the Mamchex software, however if you choose to use the HTC Bucky, there is a procedure
outlined below which should allow you to successfully use the HTC Bucky.

IMPORTANT: For the entire procedure (Steps 1 to 4) the X-Ray Generator MUST be
in fixed mA mode(100mA). Failure to do so will compromise the accuracy of the
meter.

NOTE: Steps 1 to 3 can be done in any order you wish, but for the HTC bucky
Attenuation Matching should be done first.

Attenuation Matching(Step 3 in software):

In order for the Mamchex Electronic cassette to predict Optical Density, it has to “look™ the
same as the Film / Screen cassette to the X-Ray generator, therefore the attenuation of the
two cassettes should be matched as close as possible. To accomplish this, please follow this
simple procedure:

Technique: Use Large Focus, 25kVp, 4cm phantom. Turn AEC “ON” and select “0”
density setting.

1. Insert the Test Cassette(loaded with unexposed Mammo test film) into the bucky and
make an exposure.

2. Record the mAs from the X-Ray generator on the Excel Spreadsheet in Cell “C43” and
press Enter.

TIP: It is important to press the Enter key after you’ve manually recorded data onto the
spreadsheet. If you don’t, the spreadsheet will be in “Edit Mode” and none of the action
buttons on the spreadsheet will appear to work. If this happens either press enter or
single click on a different cell.

3. Disc suggests that you start with the drawer in and 0.1mm Al installed in drawer. Place
the Mamchex cassette in the Bucky and make an exposure.

4. Record the mAs value from the X-Ray generator on the Excel spreadsheet in cell “C41”.
Click on the “Check Absorption” button located next to Step 3 to calculate the difference.

~



5. If the attenuation of the two cassettes is within 5%, the test status cell(F43) will say

“Pass” and turn green and you may continue or if you want you can touch up the
attenuation to match even closer.

TIP: Pieces of unexposed film cut to the size of the Al filters may be used to fine tune the
attenuation of the Mamchex cassette. If possible the attenuation of the Mamchex cassette
should be the same, or slightly Higher than the Test cassette. Refer to table 1 for
attenuation values for various filter materials.

. If the attenuation of the two cassettes isn’t within 5% then you will have to remove the

drawer located on the front of the Mamchex electronic cassette, and add the appropriate
amount of attenuation material to bring the Mamchex Electronic cassettes mAs as close
as possible to the Test Cassette’s mAs.(Refer to Table 1 below)

. Once the cassettes are matched as close as possible, you may proceed to kVp Selection

Test(Step 1 in software)

Tablel- mAs Increase for various Attenuation materials(Values are approximate)

Piece of X-ray film: 2%
Plastic Drawer: 7%

Al Filter(0.1mm): 18%
Al Filter(0.2mm): 35%

Kvp Selection Test(Step 1 in software):

#*#*FIMPORTANT***: When using the HTC Bucky, this step is critical.

1.

Position 4cm of Phantom material on the bucky using “Figure 17 as a reference for
proper positioning.

. Position the compression paddle at least 1cm above the phantom. This prevents the X-

Ray generator from going into reduced mA mode.

NOTE: If the machine goes into reduced mA mode, the calibration data will not be
valid and errors will be detected in the data validation process.

. Set the X-ray generator to 26 kVp, 0 on the Density Selector, Auto-Time, Moly filter.

. On the Excel spreadsheet in the Mamchex Mammo Software, highlight cell C15 by single

clicking on it. An arrow should appear to the right of the cell. Click on the arrow and a



list should appear. Select 26 kVp by clicking on it. If it doesn’t say HTC in cell “C19”
then change it to HTC.

Click on the Reset button located beside Step 1, wait approximately 2 to 3 seconds, or
wait till the text in the Excel Status Bar(located in the bottom left corner of the screen)
says ready for exposure, then make an exposure and observe the exposure rate(located on
the Excel Spreadsheet in Cell “F17”).

NOTE: The goal for this test, when using the HTC Bucky, is to choose a kVp that will
yield the rate as close to the lowest permissible rate(80) as possible. Increasing the kVp
will increase the rate. Although the Disc Target Rate for this test is 80 to 450, when the
HTC bucky is used, choosing a higher exposure rate(ex: 400) could yield an exposure
time that is shorter than the HTC bucky would allow, consequently the HTC bucky
would terminate the exposure, and not allow the Step 4: Calibration Data Tests to be
done.

. Choose the lowest kVp that will still keep you within the permissible exposure rate

range.(80 to 450 with HTC bucky)

Reproducibility Test(Step 2 in software):

NOTE: The technique that was used for Step 1, will be used for Step 2 and Step 3.

This step is done to ensure that the X-Ray Generator is reproducible before continuing. To
perform this test, simply do the following:

1.

Click on the Reset button located beside Step 2 and wait for the Excel Status Bar(located
on the bottom left corner of the screen) to say ‘“Ready for Exposure”.

. Make an exposure. You will notice a number appears in cell C29. This is the Exposure

Rate(AEC# / Exposure Time).

NOTE: This number should also match the exposure rate in cell F17 from Stepl. If it

doesn’t closely match, then something in the technique being used is different from Step
1.

. Repeat this procedure two more times. Numbers will appear in cells C31 and C33

respectively and the average exposure rate and maximum deviation will be calculated. If
the reproducibility of the X-ray generator is within 5%, the Test Status indicator(cell F33)
will say PASS and turn Green and you may continue, however if this test fails then
measures should be taken to discover the source of the reproducibility failure before
continuing.



