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Chapter 1 Introduction

1.1 Preface

Read all of this information carefully before installationand operation. Follow all
warningsand precautions as stated in thismanual. Keep this manualavailable during
procedures. Physiciansshould tell patientsabout all potential risks and adverse events
described in this manual with respect to the operation of the system.

1.2 Intended Use

Rc.oniy Caution: Federallaw restricts thisdevice to saleby or on the order of a physician.

The Affirm™ breast biopsy guidance system is an optional accessory for the Selenia®
Dimensions®digitalmammography system. Its function is tolocalize lesions accurately
in thebreastin three dimensions. Itis intended to provide targeting guidance for
interventional procedures suchas biopsy, presurgical localization, or treatment devices.

1.3 User Profiles

1.3.1 Mammography Technologist
*  Meets all requirements that apply to thelocation in which the Mammography
Technologist operates.
¢ Completed training on the mammography system.
* Has trainingin mammography positions.
* Understands stereotactic breast biopsy procedures.
¢ Understands howto operate a computer and its peripherals.

* Canlift20 pounds to shoulder height with twohands (necessary for upright
stereotactic systems).

¢ Understands sterile procedures.

1.3.2 Radiologists, Surgeons
*  Meets all requirements thatapply to thelocation in which the Physician operates.
* Understands stereotactic breast biopsy procedures.
* Understands howto operate a computer and its peripherals.
* Understands sterile procedures.
* Giveslocal anesthesia.

* Understands basicsurgical procedures for core biopsy.

MAN-04739-002 Revision 002 Page 1
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1.3.3

1.4

1.5

1.6

Medical Physicist

* Meets all requirements that apply to thelocation in which the Medical Physicist
operates.

* Understands mammography.
* Hasexperience with digital imaging.

* Understands howto operatea computer and its peripherals.

Training Requirements

In the United States, users must be Registered Radiologic Technologists meeting criteria
to perform mammography. The mammography usersmust meetall applicable MQSA
personnel requirements under FDA guidelines for conventional and digital
mammography.

Theuser has optionsavailable for training, which include but are notlimited to:

*  Onsiteapplications training by a Hologic Clinical Services Specialist
* Onsiteon thejob trainingalso known as peer training

Additionally, the user manual is a guide for directions on how to use the system.

Allusers must make sure that they receive training on correct operation of the system
before use on patients.

Hologic does notaccept the responsibility for injury or damage from wrong system
operation.

Quality Control Requirements

Perform all Quality controltests within the correct time frame.

Where to Find Technical DescriptionInformation

Technical descriptioninformation is available in the Service Manual.

Page 2
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1.7 Warranty Statement

Exceptas otherwise expressly stated in the Agreement: i) Equipment manufactured by
Hologicis warranted to the original Customer to perform substantially in accordance
with published product specifications for one (1) year starting from the date of shipment,
or if Installationis required, from the date of Installation (“Warranty Period”); ii) digital
imaging mammography x-ray tubes are warranted for twenty-four (24) months, during
which the x-ray tubes are fully warranted for the first twelve (12) months and are
warranted on a straight-line prorated basis during months 13-24;iii) replacement parts
and remanufactured items are warranted for the remainder of the Warranty Period or
ninety (90) days from shipment, whichever is longer; iv) consumable Suppliesare
warranted to conform to published specifications for a period ending on the expiration
date shown on their respective packages; v) licensed Software is warranted to operatein
accordance with published specifications; vi) Services are warranted tobe supplied in a
workman-like manner; vii) non-HologicManufactured Equipment is warranted through
its manufacturer and such manufacturer’'s warranties shall extend to Hologic’s
customers, to the extent permitted by the manufacturer of such non-Hologic
Manufactured Equipment. Hologic does not warrant that use of Products willbe
uninterrupted or error-free, or that Products will operate withnon-Hologic authorized
third-party products.

1.8 Technical Support

Refer to thetitle page of this manual for contactinformation for product support.

1.9 Product Complaints

Reportany complaints or problems in the quality, reliability, safety, or performance of
this productto Hologic. If the device has caused or added to patientinjury, immediately
report the incident to Hologic.

1.10 Hologic Cybersecurity Statement

Hologic continuously tests the current state of computer and network security to
examine possible security problems. When necessary, Hologicprovides the updatesto
the product.

For Cybersecurity Best Practices documents for Hologic products, refer to the Hologic
Internet site.

MAN-04739-002 Revision 002 Page 3
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1.11 Descriptions of Warnings, Cautions, and Notes

Descriptions of Warnings, Cautions, and Notesused in thismanual:

WARNING!

The procedures that you must follow accurately to prevent possible
dangerous or fatal injury.

Warning;
AN

The procedures that you must follow accurately to prevent injury.

Caution:
The procedures that you must follow accurately to prevent damage to equipment,
loss of data, or damageto files in software applications.

Note
/V\ \  Notesshow additional information.

Page 4 MAN-04739-002 Revision 002
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Chapter 2 General Information

21 System Overview

The Affirm breastbiopsy guidance system attaches to the C-arm of the Selenia
Dimensions mammography system. The Affirm biopsy systemhastwomain
components:

* BiopsyGuidance Module
* Biopsy Control Module

A compatiblebiopsy device attaches to the biopsy guidance module device mount.
During a standard needle approach procedure, motorsin the Affirm system move the
biopsy devicein Xand Y directions. Z-axis movementis manual The optional Affirm
Lateral Arm Upright Biopsy Accessory installs on the biopsy guidance module to enable
lateral needle approach procedures. Whenusing the lateral armaccessory, X-, Y-, and Z-
axis movementis the same as for standard needle approach. The C-arm is positioned at
0°and thebiopsy deviceis positioned the same way as in a standard needle approach.
Then theneedleis manually advanced into the breastalong its own X-axis, referred to as
“LatX.”

The Tube Arm on the Selenia Dimensions system moves separately from the
Compression Arm to permit the acquisition of stereotactic and tomosynthesis images for
targeting. The types ofimages you can acquire are contingent on your Selenia
Dimensions system licensing. Refer to the Selenia Dimensions system User Guide for
complete information about thatsystem. The types of biopsies you can perform are
contingenton your Affirm system licensing. To see all your installedlicenses, go to
Licensingin System Tools.

Figure Legend

1. Biopsy Guidance
Module

2. Biopsy Control
Module
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How to Handle the Biopsy Guidance Module

2.2
@ Caution:
To prevent damage oralignment problems with the Needle Guidance Stage, be
careful when you move the Biopsy Guidance Module.

Caution:
& The Affirm Biopsy Guidance Module weighs 15 pounds. When you move it, be sure
to have a secure grip on the handles.

Only lift the Biopsy Guidance Module with the handles.

Figure 2: How to Lift the Biopsy Guidance Module

When the Biopsy Guidance Moduleis notin use, putthe device on its back.

Figure 3: How to Store the Biopsy Guidance Module

Page 6 MAN-04739-002 Revision 002
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2.3 Safety

Read and understand this manual before you use the system. Keep this manual available
during the patient exams.

Always follow all the instructions in this manual. Hologicdoes notaccept the
responsibility for injury or damage from incorrect system operation. Hologic can
schedule training at your site.

The system has protective devices, but the Technologist must understand how to safely
operate the system. The Technologist must remember the healthhazards of x rays.

Do not connect this equipment to any system or componentnot described in this manual.
A combination of components must have the data to validate the safety of the patient,
personnel, and the environment. Any additional certificationbecomes the responsibility
of the user.

N
>

Warnings and Precautions

4

WARNING!
After power failure, remove the patient from the system before you

apply power.

Warning;
You make x rays when you use the procedures in this manual.

Warning;:
C-arm movement is motorized.

Warning;
The Tube Arm movement is motorized.

Warning;
Only qualified users can use this system.

Warning:
Do not use this equipment if any faults or problems are detected.

PE P P B P

Warning;:
The user must schedule preventive maintenance by an approved Service
Engineer.

MAN-04739-002 Revision 002 Page 7
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4

> > b b

Warning:
The user ora Service Engineer must correct problems before the system is
used.

Warning:
Do not leave the patient unattended during the procedure.

Warning;:
Keep the hands of the patient away from all buttons and switches at all times.

Caution:
To prevent damage or misalignment, be careful when you move the Affirm system.

Caution:
The Affirm Biopsy Guidance Module weighs 15 pounds. When you move it, be sure
to have a secure grip on the handles.

Note
The system does nothave any partsthatare serviced by the user.

2.5

2.51

Compliance

This section describes the system compliance requirements and the responsibilities of the
manufacturer.

Compliance Requirements

Themanufactureris responsible for the effects of safety, reliability, and performance of
this equipment, with the following provisions:

* Theequipmentis used in accordance with the User Guide.

* Assembly operations, extensions, re-adjustments, modifications, or repairs are
performed by authorized personsonly.

Page 8
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2.6 Symbols

This section describes the International Symbols on thissystem.

Potential Equalization terminal

Protective Earth terminal

"On" and "Off" (power) for the computer and display.

Discard electricaland electronicequipment separately from standard waste.
Send decommissioned material to Hologic or contact your service
representative.

Manufacturer

Date of Manufacture

G R |C || <
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2.7 Label Locations

‘ Hologic, Inc., Danbury, CT. 06810, U.S.A.

mose: Affirm Breast Biopsy Guidance System
Part Number:

Serial Number:

[l

A g € K

MADE IN U.S.A.

LBL-02707 rev. 001

Figure 4: Biopsy Guidance Module Label Location

Figure 5: Lateral Arm Serial Number Label Location
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Chapter 3 Installation, Verification, and Removal

3.1 Biopsy Guidance Module Components

The Biopsy Guidance Module installs on the front of the C-arm of the Selenia Dimensions
system. Alocklever (see the following figure, item 8) secures the module in position. A
cable (item 7) connects to the side of the Selenia Dimensions C-arm for operationof the
biopsy guidance system.

Figure 6: Biopsy Guidance Module
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Table 1: Components of the Biopsy Guidance Module

Name Description

Attachment Hooks Twoon each sidehold the Biopsy Guidance Module on the Selenia
Dimensions Gantry.

Handles Oneon each side. Hold both handles tolift the Biopsy Guidance
Module.

Biopsy Device Rotate either knob to move the biopsy device along the slide rail.

Advance/Retract

Knobs

Slide Rail Holds the biopsy device mount and provides the track for manual
biopsy device movements.

Needle Guide Holder | Holds the disposable needle guide through which the biopsy
needleis inserted. (This frontneedle guide is removed when the
Lateral Arm is installed.)

Device Mount Holds the biopsy device adapter to which the biopsy needleis
attached. Moves along the sliderail whena biopsy device
advance/retractknobis rotated.

Cable Connects to the Selenia Dimensions system to supply power to the
Biopsy Guidance Module.

Lock Lever Oneon each side. Engage the twolevers to lock the Biopsy
Guidance Modulein positionand onto the Selenia Dimensions
system C-arm.

Receptacle Accepts the cable from the Biopsy Control Module.

Page 12
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3.2 Biopsy Control Module Components

The Biopsy Control Module attachesto either theleft or righthandle on the Biopsy
Guidance Module with a bracket (item 5). The display screen (item 2)is a touch screen
for the user to perform the desired tasks. Motor Enable buttons (item 3) on either side of
this module (and at the rear) activate motorized movement of the biopsy device.

Figure 7: Biopsy Control Module

Table 2: Components of the Biopsy Control Module

# Name Description
1 [Cable Connects to the Biopsy Guidance Module.
Display Screen Shows targets, system status, the name of the biopsy device, and

safety margins. Touchscreenbuttons permit optionselection.

3 [Motor Enable Buttons

Frontand back button pairs on either side of the display. Press the
frontand back buttons of either side atthe same time to activate
motor movement.

4 | Articulating Arm Lock
and Release

Rotate to release thelock and adjust the module. Rotate in the
opposite directiontolock the arm and hold the modulein thenew
position.

5 | AttachmentBracket

Attaches to either handle of the Biopsy Guidance Module.

MAN-04739-002 Revision 002
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3.3 Installation of Main Components

3.3.1 Attach the Biopsy Guidance Module

You caninstall the Biopsy Guidance Module with the Selenia Dimensions system power
on or off.

Caution:
Topreventdamage or alignment problems with the Needle Guidance Stage, be
careful when you move the Biopsy Guidance Module.

>

Caution:
The Affirm Biopsy Guidance Module weighs 15 pounds. When you move it, be sure
to have a secure grip on the handles.

>

Figure 8:Installation of the Biopsy Guidance Module

1. Move the Compression Device down.
2. Hold theBiopsy Guidance Module by both handles.
3. Slidethe top hooks (item 2) of the Biopsy Guidance Module into the slots marked

with the Affirm system icon (item 2A) on the front of the Selenia Dimensions C-arm.
Make sure the top and bottom hooks attach to the Selenia Dimensions C-arm.

4. PushtheLockLevers (item 3) on the Biopsy Guidance Module into the Up position
to lock the Module against the Selenia Dimensions C-arm.
5. Align thered dot on the Biopsy Guidance Module cable (item 4) with the red dot on

thereceptacle on the side of the Selenia Dimensions C-arm. Connect the cable to the
receptacle.
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3.3.2 Attach the Biopsy Control Module

The Biopsy Control Module attaches to either theleft or righthandle of the Biopsy
Guidance Module.

Figure Legend

Lock Knob for the Articulating Arm
Biopsy Control Module Cable
Clamp AdjustKnob

Attachment Bracket

Attachment Bracket Lock

AT

Figure 9: Attachment of the iopsy Control Module

1. Releasethe Articulating Arm Lock Knob (see the previous figure, item 1).

2. Position the Attachment Bracket (item 4) until the side with the Lock (item 5) is on
the front side of thehandle.

3. AttachtheLocksideof the Attachment Bracketaroundthelower partof thehandle.
4. Slidetheoppositeside of the Attachment Bracket around the handle. The Bracket
attaches on to the patienthandle.
If necessary, adjust the Clamp Adjust Knob (item 3).
Push the Attachment Bracket Lock to the locked position (item 5).

Make sure that this adjustment holds the bracketin position. If the bracket moves, or
you cannot get the bracketlock fully into the locked position, adjust with the Clamp
AdjustKnob (item 3).

8. ConnecttheBiopsy Control Module Cable (item 2) to the receptacle on the Biopsy
Guidance Module.
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Adjust the Bracket Height

1. Releasethe Attachment Bracket Lock (see the previous figure, item 5).
2. Slidethebracketto therequired height.
3. Pushthe Attachment Bracket Lockinto the locked position.

Adjust the Biopsy Control Module Position

1. ReleasetheLock Knob for the Articulating Arm (see the previous figure, item 1).
2. Tiltor change the currentangle of the Biopsy Control Module.
3. Rotatethe Lock Knob to lock the Biopsy Control Module in thenew position.

3.4 Installation and Removal of Accessories

3.41 Biopsy Compression Paddles

5x5 cm Standard 6x7 cm Standard 5x5 cm Axillary 15 cm Lateral Arm
Biopsy Paddle Biopsy Paddle Biopsy Paddle Biopsy Paddle*
*Once installed, the system automatically recognizes thata Lateral Arm is being used on the Biopsy Guidance
Module.

Thebiopsy compression paddles attach to the compressiondevice on the Selenia
Dimensions system. Refer to the Selenia Dimensions system User Guide for instructions
oninstallationand removalof the paddles.

3.4.2 Needle Guide

Warning;

Always use sterile techniques when you use Needle Guides during the
patient procedures.

Warning;:

It is important to install the device correctly. Be sure to insert the needle
through the top and bottom Needle Guides.

Note
/v\ \  Theneedle guides can look different from the needle guides shown.
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Installation of Needle Guide on Standard Needle Guide Holder

1. Ifnotinstalled,inserttheneedle guiderods of theneedle guide holder into the
standard device mount (slide in from the bottom).

2. Alignthedisposableneedle guide (item 1) so that theraised-square side of the needle
guide fits between the two lobes of theneedle guide holder (item 2).

Figure Legend

1. Disposable Needle Guide

2. Needle Guide Holder
(Standard)

Figure 11: Installing Disposable Needle
Guide on Standard Needle Guide Holder

3. Slidetheopen area of the U-shapein theneedle guide around the pin in theneedle
guideholder.

4. Pushtheneedle guidein untilitlocks into position.
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Removal of Disposable Needle Guide
1. Remove thebiopsy device from the device mount.
2. Pullthedisposableneedle guide away from the pin on the needle guide holder.

3. Discard the disposableneedle guide in accordance with local regulations.

3.4.3 Biopsy Device Adapter
Installation of Biopsy Device Adapter on Standard Device Mount

1. Align theouterholes in the biopsy device adapter (item 1 in the following figures)
with the guide pins on the device mount.
Align themiddleholein thebiopsy device adapter with the mountscrew (item 2).

Turn themountknob (item 3) to secure the biopsy device adapter.

Figure Legend
1. Biopsy Device Adapter Holes

2. Device Mount Screw
3. Device Mount Knob

Figure 12: Attaching a Biopsy Device
Adapter to Device Mount (Standard)

Removal of Biopsy Device Adapter

1. Turnthemountknobtorelease thebiopsy deviceadapter.

2. Pullthebiopsy device adapter away from the mount.
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3.4.4 Biopsy Device

Follow the directions supplied by the manufacturer to install or remove the biopsy
device and adapter. Carefully insert the biopsy needle through the disposable needle

guide when installing the biopsy device.

Hologic Factory-Verified Biopsy Devices

Table 3: Hologic Factory-Verified Biopsy Devices
Manufacturer | Description Model
Hologic Affirm QAS Needle ASY-03949
Hologic ATEC®9 g x 12 cm, 12 mm (Petite) ATEC(0912-12
Hologic ATEC9gx12cm,20mm ATEC0912-20
Hologic ATEC12gx12cm,20mm ATEC1212-20
Hologic ATEC9 g x 9 cm, 12 mm (Petite) ATEC(0909-12
Hologic ATEC9 g x 9cm,20 mm ATEC0909-20
Hologic ATEC12gx9 cm,20 mm ATEC1209-20
Hologic ATECY9 gx 14 cm,20 mm ATEC0914-20
Hologic Eviva®9 g x 13 cm, 12 mm (Blunt Petite)| Eviva 0913-12
Hologic Eviva 9 g x 13 cm, 12 mm (Trocar Petite)| Eviva 0913-12T
Hologic Eviva9 g x 13 cm,20 mm Eviva 0913-20
Hologic Evival2gx 13cm,20mm Eviva 1213-20
Hologic Eviva 9 g x 10 cm, 12 mm (Blunt Petite) | Eviva 0910-12
Hologic Eviva9 g x 10 cm, 12 mm (Trocar Petite) | Eviva 0910-12T
Hologic Eviva9 g x 10 cm,20 mm Eviva 0910-20
Hologic Evival2gx10cm,20 mm Eviva1210-20

MAN-04739-002 Revision 002
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3.4.5 Installation and Removal of Lateral Arm and Accessories

Warning;:

Be careful when working with the Lateral Arm. Bumping or jarring the
Lateral Arm can affect system accuracy, cause patientinjury, or cause
equipment damage.

Lateral Arm Overview

Figure 13: Lateral Arm Components
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Table 4: Components of the Lateral Arm

1 |Lateral Arm Mount | Mountingstructure for the Lateral Arm. Attachesto the Standard
Device Mountand holds the Lateral Arm on the Biopsy Guidance

Module.
2 | X-Stop Position Shows the X-Stop position on the bottom scale on the Lateral Arm.
Indicator

3 | X-Stop Lever Lockinglever thatlocks and unlocks the X-Stop into position on the
Lateral Arm.

4 [X-Stop Stops Carriage movement when locked into position. Set the X-axis
Position Indicator atthe Lat X coordinate on the lower scale to keep
thebiopsy device from traveling pastthe Lat X target. Push up
while sliding the X-Stop along the Lateral Arm for smooth
movement.

5 [Scale On each side of the Lateral Arm. Yellowscaleis for rightlateral
needleapproach.Bluescaleis forleftlateral needleapproach. Use
the top scale to position the carriage. Use the bottom scale to
position the X-Stop.

6 |Carriage Attaches to the Lateral Arm and holds the device mount to which
thebiopsy needleis attached. Moves along the Lateral Arm during
biopsy procedures.

7 | CarriagePosition Shows the Carriage positionon the upper scale on the Lateral Arm.

Indicator
8 [CarriageLever Engagetheleverto lock the Carriageinto positionon the Lateral

Arm rail. Locked = vertical down position. Unlocked = vertical up
position. Set thelever to the full unlocked position for smooth
movementalong the Lateral Arm.

9 |DeviceMountLever |Lockingleverthatlocks and unlocksthe device mountonto the
carriage.

10| Device MountKnob | Rotate theknob to attach and detach thebiopsy device adapter.

11| Device Mount Holds the biopsy device adapter to which the biopsy needleis
attached. Theneedle guide holder attachesto the end of theneedle
guiderods on the device mount.

12| Needle Guide Holder | Holds the disposable needle guide throughwhichthebiopsy
needleis inserted.
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TheLateral Arm can be mounted to theleft or therightside of the Biopsy Guidance
Module to permita lateral needle approach from either direction. Determine the desired
approachbefore mounting the Lateral Arm andinstall the Biopsy ControlModule on the
oppositeside from the desired approach.

Figure 15: Right Needle Approach of Lateral Arm (Yellow)
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Lateral Arm

A Warning;:

Clean the Lateral Arm before and after every use (refer to For General
Cleaning on page 72).

Installation of Lateral Arm

1. Makesurethatthe C-armis setto 0 degrees.
2. PlacetheLateral Arm Stand tightly over theimage receptor.

Note
/V\ \  Usethe Lateral Arm Stand only for Lateral Arm procedures.

Figure 16: Installing Lateral Arm Stand over Image Receptor

3. Install the Lateral Arm Biopsy Paddle. After the paddleisinstalled, the system
automatically recognizes thata Lateral Arm is being used on the Biopsy Guidance
Module. If the C-arm is not set to 0 degrees, the Biopsy Control Module prompts you
to rotate the C-arm to 0 degrees.
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4. Onthe Affirm system, remove theneedle guide holder used on the standard device
mount.

Figure 17: Removing the Needle Guide Holder fromthe
Standard Device Mount

5. Determine the direction of approach of the biopsy device (left or right side of the
Biopsy Guidance Module). Make sure that the Biopsy Control Moduleis attached to
the correct side of the Biopsy Guidance Module for the desired needle approach.

6. AttachtheLateral Arm tothe Biopsy Guidance Module (see the following figure).

a. Align thetop and bottom guideholes on the Lateral Arm (item 1 in the following
figure) to the top and bottom pins on the device mount on the Biopsy Guidance
Module.

b. Align the centerholeof the Lateral Arm (item 2) with the mount screw on the
device mount.

c. Turnthemountknob (item 3) to secure the Lateral Arm to the Biopsy Guidance
Module.

d. Makesurethatthe two mounting surfaces are aligned correctly.

Page 24 MAN-04739-002 Revision 002



Affirm Breast Biopsy Guidance System User Guide
Chapter 3: Installation, Verification, and Removal

Figure Legend

1. Lateral Arm Mount
AT Guide Holes

----------------- 2. Device Mount Screw
Device Mount Knob

"
=

;

8o ol

Figure 18: Installing Lateral Arm to Device Mount

7. Onthe Biopsy Control Module, select the correct Lateral Arm Mounting Side button
for the side the Lateral Arm is mounted on.

Please Select
Lateral Arm
Mounting Side

Q
A A

Figure 19: Lateral Arm Mounting Side Selection Screen

8. On the Biopsy Control Module, select OK to confirm that the Lateral Arm Stand is
installed.
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A

Removal of Lateral Arm

1.

On the standard device mount, turn the device mount knob toloosen the device
mountscrew.

Pull the Lateral Arm away from the Biopsy Guidance Module.
Remove the Lateral Arm Paddle.

RemovetheLateral Arm Stand.

Needle Guide for Lateral Arm

Warning;
Always use sterile techniques when you use Needle Guides during the
patient procedures.

Warning;:
It is important to install the device correctly. Be sure to insert the needle
through the top and bottom Needle Guides.

Note
Theneedle guides can look different from the needle guides shown.

Installation of Needle Guide on Lateral Arm Needle Guide Holder

1.

Make sure thatthe Lateral Arm is attached to the correct side of the Biopsy Guidance
Module for the desired direction of approach. If necessary, refer to the figures Left
(and Right) Approach of Lateral Arm on page 22.

Make sure that the device mountis installed on the correctside of the Lateral Arm
for the desired direction of approach. If necessary, refer to Device Mount for Lateral
Arm on page28.

Make sure that the correct needle guide holderis installed on the needle guide rods

based on the needle approach (see the following set of figures). If necessary, remove
the existingneedle guide holder (item 1) and install the correct one (item 2). Keep in
mind the following:

* Theblueend of the needle guide rods receives the blue needle guide holder for
theleft approach.

* Theyellow end of theneedle guide rods receives the yellow needle guide holder
for the rightapproach.
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Figure 20: Attaching Blue Needle Guide Holder to Needle ~ Figure 21: Attaching Yellow Needle Guide Holder to
Guide Rods (Left Needle Approach) Needle Guide Rods (Right Needle Approach)

4. Slidethedisposableneedle guide (item 1) over the pin on the end of theneedle guide
holder (item 2).

Figure Legend

1. Disposable Needle Guide
2. Needle Guide Holder

Figure 22: Installing Disposable Needle Guide
on Needle Guide Holder (Lateral Arm)

Removal of Disposable Needle Guide
1. Remove thebiopsy device and adapter from the device mount.
2. Pullthedisposableneedle guide away from the pin on theneedle guide holder.

3. Discard the disposableneedle guide in accordance with local regulations.
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Device Mountfor Lateral Arm
Installation of Device Mount

1. Flip the Carriagelever completely up to the unlocked position.

Figure 23: Carriage Lever Locked and Unlocked Positions

Note
v The Carriagelever mustbe fully in the up position for smoothmovementalong the
Lateral Arm.

2. Usingthe Carriage Position Indicator and the upperscale, set the Carriage position
to 220 mm.

Note
/¥\  SettingtheCarriage PositionIndicator at220 mm providesa safe distance from the
breast to attach the biopsy device.

3. Flip the Carriagelever completely down to thelocked position.
4. Flip thedevice mountlever up to the unlocked position.

Figure 24: Locked and Unlocked Positions of Device Mount Lever
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5. Slidethe devicemountonto the Lateral Arm Carriage untilitstops.

Figure 25: Installing Device Mount onto Lateral Arm Carriage

Note
The device mountmustbeinstalled with theneedle guidein front of the Lateral Arm.

6. Flip the device mountlever down tolock the device mountin position.

Removal of Device Mount

1. Flip the devicemountlever up to unlock the device mount.
2. Slidethe device mountoff the Lateral Arm.
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Biopsy Device Adapter
Installation of Biopsy Device Adapter

1. Align theouterholes in thebiopsy device adapter (item 1 in the following figures)
with the guide pins on the device mount.
Align the center holein the biopsy device adapter with the mount screw (item 2).

3. Turnthedevicemountknob (item 3) to secure the biopsy device adapter.

o

Figure 26: Attaching Biopsy Device Adapter to Device Mount (Lateral Arm)

Figure Legend
1. Biopsy Device Adapter Holes

2. Device Mount Screw

3. Device Mount Knob

Removal of Biopsy Device Adapter

1. Turnthemountknob torelease thebiopsy deviceadapter.

2. Pull thebiopsy device adapter away from the device mount.
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Biopsy Device

Follow the directions supplied by the manufacturer to install or remove the biopsy
device and adapter. Carefully insert the biopsy needle through the disposable needle
guide when installing the biopsy device.

Biopsy Device Precautions with Lateral Arm

A Warning;:

Make sure that the carriage lever, device mountlever, and X-Stop lever are
fully locked before firing the biopsy device or acquiring tissue samples.

Figure 27: Lock Levers in Fully Locked Position

MAN-04739-002 Revision 002 Page 31



Affirm Breast Biopsy Guidance System User Guide

Chapter 3: Installation, Verification, and Removal

X-Stop

The X-Stop is an accessory thatstops movement of the Carriage and the device mount
alongthe Lat X axis. The X-Stop Position Indicator is used to position the X-Stop along
thebottom scale of the Lateral Arm. During a procedure, the X-Stop is positioned at the
LatX coordinate as shown on the Biopsy Control Module. When the X-Stop is locked in
place and the Carriageis positioned against the X-Stop, the X-Stop positionand the
Carriage positionare at the same value on their respective scales. Use of the X-Stop is

optional.

/
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Figure 28: Scales and Positioning for X-Stop and Carriage
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Installation of X-Stop
1. Makesurethatthe X-Stop lever is fully in the unlocked (up) position.

2. Slidethe X-Stop onto the Lateral Arm on thesameside as the Lateral Arm mount.
The X-Stop only slides on when the open side of the X-Stop Position Indicatoris
turned toward the Lateral Arm Mount. See the following figure for positioning.

Figure 29: Installing X-Stop on Lateral Arm

3. Set the X-Stop Position Indicator to the desired position on the scale.

Note
Al For smooth movement, push up when sliding the X-Stop into position.

4. Flip the X-Stop lever down into the locked position.

& Warning:

The X-Stop must be in the locked position before the biopsy device is moved
into position.

Removal of X-Stop

1. Flip the X-Stop lever fully up into the unlocked position.
2. Slidethe X-Stop off the Lateral Arm.
3. Flip the X-Stop lever into the unlocked (down) position for storage.

Note
A\ \  TheX-Stopis stored in thelocked position in the Lateral Arm case.
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3.5 System Verifications

3.5.1 Confirm the Host Connection

When the Selenia Dimensions systemis On and the Affirm system cable connections are
correct, the Home screen shows on the Biopsy Control Module.

Affirm

Figure 30: Home Screen on the Biopsy Control Module

3.5.2 Confirm the Biopsy Connections

Make sure that the Biopsy screen shows the correct type of approach (standard needle or
lateral needle) being used.

1. From the Procedure screen, selectthe Add View button.
2. Selectthe Biopsy tab.

3. Selecttheview to add and the applicable View Modifier. Thenselect the Add button.
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4. Selectthe Biopsy tab. On the Biopsy screen, make sure that the Biopsy Options area
shows the correctapproachimage.
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3.6
3.6.1

3.6.2

>

>

Removal of Main Components

Biopsy Control Module

To remove the Biopsy Control Module from the Biopsy Guidance Module:

1.

Disconnect the cable of the Biopsy Control Module from the Biopsy Guidance
Module.

Release the bracketlock.
Remove the Biopsy Control Module from the Biopsy Guidance Module.
Store the Biopsy Control Module in a protected location.

Biopsy Guidance Module

Caution:
Topreventdamage or alignment problems with the Needle Guidance Stage, be
careful when you move the Biopsy Guidance Module.

Caution:
The Affirm Biopsy Guidance Module weighs 15 pounds. When you move it, be sure
to have a secure grip on the handles.

To remove the Biopsy Guidance Module from the Selenia Dimensions C-arm:

1.
2.

Disconnect the Biopsy Guidance Module Cable from the Selenia Dimensions C-arm.
Hold a handle of the Biopsy Guidance Module with one hand while you release the
Locking Levers with the other hand.

Puta hand on each handle and lift the Biopsy Guidance Module from the slots in the
Selenia Dimensions C-arm.

Store the Biopsy Guidance Module and Biopsy Control Module in a safelocation.
Make sure thatyou put the uniton its back (hooks down).
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3.7 Tabletop Stand for the Affirm System

Caution:
The Affirm system Tabletop Stand is not for mobile applications.

To place the Affirm biopsy system on the optional stand, refer to the following figure.

1. Move thedevicemountand needle guide to the highestupper position as shown in
A.
Disconnect the biopsy guidance module cable from the Selenia Dimensions C-arm.

Remove the Affirm Biopsy Guidance Module along with the Biopsy ControlModule,
if present, from the Selenia Dimensions system.

Caution:
& Toprevent damage or alignment problems with the Needle Guidance Stage, be
careful when you move the Biopsy Guidance Module.

Caution:
& The Affirm Biopsy Guidance Module weighs 15 pounds. When you move it, be sure
to have a secure grip on the handles.

4. Placethe Affirm system on the Tabletop Stand asshown in B.

Figure 33: Affirm System Tabletop Stand
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3.8 Storage Case for Lateral Arm

The Lateral Arm is supplied with a storage case to safely storeall the Lateral Arm
components. The Lateral Arm QAS Phantom s also stored in the storage case. To protect

theequipmentand to maintain accuracy, alwaysstore the Lateral Arm and its
components in its case.

Figure 34: Lateral Arm and Storage Case
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Chapter 4 User Interface - Biopsy Control Module

41 Biopsy Control Module Screens

411 Home Screen

The Home screen showsthename orinitials of the user whologs in and any error
messages. The Gobutton takes the user to the Target Guidance screen.

Affirmr

Figure 35: Home Screen

Figure Legend

—_

User ID Area
2. Go to Target Guidance Button

3. Error Message Area
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41.2 Target Guidance Screen

The following figure shows the main screen of the Biopsy Control Module. This screen
shows the current position of the biopsy device, the selected target coordinates and the
Cartesian difference between the two positions.

Thebuttons in the Target Guidance screen allow the user to go to the previous screen
(item 3), go to the screen for target selection (item 2), go to the screen for motorized
movement of thebiopsy devicein the X and Y axes (item 1), select the C-Arm Mode or
Stereo Mode for the C-arm rotation (item 5), and cancel an audible signal (item 7).

Thedisplay area (item 4) of the Target Guidance screen shows the difference between the
current position of the biopsy device and the target coordinates, the status of the system
(item 10), the biopsy deviceinstalled on the system (item 8), and the safety margins (item
9).

Target Guidance

Target: Home Lett —/

X(mm) |Y(mm) |Z{mm)
Current: -25.0 '45.0 | 90.0

Target: |-25.0 | 45.0 |90.0

READY

Eviva 9g x 13cm, 20mm

Safety Margins (mm)
/x50 |vias  Jzjses | AN
ol B o

Figure 36: Target Guidance Screen
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Figure Legend

Go to the Jog Mode screen

Go to the Select Target screen
Go tothe previous screen
Target Information

Switch between C-Arm Mode or Stereo Mode (when the
system is set for Manual C-Arm Stereo Mode).

A

o

This button is gray and disabled.

7.  Mute or Enable Sound (An icon displays on this button
and an alarm sounds when there is a system fault. See
The Sound Button on page 43.)

8. Selected Biopsy Device
9. Safety Margins
10. System Status

Note
TheX, Y, and Z cells in the screen can change color as target coordinates change. See
Colored Cells in the Screens on page42.

Target: Home Right

X(mm) |Y(mm) |Z(mm)
Current: 25.0 |45.0 90.0
Target: [25.0 |45.0 |90.0
Diff: }.0 .0 .0

Lat X: |40.0

READY
Eviva 9g x 13cm, 20mm
Safety Margins (mm)
X 167 |Y| 429 |z 593 |
Figure 37: Target Guidance Screen for Lateral Arm

When the Lateral Arm is installed, the Target Guidance screenincludes a field for the Lat
Xvalue.

The disabled gray button on therightside of the screen is now the Lateral Arm
Mounting Side button (item 6 in the previous figure).The Lateral Arm Mounting Side
button on the rightside of the screen shows the side of approach for the biopsy. Press the
Lateral Arm Mounting Side button to return to the Confirmation screen for the Lateral
Arm Mounting Side.
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Colored Cells in the Screens
Green Cells
When all Diff cells are green, the biopsy deviceis in the correct position for the selected

target. When thebiopsy deviceis fired, the targetis at the center of the aperture of the
device.

Target Guidance
(_: Target: Home Lett
X(mm) |Y(mm) |[Z{mm)

Current: -25.0 |45.0 |90.0

Target: |-25.0 | 45.0 | 90.0

READY -
Eviva 9g x 13cm, 20mm
Satety Margins (mm)
X 5.0 |y [149 |z 80.0

Figure 38: Green Differential Cells

Yellow and Red Cells
Target Guidance
Target: 10f1
.0 | 80.0

90.0
10.0

Eviva 9g x 13cm, 20mm
Satety Margins (mm) ﬂ
xR v 149  zjBo.0 |

Figure 39: Yellow and Red Cells

Yellow indicates that thebiopsy deviceis in the correct position for that axis, but you
mustmove the device to the final Z-position. When thebiopsy deviceis in the final
Z-position, the yellow cell changes to green.

Red indicatesa problem witha safety margin. The Sound buttonappearsand the
system makesrepeated beeps. Make adjustment in the axisindicated by red. When
thecell is not red, the deviceis within the safety limits.
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The Sound Button

The Sound button is enabled when thereis a system fault. When the Sound button
displays, you can control system soundsrelated to alarms and motor movements of the

biopsy device.

Table 5: How to Use the Sound Button

Sound

Figure 40: Alert Sounds Are
Audible

When a safety margin is violated, thismuteicon
shows and the system repeats a beep sound.

To stop the beep sounds, press the Sound button. All
system beep soundsare muted, and theicon on the
button changes.

When you correct the safety margin violation, theicon
on the button disappears.
If you press thebutton and donot correct the system

fault within two minutes, the systembeep sounds are
enabled automatically.

Figure 41: Alert Sounds Are
Muted

When this icon appears on the Sound button, you
have the option to enable the system beep sounds.

To enable the system beep sounds, press thisbutton.

If you do not press this button, system beep sounds
areenabled automatically withintwo minutes after
this icon displays.
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41.3 Jog Mode Screen

This screen allows the user to manually overwrite the targeting coordinates of the Biopsy
Guidance Module. The arrow buttons in the Jog Mode screen change the Jog value of the
XandY coordinates. Other buttonsin this screen allow the user to go to the Target
Guidance Screen (item 5), and cancel (item 7) an audible signal that sounds when there is
a problem with a safety margin.

Thedisplay area (item 4) of the Jog Mode screen shows the difference between the current
position of thebiopsy device and the target coordinates, the status of the system (item
10), thebiopsy deviceinstalled on the system (item 8), and the safety margins (item 9).

& Warning;

Red cells indicate a problem with a safety margin. Patientinjury or

equipment damage may occur if you continue. Make adjustments to be
within safety limits.

Target: Home Right —B

Eviva 8g x 13cm;Zumm
Safety Margins (mm)

‘ xR v [ 192)z] 83.1“
1 1
g

Figure 42: Jog Mode Screen

o
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Figure Legend

Change Y-axis Jog value in negative direction
Change X-axis Jog value in negative direction
Change Y-axis Jog value in positive direction
Target Information

Go tothe previous screen

Change X-axis Jog value in positive direction

NS =

Mute or Enable Sound (An icon displays on this button and
an alarm sounds when there is a problem. See The Sound_
Button on page 43 for more information about the Sound
button.)

8. Selected Biopsy Device
9. Safety Margins
10. System Status

oo :(;mu:)m?r?;m) Z(mm)
Current: | 25.0| 45.0| 90.0
Target: 25.0| 45.0| 90.0
Diff:
Lat X: 40

READY
Eviva 9g x 13cm, 20mm

Safety Margins (mm)
X| 167 |v| 429 |z| 59.3 |

Figure 43: Jog Mode Screen for Lateral Arm

When the Lateral Arm is installed, the Jog Mode screenincludesa field for the Lat X
value.
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41.4

Select Target Screen

This screen allows the user to select a different target for biopsy guidance or to move to
one of the Home positions. The buttonsin the Select Target screen allow the user to go to
the previous screen (item 1), go to the Target screen (item 2), or go to the Left or Right
Home Position (item 3 oritem 6).

Thedisplay area (item 4) of the Select Target screen shows one of more sets of target
coordinates. The name of the biopsy device that was selected also displays (item 5).

To move thebiopsy device to one of the targets shown in this screen:
1. Pressone of the target coordinates icons or the home buttons.
The system changes to the Target Guidance screen.

2. Pressandhold arightorleft Motor Enable button pair on the Biopsy Control
Module. Theneedle moves to the X and Y positions.

Select Target

B Eviva9g x 13cm, 20mm

Figure 44: Select Target Screen

Figure Legend

Go to the previous screen

Go to the Target Guidance screen
Go to the Home Left Position
Target Coordinates

Biopsy Device

Go to the Home Right Position

SANECUE S e

Note

You mustsimultaneously pressboth switches of a right or left Motor Enable pair to
start the motor movement.
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Select Target

e

No Device Selected

Figure 45: Select Target Screen for Lateral Arm

When the Lateral Arm is installed, the target coordinate icons on the Select Target screen
includealine for the Lat X value.

The Lateral Arm Mounting Side button on therightside of the screen shows the side of
theneedle approach for thebiopsy. Press the Lateral Arm Mounting Side button to
return to the Confirmation screen for the Lateral Arm Mounting Side.
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Chapter 5Biopsy

5.1 BiopsyViews

When used with the Selenia Dimensions stereotactic system, biopsy procedures require
stereo views, which areimages takenat+15°and -15° angles. Collectively, these images
are called a stereo pair. The word "stereo" in the biopsy proceduresrefers to the +15°and
-15° projections.

When used with the Selenia Dimensions tomosynthesis system, a tomosynthesis image
acquisition is acquired to determine the three-dimensional (X-Y-Z) Cartesian coordinates

of the region of interest.

511 How to Add a Biopsy View
ToAdd a Biopsy View:

1. In the Procedurescreen, selectthe Add View button to display the Add Viewscreen.

Conv ‘ Tomo ‘ TomoHD | Combo ‘ ComboHD | 2D Contrast ‘ Combo 2D Contrast Biopsy | QC
= Add
3 s 4 2 ) & ¢ 4 [K\
Q § & p=P { (/, 3 84
i p f " : \ ) o | ciesl
e 7 1 l pure I N3 [ W | I
sTX
STXLCC || STXLMLO | STXLML |STXLXCCL STXRCC | STXRMLO | STXRML | RXCCL oo
23D AL |66~ e
A= S IS & - R=oA | - ] h Stereo b
e - ” I oy I - . L (@) Stereo Scout
== I3 b= = s 4‘\“ —— X
= ; p 1 ) @ stereo Pair
LXCCM || STXLCV | STXLLM | STXLTAN RXCCM | STXRCV | STXRLM | STXRIAN @i rar
@ [% [é/{‘\ Kﬁ\ g @\ ﬂ\%\ {O\/}x @ Fostiie Pair _E
k =i tl_ﬂ — “~ — ﬁ ‘ ~ > @ Postiopsy Pair
=S = AN -/ IS 4 @ Fostiopsy
STXLFB | STXLAT | STXLLMO | STXLSIO STXRFB | STXRAT | STXRLMO | STXRSIO @~ scip i
ostelip Pair
—n 3 = “
}{' \3 }\/ ﬁ\'\ [{ O Foscip
0 =y
N/ & /3 six U
LSPECIME RSPECIME @ oo Target
STX LISO N STX RISO N .
(stuaisn) a2 A
m @ oo cip
— Back '

0 (@ Manager Tech (Manager)

[=]° 2 °® &Z° 7] @E etrosam

Figure 46: Biopsy Tab in the Add View Screen

Ll O

Figure Legend

Implant Displaced
Stereo View Modifiers
Tomosynthesis View Modifiers

Trash Can Icon

MAN-04739-002 Revision 002

Page 49



Affirm Breast Biopsy Guidance System User Guide

Chapter 5: Biopsy

2. Selectthe Biopsy tab.
3. Selecttheview, then selecta View Modifier from theright panel of the screen.

Note

/¥\  TheBiopsy Stereo and Tomosynthesis View Modifiers show only when the system has

5.1.2

licenses for tomosynthesis and biopsy.

4. Selectthe Add button. A thumbnail image for each view thatyou selectappearsin
the bottom of the screen.

ToRemove a Biopsy View:

* Toremovea single view from the added list: in the bottom panel of the screen, select
the view thumbnail then select the Trash Canicon.

* Toremoveall views from the added list: select the Clear button.

How to Edit a Biopsy View

Usethe Edit View screen to assigna different view toanimage.

IEYIEYIR dlie|e][e

= 7 A1 == =M 1 =

soxice | soom sxum | smxcer sxnce | sowio | s | smmcow on

A 7 2 N ;

A1 AL [ Gl A &

| | |
o B I N 2 il 1 3 Tomo
@ - B W | e (&) Torno Target
soxixcon | soaov | smuw | sxira sxcem | sy | smxm | socnman =
— — ~ — Tomo Post

AY A A\ X A A e 7

ﬂ ‘,‘A‘ Al x\\ @\ fi\ || [/ g & o
|= | < X =/ B > 74

soxare | soear | sxumo | smas soxnrs | s | samo | smnsio

A ) A ¢

N V74
sxuiso smriso

Back |

0 0 Tech, Radiological ( Radiological T z - 0 @ 0 'r'ﬂl‘o $'@JD j@"g 11:11:05 AM
Figure 47: Edit (Biopsy) View Screen

ToEdita View:
1. In the Procedure screen, selectan exposed thumbnailimage view.
Select the Edit View button to access the Edit View screen.

Select the view, then select the View Modifiers from therightside of the screen.

Select the Save button.

A

When the Update Successful dialogbox appears, select the OK button.
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5.2 C-Arm Stereo Modes

Acquire the stereoimages in either the Auto C-arm Stereo Mode or the Manual C-arm
Stereo Mode. Make the C-arm Stereo Mode selection at the Acquisition Workstation
(refer to How to Select the C-Arm Stereo Mode for Image Acquisition on page 53).

5.2.1 C-Arm Rotation in the C-Arm Stereo Modes

The mechanics of C-arm rotation for stereotacticimage acquisition is differentin Auto
and Manual C-arm Stereo Modes.

Note

/#\ Carmvertical movementandrotationare disabled when compression forceis applied.
A service engineer can configure the lockout force from 22 Newtons (5 pounds) to 45
Newtons (10 pounds).

In Auto C-Arm Stereo Mode

In the Auto C-arm Stereo Mode, the Target Guidance screen does notshow the C-arm
Stereo Mode button. In the Auto C-arm Stereo mode, the system automatically lets the
C-arm move separately from the Tube Arm to acquire the stereoimages. When the X-ray
button is pressed to start stereo image acquisition, the Tube Arm automatically moves to
thefirst 15°angle, acquires the image, rotates to the opposite 15° angle and acquires that
image.

Note

& The option to position the Tube Arm for the first stereo imageis in the System Status
menu (refer to How to Select the C-Arm Stereo Mode for Image Acquisition on page 53). The
Tube Arm automatically rotates to the selected 15° angle. This option operatesin both
C-arm Stereo modes.

In Manual C-Arm Stereo Mode

In Manual C-arm Stereo Mode, the C-arm Stereo Mode buttonshows on the Target
Guidance screen. The defaultis Stereo Mode. See the table that follows for a description of
thebutton function.

Note
v The C-arm Stereo Mode button shows when the system is set for Manual C-arm Stereo
Mode. In Auto C-arm Stereo Mode, this button does notshow.
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Table 6: The C-arm Stereo Mode Button

Icon Description of Function

_ e TheTube Arm rotates while the C-arm remainsin

' ;'4 position.

e Select Stereo Mode to acquire stereo images (when the
Figure 48: Stereo Mode system is set for Manual C-arm Stereo Mode).

e TheC-arm and Tube Arm rotate together.
f e SelectC-arm Mode to rotate the C-arm and Tube Arm
together to a new patient positioning angle.
Figure 49: C-arm Mode

1. After youset the patient positioning angle (with the C-arm Mode engaged), press the
C-arm Stereo Mode button on the Target Guidance screen to put the C-arm into Stereo
Mode.

Rotate the Tube Arm to the first 15°angle.
Press the X-ray button and acquire the first 15°image.
Rotate the Tube Arm to the opposite 15°angle.

A

Press the X-ray button and acquire the opposite 15°image.

Note
& Keep the X-ray button pressed until the exposure stops. An audible beep indicates that
image acquisition has finished.
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5.2.2 How to Select the C-Arm Stereo Mode for Image Acquisition

Table 7: How to Select the C-Arm Stereo Mode

1. Select the System Status icon.

I

Figure 50: System Status Icon

2. Select System Defaults from the
System Status menu.

No Faults

Clear All Faults

X-Ray Tube, 0 Degrees
X-Ray Tube, -15 Degrees
X-Ray Tube, +15 Degrees

System Diagnostics ...

T System Defaults ...
About ...

Figure 51: System Status Menu

3. Select the Biopsy tab in the System
Defaults screen.

4. Select Auto or Manual from the
Mode section.

Systerm Defaults

Compression Defaults| Generator Blopsy

Mode Start

1
Auto
= ar

Figure 52: System Defaults Screen

0
Left

+
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5.3 BiopsyTab

Figure Legend
; : 1 1. Target Function
Generator| Tools| Biopsy |Contrast| Update liem Butt
2 /- uttons
:/{'ﬁ Add Procedure
- Standby 2. Biopsy Options Area
Add View
[ Device
“ Ol ATEC 9gx9cm, 12mm-P Edit View
RCC Prefire Pair ﬂ b Output Groups
¢ o PEendingA X9.7v5292:323 (@ i
iopsy Area : i
n Archive | Export
Multi-Pass
Accept % ' 1
2 Print
<je y o .80 *ee
S DO
L 18.76mm (@]
Pend o m | -
SIK e %‘. 2mm 3mm  4mm 5mm | _

m
@ —— Close Patient
0 (@ Tech Radological (Radiological : % 2 WU Z° ] @2 1:17:30AM
Figure 53: The Biopsy Tab

When you select the Biopsy tab, the Biopsy Options appear. The Biopsy Optionsarea of
the screen shows information about the targets and the biopsy device installed on the
system. The buttons on theleft side of this area let you send selected targets to the Biopsy
Control Module. Refer to Biopsy Options on page 55 for information about the button
functions and datafields on the Biopsy tab.
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5.3.1 Biopsy Options

Thebuttons in the Biopsy Options area communicate target information to the Biopsy
Control Module. The area on theright side of the buttons shows the selected targetand
biopsy device.

Device

0 [ATEC 9gx9cm, 12mm-Pt. -l g Figure Legend
3 ] 1. Create Target Button
B } W 2. Reject Target Button
3. Resend Target Button
B @ - 4. Project Target Button
A, 5. Delete Target Button
4 ] 6. Move Z-Target Up Button
g on ] 4.41mm 7 I]\S/E)tzzf—Target Down
8. Show/Hide Targets Button
B N ] Omm 'ﬁ' —iil 9. Selected Biopsy Device
7 I 'Qé = — 10. Target Set.
L 1821mm 11. StatusIndicators
B—5F 2o I
Figure 54: Function Buttons and Data on the Biopsy Tab
(Standard Needle Approach)
Devica Figure Legend
|ATEC 9gx14cm, 20mm -8
— 1. Create Target Button
2. Reject Target Button
0 3. Resend Target Button
_ 4. Project Target Button
5. Delete Target Button
=—] 6. Move Z-Target Up Button
7. Move Z-Target Down
Button
8. Show/Hide Targets Button
— 9. Selected Biopsy Device
10. Target Set
11. Status Indicators

Figuré 55: Function Buttons and Data on the Biopsy Tab
(Lateral Needle Approach)
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A

Figure Legend

1. Create Targetassignstarget point(s) and creates a targeticon in the target set (item
10). After you assign your target, click the button a second time to accept the target
and transfer the target coordinates to the Biopsy Control Module.

2. RejectTargetremoves the selected target from thelist of target icons if that target

was notyet accepted.
Resend Targetresends the selected target coordinates to the Biopsy Control Module.

Project Target shows the selected target on an additional stereo pair on the Preview
screen.

5. Delete Target deletes the selected target from thelist of targeticons if that target was

accepted.

6. Move Z-Target Up moves the final position of theneedle away from the Breast

Platform and the graphic of thelesion downward. The values for the safety margins
changeaccordingly.

7. Move Z-Target Down movesthe final position of theneedle toward the Breast

Platform and the graphic of thelesion upward. The values for the safety margins
changeaccordingly.

Show/Hide Targetsshows/hidesall targeticonsin thelist of targets.

Device shows thename of the attached biopsy device that wasselected from the
related drop-down list.

Warning;
Patient injury can occur if the device you select in the Biopsy tab is not the
device that is installed on the system.

Note
If your biopsy device does not show in the drop-down menu, contact Technical
Support. A Service Engineer must enter the device specifications.

10. TargetSetdisplaysall the biopsy targets thathavebeen assigned and/or accepted in
this session. You cangenerate multiple targets aslong as the total of all target points
aresix or less. Use theleft and right arrow keys to scroll through the target setif
necessary.

a. Target#1- The"1"indicates the targetnumber thathasbeen assigned andis
accepted (based on the creation order). A yellow border around the target
indicatesthatitis theactive targetat the Biopsy Control Module. A single point
in the crosshairsindicates thatitis a single point target. An asterisk (*) indicates
thatthe target coordinates werelater changed at the Biopsy Control Module.

b. Target#2- The"2"indicates that the targetnumber hasbeen assigned andis
accepted (based on the creation order). Multiple points in the crosshairs indicate
thatit is a multiple point target generated by the Multi-Pass feature (see Lesion
Targeting Using Multi-Pass on page 60).
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>

c. Targetblank-No numberindicatesthatthe coordinates were assigned butnot
accepted (a user has notyet clicked the Create Targetbutton a second time). A
single pointin the crosshairsindicates thatitis a single point target. A depressed
targeticon indicatesthatitis the active targeton the user interface.

Note
The coordinates displaying on a Multi-Pass targeticon represent the center point. Right
clickand hold on the targeticon to view the coordinates of all of the points.

11. Status Indicators show the distance information:

e Thedistancebetween the Biopsy Paddle and the top of the
aperture.

e Thedistance of the target from the center of the aperture.

e Thedistance from theneedletip (postfire) to the breast platform.

e Thedistance from the Biopsy Paddle to theneedle tip.

The distanceindicator fields change colors withmovement of the needle.

e Purpleindicates thatitis safe to proceed.

e Redindicates that the current coordinates exceed the safety
margin.

¢ Yellow warnsofbeingnear the safety limit.

Note
To makea targetactive for the Affirm system, selecta targeticon from the targetsetand
click the Resend button.

Stereotactic Lesion Targeting

Note
You can use the Zoom tool (in the Tools tab or View Actual Pixelsbutton) to magnify
thearea of interestin animage.

Note
If the exam data in theimageblocks detection of the lesion, click the Informationicon in
the Tools tab to hide the data.

Note
Make sure thatthebiopsy deviceis outof the imagingarea.

Note

The overall targeting accuracy is equal to the combined targeting accuracy of the Biopsy
Guidance Module and the biopsy device. When using the biopsy device, the maximum
deviation from the target coordinate will notbe more than 2 mm from either side.
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1.

Select the Acceptbutton to save the stereo images.

Note
/v\ \  YourServicerepresentativecan configure the system to Auto-Acceptnew images.

2. Clickinthearea of interest of the lesion in one of the stereoimages.
3. Clicktheotherstereo image, then clickin the area of interest of the lesion.
4. Selectthe Create Targetbutton tosave the target. Theactive target setautomatically
transmits to the Biopsy Control Module with the creation of each new target.
5. Repeatthis procedure to create multiple targets (a maximum of six).
Note

/N The target that shows on the Target Guidance screen of the Biopsy Control Moduleis the
lasttarget created. The target or target set thatshows on the Select Target screen is the
lasttargetor target set sent to the Biopsy Control Module.

Note
/v\  Totargetalesion, youcanalsousetheScoutandoneofthestereoimages.

5.4.1 Verify the Position of the Biopsy Device

1.

If desired, acquire the pre-fireimages as necessary to identify the correct needle
position.

¢ Verify theneedle position.

¢ Ifnecessary, make adjustments.

If applicable, fire the biopsy device.

If desired, acquire the post-fireimages.

* Verify theneedle position.

* Ifnecessary, make adjustments.

If desired, acquire specimens with the attached biopsy device.

If desired, acquire post procedure images.
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5.5 Lesion Targeting with Tomosynthesis Guidance

Lesion targeting for tomosynthesis guided proceduresrequires systemlicenses for
tomosynthesisandbiopsy.

Note
/v\ \  Makesurethatthebiopsy deviceis outof the imagingarea.

Note

/¥\  Theoveralltargeting accuracy is equal to the combined targeting accuracy of the Biopsy
Guidance Module and the biopsy device. When using the biopsy device, the maximum
deviation from the target coordinate will notbe more than 2 mm from either side.

1. Acquire thetomosynthesistarget (scout)image.
* Ifyour system is setto Auto Accept, the tomosynthesis target (scout) cine runs
briefly and then the system automatically accepts theimage.
* If Auto Acceptis notset, the cinestops after two passes through the slice deck
(or if the Acceptbutton is pressed before the second cine run finishes).
2. Usethe scroll wheel to scroll through the slices of the tomosynthesis target (scout) to
find thebest view of the lesion.
3. Clickon thelesion.
* A dashappearsin the Slice Indicator beside the selected slice.

* TheX, Y, and Zvalues for the target are established automatically at the area of
the click.
4. Selectthe Create Targetbutton tosavethetarget. Theactive target setautomatically
transmits to the Biopsy Control Module.

5. Repeatsteps 2 through 4 to create multiple targets (a maximum of six).
Note
Al Thetarget that shows on the Target Guidance screen of the Biopsy Control Moduleis the

lasttarget created. The target or target set thatshows on the Select Target screen is the
lasttargetor target set sent to the Biopsy Control Module.
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5.5.1 Verify the Position of the Biopsy Device
1. If desired, acquire the pre-fireimages as necessary toidentify the correctneedle
position.
* Verify theneedle position.
* Ifnecessary, make adjustments.
If applicable, fire the biopsy device.
If desired, acquire the post-fireimages.
*  Verify theneedle position.
* Ifnecessary, makeadjustments.
If desired, acquire specimens with the attached biopsy device.

If desired, acquire post procedure images.

5.5.2 Project Targets on Post-Fire Scout Image

To project targets from the pre-fire tomosynthesis target (scout) onto the post-fire
tomosynthesis target (scout), follow these steps:

1. Selectthe pre-fire tomosynthesis target (scout) thumbnail. Theimage showsin the
bottom halfofa 2-Up screen on the Image Display monitor.

2. Selectthe post-fire tomosynthesis target (scout) thumbnail. The image showsin the
bottom half of the 2-Up screen.

3. Selectthe Project Targetbutton in the Biopsy Options area to show the pre-fire
targets on the post-fire tomosynthesis target (scout).

Lesion Targeting with Multi-Pass

5.6
Note
Al The Multi-Pass featureis not available when using the Lateral Arm.

Note

/N The overall targeting accuracy is equal to the combined targeting accuracy of the Biopsy
Guidance Module and the biopsy device. Whenusing the biopsy device, the maximum
deviation from the target coordinate will not be more than 2 mm from either side.

The Multi-Pass feature allows you to automatically generate up to five offset target
points all equidistant (up to 5 mm away) from the original target.

Multi-Pass can work with either stereo or tomosynthesis biopsy images.
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il

Figure Legend
Multi-Pass &t B
@ 1 - Multi-Pass Selection
2 - Three Offset Points
g g n 3 - Four Offset Points (default)

4 - Five Offset Points
5 - Offset Point Distances (3 mm is default)

Figure 56: Multi-Pass Options

Note
/V\ \  Makesurethatthebiopsy deviceis outof the imagingarea.

1. Acquirea stereo pair or tomosynthesisimage.

2. Locatetheregion of interest for the lesion. Click on thelesion, either on both stereo
images or on thebestsliceifa tomosynthesis image.

* A circlewith crosshairs displays around the target point.
* TheX, Y, and Zvalues for the target are established at thelesion.

* [Tomosynthesis images] A line appears in the Slice Indicator beside the selected
slice.

3. Selectthe Create Targetbutton. A target coordinates icondisplays on thelist of
targets.

4. Selectthe Multi-Pass button.

5. Selectthenumber of offset target points (three, four, or five) you require around the
center target point.

Figure 57: Four Offset Target Points
Established Around Center Target Point

Note
/¥\  Keep inmind thatthe center target pointis included in the total target points. Choosing
a "four" offset, for example, generatesa total of five target points.
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6. Selecthow farthe offsettarget points are automatically generated from the center
target point- 2 mm, 3 mm (the default),4 mm, or5 mm.

Figure 58: 3 mm Spacing of Offset Points

Figure 59: 5 mm Spacing of Offset Points

The crosshairs pattern for the target changes when the target s selected or
deselected. See the following figures.

OB OO

Figure 60: Single  Figure 61: Single  Figure 62: Multi-Pass Figure 63: Multi-Pass
Point Target Point Target Target Selected Target Deselected
Selected Deselected

7. Selectthe Create Targetbutton to accept the Multi-Passtarget. The targetbecomes
theactive target icon on the target set and the coordinates are sent to the Biopsy
Control Module.

Note
v The coordinates displaying on a Multi-Pass targeticon represent the center point. Left-
clickand hold on the targeticon to view the coordinates of all of the points.
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Note

& A maximum of six target points canbe generated atany one time. As the number of
target points increasein the target set being created, the available Multi-Pass options
change toreflect thebalance of target points that are available for assignment. For
example, in a scenario where a single target pointhas already been created, then only
the "three" and "four" offset target options in Multi-Passbecome available. This is
because the "three" and "four" offset optionsare the only ones capable of generating six
or less target points when totaled with the single target point.

8. Thebiopsy order of the target points is as follows:

* Thenumberdisplayed atthebottom right of the crosshairscircleindicates

[

the order between target sets. The first target is labeled "1", the second is "2",
and soon. See the following figure.

Figure 64: Biopsy Order of Target Sets

* Theorderwithin a Multi-Pass target startsat the center target point. After
the center target point, the order moves to the 12 o'clock positionand
continues counter-clockwise through the offset points. See the following
figures.

Figure 65: Biopsy Order Figure 66: Biopsy Orderofa Figure 67: Biopsy Order of
of a Three Offset Target Four Offset Target a Five Offset Target

9. Verify the position of the Biopsy Device (refer to Verify the Position of the Biopsy Device
on page58).1f necessary, observe the targets on post-Tomosynthesisscoutimages
(refer to Project Targets on Post-Tomographic Scout Image on page 60).
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5.7 PostBiopsy

1.

2.
3.
4

Putin a biopsy site marker, if desired.
Move thebiopsy deviceaway from the breast.
Acquireimages asnecessary.

Release compression.

5.8 Printing Stereo Pair Images

When you select a stereo pair from the thumbnail area of the Print screen, theimage
mode buttons change. See the Selenia Dimensions system User Guide for instructions on
use of the Print screen.

Select the-15 button to show thatstereoimagein the display area.
Selectthe +15 button to show thatstereoimage in the display area.

Select the middle button to make a 2-up horizontal film with the+15 degree image on
top and the-15 degreeimage on the bottom.

Name . New GCB Biops, ID . 23423412

0
Reset '

Properties.

Printer Info
Options i

Printer [DyView (1001) -]
Size Automatic

Film Orientation Portrait
| Stereo Biopsy, RCC |

=)
:

0 o Tech, Radiological ( Radiological Technologis... —— EECNR I g@}l) ] Q@ B
Figure 68: Stereo Pair Print Screen
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Chapter 6 Quality Assurance
6.1 The QAS Test

Each day thatyou plan touse the system, do this test one time to confirm the system
accuracy.Record your results in the OAS Test Checklist on page 83.

Note
& You can use Auto C-arm Stereo Mode or Manual C-arm Stereo Mode for the QAS Test.
For more information about these modes, refer to C-Arm Stereo Modes on page51.

6.1.1 QAS Test for Standard Needle Approach

Caution:
If you use a QAS Needle Phantom, do not extend the needle unlessitis attached to
the Biopsy Guidance Module and the moduleis installed on the C-arm.

Make sure the Affirm system is installed correctly and all paddles are removed.

2. Onthe Acquisition Workstation, from the Select Patient screen, select the Admin
button.

3. Onthe Adminscreen, selectthe QAS button.

Operators Procedures

-

Back

2D ° k" SZ° ] AR 100003AM

Figure 69: Admin Screen Showing QAS Test
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10.

On the QAS screen, select the Biopsy tab. Make sure that Affirm QAS appearsin the
Device field.

‘ Generator | Tools | BiOPSy;! Contrast|

READY
{%}@ Ef?ri:QAs 1 |
- ¥ L4

Figure 70: Device Field in the Biopsy Tab
Attach the QAS Phantom. (If the QAS Phantom uses a needle, fully extend the
needle.)

Press and hold a right or left Motor Enable button pair on the Biopsy Control
Module. The QAS Phantom moves automatically to pre-programmed X and Y
positions.

Turn the Biopsy Device Advance/Retract knob until "0.0" displays on the Difflinein
all three columns of the Biopsy Control Module.

Select Manual exposure mode, 25 kV, 30 m As, Rhodium filter in the QAS screen. (If
the QAS Phantomusesa needle, select the Manual exposuremode, 25 kV, 10 mAs,
Rhodium filter in the QAS screen.)

Acquireand acceptanimage for the first view in the procedure. Note that the Auto-
Acceptfeatureis notenabled during the QAS procedure and that targeting on the
QAS Phantom occurs automatically.

Select the Create Targetbutton to send the target to the Biopsy Control Module.
Verify that the target coordinates are within + 1 mm of X, Y,and Znumbers as
shown on the Diff values line of the Biopsy Control Module.

Warning;

If the targeting coordinates are not within + 1 mm, contact Technical Support.
Do not try to adjust the system. Do not perform any biopsy procedure with
the Affirm system until Technical Support indicates the system is ready for
use.

Warning;:
The user ora Service Engineer must correct problems before the system is
used.

11.
12.
13.

Repeatsteps 8 and 9 for all unexposed views.
At the Acquisition Workstation, select the End QCbutton.

At the Biopsy Control Module, press a Home Position button (Left or Right) to move
the QAS Phantomto the side.
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14. Remove the QAS Phantom.

6.1.2 QAS Test for Lateral Needle Approach

1. Makesure the Affirm system is installed correctly and all paddles are removed.
2. Onthe Acquisition Workstation, from the Select Patient screen, select the Admin
button.

3. Onthe Adminscreen, selectthe Lateral QAS button.

Procedures

0 @ Manager, Tech ( Manager )

=] 2 "’ &Z° 7] AL 100003aM
Figure 71: Admin Screen Showing Lateral Arm QAS Test

4. When prompted, install the Lateral Arm assembly and the Lateral Arm QAS
Phantom on theleft side of the Affirm system. Click OK.

5. Onthe QAS screen, select the Biopsy tab. Make sure that Affirm Lateral QAS
appears in the Device field.
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10.

11.

Generator | Tools | BiOPSy;! Contrast|

READY
% 2::: Lateral QAS 1 ‘
- P > d

Figure 72: Device Field in the Biopsy Tab

Press and hold a right or left Motor Enable button pair on the Biopsy Control
Module. The QAS Phantom moves automatically to pre-programmed X and Y
positions.

Turn the Biopsy Device Advance/Retract knob until "0.0" displays on the Difflinein
all three columns of the Biopsy Control Module.

Move the Lateral Arm carriage assembly to the "Lat X" value shown on the Biopsy
Control Module (normally thisvalueis "100"). Use the top scale on the Lateral Arm
for the values.

Select Manual exposure mode, 25 kV, 30 mAs, Rhodium filter in the QAS screen.
Acquire and acceptanimage for the first view in the procedure. Note that the Auto-
Acceptfeatureis notenabled during the QAS procedure and that targeting on the
QASPhantom occurs automatically.

Select the Create Targetbutton to send the target to the Biopsy Control Module.
Verify that the target coordinates are within+ 1 mm of X, Y,and Znumbers as
shown on the Diff values line of the Biopsy Control Module.

Warning;

If the targeting coordinates are not within + 1 mm, contact Technical Support.
Do not try to adjust the system. Do not perform any biopsy procedure with
the Affirm system until Technical Support indicates the system is ready for
use.

Warning;
The user ora Service Engineer must correct problems before the system is
used.

12.
13.

14.

Repeatsteps 9 and 10 for all unexposed views for thatapproach side.

Move the Lateral Arm assembly to therightside of the Affirm system.Repeatsteps 4
through 11.

At the Acquisition Workstation, select the End QCbutton.
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15. At the Biopsy Control Module, press a Home Position button (Left or Right) to move
the QAS Phantom to the side.

16. Remove the Lateral Arm assembly.
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6.2 Geometry Calibration

Geometry calibration is required semiannually. Perform this calibration using the
Geometry phantom supplied with the system.

6.2.1 Geometry Calibration Procedure

1. Inspectthe calibration phantom for damage.

2. Select Admin> Quality Control > Technologist tab > Geometry Calibration
procedure on the Acquisition Workstation.

3. Select Start.
Follow the instructions on the screen and take the predefined exposure. Donot
change the preselected techniques.

5. Accepttheimage. When you see the message that the geometry calibration was
completed successfully, click OK.

6. Select End Calibration.
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Chapter 7 Care and Cleaning

71 General Information

Before each examination, clean and use a disinfectant on any part of the system and any
accessory that touchesa patient.

7.2  Preventive Maintenance Schedule
Affirm Biopsy Guidance System

Table 8: Radiologic Technologist Preventive Maintenance Schedule

Each

Maintenance TaskDescription e

Daily Semiannually

Clean the Biopsy Paddle with a disinfectant after use.*

Clean the Breast Platform with a disinfectant after use.”
Inspect the Biopsy Paddle for damage before use.
Inspect the calibration Phantom for damage.

Inspectall cables for wear and damage before use.
Make sure that the Affirm system locks in position.
Make sure thatthe Needle Guides areinstalled correctly
before use.

X XXX |X[X]|X

Make sure thatall displays are illuminated. X
Perform QAS Procedures once each day before use of the X
system.

Geometry Calibration (see Geometry Calibration on page70) X
*Call Technical Support for the currentlist of recommended cleaning solutions.

Note
p\ The Preventive Maintenance Schedule for the Service Engineer is in the Service Manual.
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Lateral Arm

Table 9: Radiologic Technologist Preventive Maintenance Schedule

Clean all Lateral Arm components with a disinfectant after X
use.*

Make sure thatall locks and controls functionand move X
smoothly.

Make sure the Lateral Arm and the positionindicatorsare X
notbent.

Make sure thatthe Lateral Arm locks in position onto the X

Affirm system.
Inspect the Needle Guides for form, fit, and function.
All Components: Inspect for loose or missing hardware.

Perform QAS Procedures once each day before use of the X
system.**

Make sure thatall labels are readable and properly affixed. X

*Call Technical Support for the currentlist of recommended cleaning solutions.
**Perform QAS Procedures after installing a different Lateral Arm.

7.3 For General Cleaning
Usea lint-free cloth or pad and apply a diluted dishwashing liquid.

@ Caution:

Use the least possible amount of cleaning fluids. The fluids mustnot flow or run.

If more than soap and water is required, Hologicrecommends any one of the following;:

* 10% chlorine bleach and water with one part commercially available chlorine bleach
(normally 5.25% chlorine and 94.75% water) and nine parts water

* Commercially availableisopropylalcohol solution (70%isopropylalcohol by
volume, not diluted)

* 3% maximum concentration of hydrogen peroxide solution

After you apply any of the above solutions, use a pad and apply a diluted dishwashing
liquid to clean any parts which touch the patient.

Warning;:

If a paddle touches possible infectious materials, contact your Infection
Control Representative to remove contamination from the paddle.

& Caution:

To prevent damage to the electronic components, do notuse disinfectantsprays on
the system.
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7.3.1 How to Clean the Biopsy Control Module Screen

There are many commercially available products to clean LCD screens. Make sure the
productthatyou selectis free of strong chemicals, abrasives, bleach, and detergents that
contain fluorides, ammonia, and alcohol. Follow the directions of the manufacturer of the
product.

7.3.2 To Prevent Possible Injury or Equipment Damage

Do notusea corrosive solvent, abrasive detergent, or polish. Selecta
cleaning/disinfecting agent that does not damage the plastics, aluminum, or carbon fiber.

Do notusestrong detergents, abrasive cleaners, high alcohol concentration, or methanol
atany concentration.

Do notexpose equipment partsto steam or high temperature sterilization.

Do notlet liquids enter theinternal parts of the equipment. Donot apply cleaning sprays
or liquids to the equipment. Always use a clean clothand apply the spray orliquid to the
cloth. If liquid enters the system, disconnect the electrical supply and examine the system
before returningitto use.

Caution:
& Wrong cleaning methods can damage the equipment, decrease imaging performance,
or increase the risk of electric shock.

Always follow instructions from the manufacturer of the product you use for cleaning.
Theinstructions include the directions and precautions for the application and contact
time, storage, wash requirements, protective clothing, shelflife, and disposal. Follow the
instructions and use the productin the most safe and effective method.
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Appendix A System Specifications

A.1  Affirm System Measurements

A
v =
< >
Figure 73: Affirm Biopsy Guidance Module
A. Height 37.1cm (14.6 inches)
B. Width 37.8 cm (14.9 inches)
C. Depth 35.6 cm (14 inches)
Weight 6.8 kg (15 pounds)
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A.2 Lateral Arm Measurements

I

A
(0]
v

Figure 74: Lateral Arm

A. Height 24.4 cm (9.6 inches)
B. Width (Biopsy Device Mount ~ 53.0 cm (20.9 inches)e
and Needle Guide extended

toward Lateral Arm Mount)

C. Width (Biopsy Device Mount ~ 57.4 cm (22.6 inches)
and Needle Guide extended

toward Lateral Arm Mount)

D. Depth 11.5 cm (4.5 inches)
Weight 1.24 kg (2.73 pounds)
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A3

A4

A5

Biopsy Guidance Module

Accuracy of Biopsy Guidance

Module

Combined Accuracy of Biopsy
Guidance Module and Biopsy
Device

Range of Movement

Speed of Motorized Movements

Power System

Lateral Arm

Accuracy of Biopsy Guidance
Module and Lateral Arm
Combined Accuracy of Biopsy
Guidance Module, Lateral Arm,
and Biopsy Device

Range of Movement

maximum deviation: 1 mm in either direction of target coordinate

maximum deviation: 2 mm in either direction of target coordinate

X-axis: +35 mm
Y-axis: +72.8 mm
Z-axis: +161 mm

Continuous: No faster than 5 mm per second
Incremental: 0.5 mm steps

Input from Selenia Dimensions system:
+15 Vdc+10% and + 5 Vdc = 10%
Output: +12 Vidc

maximum deviation: 1 mm in either direction of target coordinate

maximum deviation: 2 mm in either direction of target coordinate

Lateral X-axis:22 cm

Biopsy Control Module

Display Window
Weight

Power System

Touchscreen controls
3 pounds
Input from Biopsy Guidance Module: +5 Vdc+10%
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Appendix B System Messages and Alerts

B.1 Audible Alerts
Table 10: Affirm System Audible Alerts

Activity Frequency Duration Repeats?
At Power Up: 3 250 ms No
Any Needle.po.sm.on withinthe 1 50 ms Yes
safety margin limit:

BGM calibrate or configuration
operation, Move or Jog:

e If the operation is prevented 3 50 ms No
e If the operation succeeds 1 100 ms No
Start of each Move, including Jog: 1 250ms No
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B.2 Error Messages
Table 11: Affirm System Error Messages
Error Message How to Correct
No Device Select Selecta biopsy device.
NoPaddle Install a biopsy paddle.
Useris notlogged in Log in atthe Dimensions Acquisition Workstation.
Unitis unlatched Putboth lock levers into thelocked position (see the figure
Installation of the Biopsy Guidance Module on page 14).
Unknown Error 1. In thetaskbar of the Dimensions software, select the system
statusicon.
2. In themenu, select Clear All Faults.
3. If the message continues to display, contact Technical Support.
Unrecoverable Error Contact Technical Support. Software must be reloaded.

Safety Margin Infringement

Move the biopsy device outside of the safety margin. Press the
Sound button to mute the warning sound.

CalibrationRequired

Contact Technical Support.

Motion Fault

1. In thetaskbar of the Dimensions software, select the system
statusicon.

2. Inthemenu,select Clear All Faults. Another message thatis
related to the cause of this error can appear.

3. If the Motion Fault message continues to display, contact
Technical Support.

Comm Error

1. In thetaskbar of the Dimensions software, select the system
statusicon.

2. In themenu, select Clear All Faults.

This error can occur when the manual Z-control is turned quickly.

Hardware Error 1. In thetaskbar of the Dimensions software, select the system
statusicon.
In themenu, select Clear All Faults.
3. If the message continuesto display, contact Technical Support.
Selftest Error 1. Disconnectthe Affirm Biopsy Guidance Module cable from
the Dimensions system.
2. Reconnectthe Affirm Biopsy Guidance Module cable to the
Dimensionssystem.
3. If the message continues to display, contact Technical Support.
Stuck Switch Fault

1. Disconnectthe Biopsy ControlModule cable from the Biopsy
Guidance Module.

2. Reconnectthe Biopsy Control Module cable to the Biopsy
Guidance Module.
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Appendix C CNR Correction for Biopsy
C.1  CNR Correction for Stereotactic Biopsy
Note
/v\ \  System defaultsettingis AEC Table 0 forimaging under stereotactic biopsy mode.
C.1.1 AEC Table 0 (Standard Stereotactic Biopsy Dose)
Prior to Software Rev After Software Rev1.7.x
1.7.x
Compression All Detectors Detector Serial #: Detector Serial #:
Thickness XX6xxxxx XX8xxxxx
2.0cm 0.91 091 091
4.0cm 1.00 1.00 1.00
6.0 cm 1.27 1.27 1.32
8.0cm 1.76 1.76 1.88
C.2 CNRCorrection for Biopsy Under Tomosynthesis Option

c.21

Note
System defaultsettingis AEC Table 0 (Tomosynthesis Option) forimaging under
biopsy mode using digital breast tomosynthesis.

AEC Table 0 (Tomosynthesis Option: Standard Tomo Dose)

Prior to Software Rev After Software Rev1.7.x
1.7.x
Compression All Detectors Detector Serial#:  Detector Serial #:
Thickness XX6xx0xx XX8xxxxx

2.0cm 0.70 0.70 0.70
4.0cm 091 091 091
6.0cm 1.46 1.46 1.55
8.0 cm 2.37 2.37 2.78
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Appendix D Forms

D.1 QAS TestChecklist
Date Tech X Diff Y Diff Z Diff Pass/Fail
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D.2 QAS TestChecklistfor the Lateral Arm

Date Tech X Diff Y Diff Z Diff LatX Diff | LatX Diff | Pass/Fail
Left Right
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Glossary of Terms

Affirm System

Thebreastbiopsy guidance system for the Selenia
Dimensionssystem

Biopsy Control Module
Theuser control device for the breastbiopsy
guidance system

Biopsy Guidance Module

Holds and operates the biopsy device. Responds
to commands from the Biopsy Control Module to
move the deviceinto position and do the biopsy.

C-Arm Mode

Lets the C-arm and Tube Arm move together to
the Needle Approach angle for the Localization
procedure.

Exposure Technique

Combination of x ray parameters (kVp, mAs,
filter) for an acquired image

Multi-Pass

Allows you to automatically generate up to five
offset target points all equidistant (up to5 mm
away) from the original target point

Needle Approach Angle
The angle ofincidence of the needle to the breast

QAS
Quality Assurance Standard

Safety Margins
The minimum space allowed between the biopsy
deviceneedletip thatisinstalledand components

of the system (for example, image receptor or
paddle)

Stereo Mode

Lets the Tube Arm rotate for acquisition of
stereotactic images while the C-arm stays in
position.

Stereotactic Procedure
A typeof examination thatallows stereotactic
views at the Acquisition Workstation.

Stereotactic View

A specializedimage view that causesthe
applicationto capture stereotacticimages

Stroke Margin

Thesafety margin (in mm) whichremains
between the fired needle position and the breast
platform. This margin is calculated by the system
according to the "Z" coordinate, the Stroke, and
the compression amount.

Tomosynthesis

Animaging procedure which combinesa number
of projections taken at differentangles. The
tomosynthesisimages canbe reconstructed to
show focal planes (slices) within the object.

View
The combination of one x-rayimageand a
specified set of conditions forimage acquisition
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19
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Page 88

MAN-04739-002 Revision 002






HOLOGIC

“ Hologic, Inc.
36 Apple Ridge Road
Danbury, CT 06810 USA
1-800-447-1856

Brazilian Contact Imex Medical Group do Brasil
Rua das Embaubas, 601
Fazenda Santo Anténio
Sa0 José/SC
88104-561 Brasil
+55 48 3251 8800
www.imexmedicalgroup.com.br

E Hologic BV

Da Vincilaan 5

1930 Zaventem
Belgium

Tel: +32 2 711 46 80
Fax: +32 2 725 20 87

Refer to the corporate website for more facilities worldwide.
www.hologic.com



	Cover
	Title Page
	Copyright Page
	Table of Contents
	List of Figures
	List of Tables
	1: Introduction
	1.1 Preface
	1.2 Intended Use
	1.3 User Profiles
	1.3.1 Mammography Technologist
	1.3.2 Radiologists, Surgeons
	1.3.3 Medical Physicist

	1.4 Training Requirements
	1.5 Quality Control Requirements
	1.6 Where to Find Technical Description Information
	1.7 Warranty Statement
	1.8 Technical Support
	1.9 Product Complaints
	1.10 Hologic Cybersecurity Statement
	1.11 Descriptions of Warnings, Cautions, and Notes

	2: General Information
	2.1 System Overview
	2.2 How to Handle the Biopsy Guidance Module
	2.3 Safety
	2.4 Warnings and Precautions
	2.5 Compliance
	2.5.1 Compliance Requirements

	2.6 Symbols
	2.7 Label Locations

	3: Installation, Verification, and Removal
	3.1 Biopsy Guidance Module Components
	3.2 Biopsy Control Module Components
	3.3 Installation of Main Components
	3.3.1 Attach the Biopsy Guidance Module
	3.3.2 Attach the Biopsy Control Module

	3.4 Installation and Removal of Accessories
	3.4.1 Biopsy Compression Paddles
	3.4.2 Needle Guide
	3.4.3 Biopsy Device Adapter
	3.4.4 Biopsy Device
	3.4.5 Installation and Removal of Lateral Arm and Accessories

	3.5 System Verifications
	3.5.1 Confirm the Host Connection
	3.5.2 Confirm the Biopsy Connections

	3.6 Removal of Main Components
	3.6.1 Biopsy Control Module
	3.6.2 Biopsy Guidance Module

	3.7 Tabletop Stand for the Affirm System
	3.8 Storage Case for Lateral Arm

	4: User Interface - Biopsy Control Module
	4.1 Biopsy Control Module Screens
	4.1.1 Home Screen
	4.1.2 Target Guidance Screen
	4.1.3 Jog Mode Screen
	4.1.4 Select Target Screen


	5: Biopsy
	5.1 Biopsy Views
	5.1.1 How to Add a Biopsy View
	5.1.2 How to Edit a Biopsy View

	5.2 C-Arm Stereo Modes
	5.2.1 C-Arm Rotation in the C-Arm Stereo Modes
	5.2.2 How to Select the C-Arm Stereo Mode for Image Acquisition

	5.3 Biopsy Tab
	5.3.1 Biopsy Options

	5.4 Stereotactic Lesion Targeting
	5.4.1 Verify the Position of the Biopsy Device

	5.5 Lesion Targeting with Tomosynthesis Guidance
	5.5.1 Verify the Position of the Biopsy Device
	5.5.2 Project Targets on Post-Fire Scout Image

	5.6 Lesion Targeting with Multi-Pass
	5.7 Post Biopsy
	5.8 Printing Stereo Pair Images

	6: Quality Assurance
	6.1 The QAS Test
	6.1.1 QAS Test for Standard Needle Approach
	6.1.2 QAS Test for Lateral Needle Approach

	6.2 Geometry Calibration
	6.2.1 Geometry Calibration Procedure


	7: Care and Cleaning
	7.1 General Information
	7.2 Preventive Maintenance Schedule
	7.3 For General Cleaning
	7.3.1 How to Clean the Biopsy Control Module Screen
	7.3.2 To Prevent Possible Injury or Equipment Damage


	Appendix A:  System Specifications
	A.1  Affirm System Measurements
	A.2  Lateral Arm Measurements
	A.3  Biopsy Guidance Module
	A.4  Lateral Arm
	A.5  Biopsy Control Module

	Appendix B:  System Messages and Alerts
	B.1  Audible Alerts
	B.2  Error Messages

	Appendix C:  CNR Correction for Biopsy
	C.1  CNR Correction for Stereotactic Biopsy
	C.1.1  AEC Table 0 (Standard Stereotactic Biopsy Dose)

	C.2  CNR Correction for Biopsy Under Tomosynthesis Option
	C.2.1  AEC Table 0 (Tomosynthesis Option: Standard Tomo Dose)


	Appendix D:  Forms
	D.1  QAS Test Checklist
	D.2  QAS Test Checklist for the Lateral Arm

	Glossary of Terms
	Index
	Back Cover


<<

  /ASCII85EncodePages false

  /AllowTransparency false

  /AutoPositionEPSFiles true

  /AutoRotatePages /None

  /Binding /Left

  /CalGrayProfile (Dot Gain 20%)

  /CalRGBProfile (sRGB IEC61966-2.1)

  /CalCMYKProfile (U.S. Web Coated \050SWOP\051 v2)

  /sRGBProfile (sRGB IEC61966-2.1)

  /CannotEmbedFontPolicy /Error

  /CompatibilityLevel 1.4

  /CompressObjects /Tags

  /CompressPages true

  /ConvertImagesToIndexed true

  /PassThroughJPEGImages true

  /CreateJobTicket false

  /DefaultRenderingIntent /Default

  /DetectBlends true

  /DetectCurves 0.0000

  /ColorConversionStrategy /CMYK

  /DoThumbnails false

  /EmbedAllFonts true

  /EmbedOpenType false

  /ParseICCProfilesInComments true

  /EmbedJobOptions true

  /DSCReportingLevel 0

  /EmitDSCWarnings false

  /EndPage -1

  /ImageMemory 1048576

  /LockDistillerParams false

  /MaxSubsetPct 100

  /Optimize true

  /OPM 1

  /ParseDSCComments true

  /ParseDSCCommentsForDocInfo true

  /PreserveCopyPage true

  /PreserveDICMYKValues true

  /PreserveEPSInfo true

  /PreserveFlatness true

  /PreserveHalftoneInfo false

  /PreserveOPIComments true

  /PreserveOverprintSettings true

  /StartPage 1

  /SubsetFonts true

  /TransferFunctionInfo /Apply

  /UCRandBGInfo /Preserve

  /UsePrologue false

  /ColorSettingsFile ()

  /AlwaysEmbed [ true

  ]

  /NeverEmbed [ true

  ]

  /AntiAliasColorImages false

  /CropColorImages true

  /ColorImageMinResolution 300

  /ColorImageMinResolutionPolicy /OK

  /DownsampleColorImages true

  /ColorImageDownsampleType /Bicubic

  /ColorImageResolution 300

  /ColorImageDepth -1

  /ColorImageMinDownsampleDepth 1

  /ColorImageDownsampleThreshold 1.50000

  /EncodeColorImages true

  /ColorImageFilter /DCTEncode

  /AutoFilterColorImages true

  /ColorImageAutoFilterStrategy /JPEG

  /ColorACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /ColorImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000ColorACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000ColorImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasGrayImages false

  /CropGrayImages true

  /GrayImageMinResolution 300

  /GrayImageMinResolutionPolicy /OK

  /DownsampleGrayImages true

  /GrayImageDownsampleType /Bicubic

  /GrayImageResolution 300

  /GrayImageDepth -1

  /GrayImageMinDownsampleDepth 2

  /GrayImageDownsampleThreshold 1.50000

  /EncodeGrayImages true

  /GrayImageFilter /DCTEncode

  /AutoFilterGrayImages true

  /GrayImageAutoFilterStrategy /JPEG

  /GrayACSImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /GrayImageDict <<

    /QFactor 0.15

    /HSamples [1 1 1 1] /VSamples [1 1 1 1]

  >>

  /JPEG2000GrayACSImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /JPEG2000GrayImageDict <<

    /TileWidth 256

    /TileHeight 256

    /Quality 30

  >>

  /AntiAliasMonoImages false

  /CropMonoImages true

  /MonoImageMinResolution 1200

  /MonoImageMinResolutionPolicy /OK

  /DownsampleMonoImages true

  /MonoImageDownsampleType /Bicubic

  /MonoImageResolution 1200

  /MonoImageDepth -1

  /MonoImageDownsampleThreshold 1.50000

  /EncodeMonoImages true

  /MonoImageFilter /CCITTFaxEncode

  /MonoImageDict <<

    /K -1

  >>

  /AllowPSXObjects false

  /CheckCompliance [

    /None

  ]

  /PDFX1aCheck false

  /PDFX3Check false

  /PDFXCompliantPDFOnly false

  /PDFXNoTrimBoxError true

  /PDFXTrimBoxToMediaBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXSetBleedBoxToMediaBox true

  /PDFXBleedBoxToTrimBoxOffset [

    0.00000

    0.00000

    0.00000

    0.00000

  ]

  /PDFXOutputIntentProfile ()

  /PDFXOutputConditionIdentifier ()

  /PDFXOutputCondition ()

  /PDFXRegistryName ()

  /PDFXTrapped /False



  /CreateJDFFile false

  /Description <<



    /BGR <>

    /CHS <FEFF4f7f75288fd94e9b8bbe5b9a521b5efa7684002000410064006f006200650020005000440046002065876863900275284e8e9ad88d2891cf76845370524d53705237300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c676562535f00521b5efa768400200050004400460020658768633002>

    /CHT <FEFF4f7f752890194e9b8a2d7f6e5efa7acb7684002000410064006f006200650020005000440046002065874ef69069752865bc9ad854c18cea76845370524d5370523786557406300260a853ef4ee54f7f75280020004100630072006f0062006100740020548c002000410064006f00620065002000520065006100640065007200200035002e003000204ee553ca66f49ad87248672c4f86958b555f5df25efa7acb76840020005000440046002065874ef63002>

    /CZE <>

    /DAN <>

    /DEU <>

    /ESP <>

    /ETI <>

    /FRA <>

    /GRE <>



    /HRV (Za stvaranje Adobe PDF dokumenata najpogodnijih za visokokvalitetni ispis prije tiskanja koristite ove postavke.  Stvoreni PDF dokumenti mogu se otvoriti Acrobat i Adobe Reader 5.0 i kasnijim verzijama.)

    /HUN <>

    /ITA <>

    /JPN <FEFF9ad854c18cea306a30d730ea30d730ec30b951fa529b7528002000410064006f0062006500200050004400460020658766f8306e4f5c6210306b4f7f75283057307e305930023053306e8a2d5b9a30674f5c62103055308c305f0020005000440046002030d530a130a430eb306f3001004100630072006f0062006100740020304a30883073002000410064006f00620065002000520065006100640065007200200035002e003000204ee5964d3067958b304f30533068304c3067304d307e305930023053306e8a2d5b9a306b306f30d530a930f330c8306e57cb30818fbc307f304c5fc59808306730593002>

    /KOR <FEFFc7740020c124c815c7440020c0acc6a9d558c5ec0020ace0d488c9c80020c2dcd5d80020c778c1c4c5d00020ac00c7a50020c801d569d55c002000410064006f0062006500200050004400460020bb38c11cb97c0020c791c131d569b2c8b2e4002e0020c774b807ac8c0020c791c131b41c00200050004400460020bb38c11cb2940020004100630072006f0062006100740020bc0f002000410064006f00620065002000520065006100640065007200200035002e00300020c774c0c1c5d0c11c0020c5f40020c2180020c788c2b5b2c8b2e4002e>

    /LTH <>

    /LVI <>

    /NLD (Gebruik deze instellingen om Adobe PDF-documenten te maken die zijn geoptimaliseerd voor prepress-afdrukken van hoge kwaliteit. De gemaakte PDF-documenten kunnen worden geopend met Acrobat en Adobe Reader 5.0 en hoger.)

    /NOR <>

    /POL <>

    /PTB <>

    /RUM <>

    /RUS <>

    /SKY <>

    /SLV <>

    /SUO <>

    /SVE <>

    /TUR <>

    /UKR <>

    /ENU (Use these settings to create Adobe PDF documents best suited for high-quality prepress printing.  Created PDF documents can be opened with Acrobat and Adobe Reader 5.0 and later.)

  >>

  /Namespace [

    (Adobe)

    (Common)

    (1.0)

  ]

  /OtherNamespaces [

    <<

      /AsReaderSpreads false

      /CropImagesToFrames true

      /ErrorControl /WarnAndContinue

      /FlattenerIgnoreSpreadOverrides false

      /IncludeGuidesGrids false

      /IncludeNonPrinting false

      /IncludeSlug false

      /Namespace [

        (Adobe)

        (InDesign)

        (4.0)

      ]

      /OmitPlacedBitmaps false

      /OmitPlacedEPS false

      /OmitPlacedPDF false

      /SimulateOverprint /Legacy

    >>

    <<

      /AddBleedMarks false

      /AddColorBars false

      /AddCropMarks false

      /AddPageInfo false

      /AddRegMarks false

      /ConvertColors /ConvertToCMYK

      /DestinationProfileName ()

      /DestinationProfileSelector /DocumentCMYK

      /Downsample16BitImages true

      /FlattenerPreset <<

        /PresetSelector /MediumResolution

      >>

      /FormElements false

      /GenerateStructure false

      /IncludeBookmarks false

      /IncludeHyperlinks false

      /IncludeInteractive false

      /IncludeLayers false

      /IncludeProfiles false

      /MultimediaHandling /UseObjectSettings

      /Namespace [

        (Adobe)

        (CreativeSuite)

        (2.0)

      ]

      /PDFXOutputIntentProfileSelector /DocumentCMYK

      /PreserveEditing true

      /UntaggedCMYKHandling /LeaveUntagged

      /UntaggedRGBHandling /UseDocumentProfile

      /UseDocumentBleed false

    >>

  ]

>> setdistillerparams

<<

  /HWResolution [2400 2400]

  /PageSize [612.000 792.000]

>> setpagedevice





