BodyTom64 User Manual Revision04

BodyTom 62

UserManual
1-NL4100-060 Revisio4

Introduction Pagel of 412



BodyTom64 User Manual Revision04

NeuroLogica Corporation
14 Electronics Avenue, Danvers, MA 01923 USA

Under the copyright laws, théocumentation may not be copied, photocopied,
reproduced, translated, or reduced to any electronic medium or machine
readable form in whole or in part without the prior written consent of
NeuroLogica Corporation.

Copyright © appliedn 2025
Printed in 2@5

Introduction Page2 of 412



BodyTom64 User Manual Revision04

Contents
INtENAEA USE OF TNE SYSTEM......eiiiiiii ettt et e e e e s e e e ase et e s e e e st e e e s aann e e e nnnes 23
BodyTom BATINICAI DENETIL.......ueiiii e e e e e e e e s e e e e e e e s saaabereeeeessntbaneeeeeesananes 23
CONSUMET INFOIMALIONL. ...ttt ettt ettt b e e bt e e e bt e ket e bt e e e bt e san e e st e e st e e ne b e e nbneenee s 23
Proprietary lghLS ... s e eeeenaes 23
Legal diSCIAIMET ...t e eees eeeeeeee———————— aavaaa, 24
CONLACT INFOMMABLION. ...ttt b et et et e e eer e e skt e ebe e e bt e abe e nbeeeneenere s 24
Damage N trANSPOITALION. ......veieiieeee ittt ettt ettt s e et e ekt e s st e e e e b ne e e e s bbb e e aabe e e e sans e e e anbreeeeantneeenanees 25
USEI TEOUITEIMIEIES. ....eeeiitee e ettt e ettt e e sttt e ettt e ekttt e ekt e e e st e e e eab et e e 4a b et e e as b et e e eas bt o4 e R b et e e s et e e st et e e amne e e e anbb e e e anbneeennnees 26
ESSENLIAl PEIOIMMANCE. ...ttt b et e bttt e ea e nb bt e nae e ek ee e sse e et e e neenanees 26
ADOUL thiS USEI MEANUAL. .....cctiiiiiieiie ettt ettt bt e sa bt e s bt e abe e ettt et e e na bt e et e e nereennneennee s 26
Identified symbols and system classifiCations .......ccccoccciiiiiiiiiiiiies e e 27
Conventions used in thiS USEr MaNUAL.........cccccviiiiiiiiiiiiies e e 27
Chapter 1 Compliance and Safety RequUIirements..........cccccoeo i 30
IEC classification and SYMDOIS.........ooiiiii et 30
ENnvironmental SPECIfICAtIONS ... ...cooiiiiiiiiiie ettt sttt s 33
Considerations when preparing Gantry fOF USE..........cu ittt e e e e e e e e s atbe e e e e e e e s anneneeeeeeaan 34
Y1 o =T ot Tor= T o P OO PUPPT PO PPPPPTOt 35
Site specification for enclosed CT rO0M .......cccccciiiiiiiiiiiiiiiiis et eeeeeeeeaens 36
HAZArAOUS SUDSTANCES ... ettt e e et e e ahb et e e nb e e e bb e e e st e e nne e e e annnee s 37
Part numbers and produanarking PIALES. ...........ooi it e e a e e 37
Class 1 TYPe B MEAICAI HEVICES........coiiiiiiiiiee ettt ettt e e e e e ettt e e e e e s aab b e e e e e e e e annbbnneeeaeeeaan 38
[0 Tor | I o To ) ST PP PSP PP PPPRPRTPPPPOO 40
P loTo [T o oW | oo 1YY PO PP PP PP OUPRR PP 40
111 LA o PP PUPRPOPPRR PRI 40
Source to Detector diStANCE (SLID)........uu ittt e e e e e e e e e et e e e e e s saaa b e e e e e e e e nbbere e e e e aaannnee 40
COMPIANCE STALEMIENL. ...ttt e e e ettt e e e e e s at b e et e e e e e e aan e be et e e e e aaanbbeeeaeesannnnbeeeeeesaannnnneaes? 41
Y 7 =Y (O (=1 O PP OO PP PR OPPPP PRI 42
Electromagnetic Compatibility .......ccccoiiiiiiiiiiiiiiis e e 42
Electromagnetic Interference (EMI) .....ccccciiiiiiiiiiiiiiiis ittt e 43
SUSCEPLDINILY cooiviiiiiiiii s s e eeee e e 43
Countermeasures against EMC related ISSUBS ......cciiiuuiiiiiie ettt ettt e e et e e e e s et e e e e e s e e snbbeeeeaeeesaanees 48
USE rECOMMENUALIONS. ...ttt ettt s ettt e s e e e st bt e s be e e b e e e beesar e e sraeen e s e sreenane et 52
INStallation rECOMMENUALIONS. .....c...iiiiiiitii ettt st se e e st see e e sbe e e beesneesaneeennee s 52
Cable shielding and grounding .......ccccccviiiiiiiiiiiiiices e ereeee———————————— 52
Adjacent components and eqUIPMENT .....ooiiiiiiiiiiiiiiiiiiiiiiies e eeeeeeeeaaaaa e 53
Static magnetic field IMItS ...t s e ——— 53

Intended Use of the System & Consumer Information Page3 of 412



BodyTom64 User Manual Revision04

Electrostatic discharge environment and recommendationsS ......cccccccccevviiiiieiics e 53
FACIlity ITNETWORK ...ttt ettt e oottt et e e e e e e ettt et e e e e e st be e e e aeaeeaansaeeeeeaeeaansbeeeeeeeassanssseeeaeeeaansaneeas 53
HAZAIM INFOMMALION. ....eeiiiie ettt e e e e e st e e et e e s e et e e s e e e sn e e e s amnr e e e s b r e e e annn e e e nnnnes 54
LaSer SAfELY ..ocooiiiiciciiiiiiis e e ——— —21222 1 e e 56
Scanner MODIlItY SAfELY ..ot e e Y
ElectriCal SAfELY ..t e e e, 59
MechaniCal SAfELY ......cccccciiiiiiis e e e 61
RAdIAtioN SAELY ....ccvviiiiiiiiiiiicii s e eeeenaee 62
Fire and exploSion SAfetY .....cccccviiiiiiiiiiiiiices e e ..64
EMERGENCY STOP DUON.....cciiiiiiiiiiiiiiis iiiiiiiiiiiieereeeee e e e aeeeeeneereeee e eeeaeaae s ..64
Battery safety and infOrmation ........cccccciiiiiiiiiciicis s e 65
MEINTENANCE BNG SEIVICE. .....eeiiiiie ittt ettt e e skt e ek et e e s be e e e o be e e e e nbe e e e s s be e e e asbe e e snbeeesannneeeanbreeeann 69
(@37 o 1= £=1=To] U {11 SRR 69
(@0] 11 =11 aTo [[or= 11 o] 0T (=) H USRS 70
Personnel privileges and terMINOIOGY..........uuieiiiiii ittt ettt e e et e et e e e s bt eeeastaeeesnneeeeanneeeeanseeeennnees 70
Qualified OPEIALOr ...vvvviiiiiiiiiiiis e e eeeenas 70
(@] 01T -1 (o o) =0} (o O 70
SCANNING PrIVIIEOES. ..oiiiiiiiiiiie i et e eeeeeas 70
Protocol Privileges .....ccooeiiiiiiiiiiiiiiiiiiiis s e e 70
AdMINISIrative PriVIIEJES ..ovviiiiiiiiiiiiiiiiis e e .71
Clinical OPEration ....cccccciiiiiiiiiiiiiiis et e ——————————— aaaaaaaa 71
Clinical SCANNING.......coiiiiiiiiiiiiiiet s eeeeeee e ————— eeeeaeeaaas 71
Clinical ProtOCOl ..oocviieiiiiiiiiis e e reeeee 71
Kernel 71

Chapter 2 SYSIEM OVEIVIEW......ceiiiiiiiiiiiiie e e e e s snnnneee e e s s nnnnnneeee s d 2
(200 )V o]0 0 ST V) (=] 4 OO O PP POPROPPPTTP 12
Overview of the scanner CONIol PANELS..........uiiiii et e e e et e e e e e e s nebeeeas 73
Controls on the left end of the SCaNNETr ......cccccciiiiiiiiiiis e e 74
Controls on the right end of the SCANNEr ........cccoiviiiiiiiis e e 76
Identifying operator control panel BUttONS ... e e 78
OVEIrVIEW Of the PENUANL. .......eiii ettt b et e s en e e st bt e e et bt e e sabe e e e abne e e s anteeesnnneas 79
OVErVIEW Of the WOIKSTALION. ......eeiiiiiii ittt et e e e s et e e asb e e e anbe e e e saneeeeensreeenans 82
Workstation remote POWEr CONLIOIS .....ccooiiiiiiiiiiiiiiiiiiiiies et eeereeeeee e e e e 84
Workstation UPS..........cccocoeeviieennnen. 85
Workstation considerations before use 85
Keyboard and MOUSE..........cccoiciiiiiiiiiiiiies s e —— e 85
WOrKStation POWET COTU ..vvviiiiiiiiiieeiiiiiiiiiiiiies treertee e e ee e e e e e veereereeeaeaaaaeaaaessaaaes ... 86
Partsthat potentially come into contact with the pati€nt....... ... 86

Intended Use of the System & Consumer Information Page4 of 412



BodyTom64 User Manual Revision04

Chapter 3 Basic Scanner OPEeratiOns............coueeuiiiiirieieeeiiireeee e e e re e e e s e e e e s aanes 87
Powering on and off the BOdyTOM 64 SYSIEM.........ccuuuiiiie ittt e s et e e e e e e et e e e e s sa b s re e e e e e s s ananraeeeas 87
Checking a connection between the workstation and the SCANNET...........ccccoiiiiiirriii e 89
Moving and tranSPOrtiNg thE SCANNEL. ..........uii ittt e st sn e e s e e s ann et e e nnnneesnereeens 90
Drive direCtion Of SCANNET ...t e e 92
Safety BUMPEr SYSIEM ..ot s e s 92
Positioning the SCANNEr DEFOIE @ SCAN..........ii i 93
Positioning the patient using the laser IGRES.........ooueei e 94
Operating the ESTOP BULION . .......uiii ittt e e et e e sttt e e sab e e e e s bbe e e s amteeeesabeeeabbeeesnneeeesnneeeas 96
Restoring the system from E-STOP........ccccoiiiiiiiiiiiiies it eeeee s 97

Chapter 4 Basic Workstation OPErationS..........coooiuiiiiiiieriniiiiiiee e e e a8
Understanding the Ty PES Of USEES........iiiiiiii e iiiie ettt ettt e e sttt e e et e e e sate e e e arbeeeeasteeesneeeesnnbeeeean 98
(0] Lo g T o 5] = o] o SRR 98

Il dentifying the wor kst at.i.a.nd.s..r.emot e..powe.r..di spl @8y

Identifying the microphone, speaker, and cONtrols ...........ccooiiiiiiiiiiiicies e .. 100
Powering the WOIKSEAtION .......cccccciiiiiiiiiiiiiiis it eeees e e e e e e e 101
Logging in to the WOrkStation .......ccccccviiiiiiiiiiiies e e 102
Locking and unlocking the WOrKStation ........cccccccciiiiiiiiiiiiis e e 104
bl @A GAYy3 | NEdzyR (KS...2NJAGLGA2Y.QA. . YL AY. . 8 0NKSY..106
Brief overview of the Main MENU............ooiiiiiiii e 107
Brief overview of the File MenU ... s e 107
Brief overview of the TOOIS MENU .....occiiiiiiiiiis s e 109
Brief overview of the CUSIOMIZE MENU .....ccccviiiiviiiiiiiiiiies e e 109
Getting Help from the HElp MENU ... e e 110
Getting t0 KNOW the SEALUS DAL.........ooi e e e e e e e e s eaneneee s 112
The WOTKSTALION TADS.......eoiiiii e e e e et e e e e e s s 115
Chapter 5 System and User Configuration and SetUP.........c.oeeveviiiiiiiiiiiiiieeeeeeeeeeeeee, 117
ST e (o VIS = ool o 0 | ¢ OO PP U PP OPPPPPPPPN 118
Setting or updati ng..a..us.er.6.s i nf.or.mat.i.on ... 120
UNIOCKING @ USEIr ACCOUNL ..cooiiiiiiiiiiiiiiiiiiiis aeeeeee e iiiiirieee taeaaaaaaaaaasaaaaeanenneeees 121
DEIEtiNG B USEI oot ettt e eeeeeeaas 122
Modifying the order of the users in the accounts list  ......cccccciiiiiiics e 123
ASSIgNING geNeral SEHINGS .vvvvviiiiiiiiiiiieiiiiis ettt e 125
MaNAGING DICOM SEIVEIS. ... ... ieeiiee ettt ee e e ettt e e e e e e e atteeeeaaeaaaateeeeaaeaaasneseeeeaaeaaannsbeeeaaesaasnsseeaaeeeaaannsneeaaeaaan 132
Assigning a server as a store or WOrkliSt SErVer........ccccoiiiiiiiiiiiiiiies e 133
MOMIfYING @ SEIVEN .uvvviiiiiiiiiiiiiiiiciiiis ettt e e e e 136

Intended Use of the System & Consumer Information Pageb of 412



BodyTom64 User Manual Revision04

EChOING @ SEIVEI ...cuviiiiiiiiiiiiiicii ettt e eveve 136
DeletiNg @ SEIVEN ..ociiiiiiiiiiiiiiiiiieiiies eeeeeene e e rees aeneaees 137
Moving a server up and down the Server list .......cccccoccciiiiiiiiiiiiis e s 137
Saving DICOM servers t0 @ PACS liSL....vvvviiiiiiiiiiiiiiiies e rreeeennineeee e 139
Selecting PACS OPLONS......ccooi it eeeeeeeee e eeeeeeeeea e ——————— .. 140
ASSIGNING DICOM SEUINGS. ..eeeuveee ettt e ettt e et e e e s b e e st e e e et et e e s an et e e ssneeeaanrr e e e anneeesnnneeenn 143
AXSSY o Tl o Jr=10 o [To et ] a1 1o 181 = 11 o] o PP ERU 147
Finding and listening to @udio fileS ... s e 147
Recording and saving an audio fille........cccccviciiiiiiiiicices s e 149
Transmitting an audio file ...t e e 150
Deleting an audio file ...t e e ... 151
JaXS ST [T lo e (o R (=] o To o TP OO R P PPPPPRPPPPPO 151
ApPPIYING AOSE CONTIGUIALION. .....eeiiitiee it eeee ettt e e et s et e e ettt e e sttt e e s anneeeesntbeeeannneeesnneeaesaneeeenan 153
Setting DOSE ChECK.....cccviiiiiiiiciiiiiis et rriiee e e eee s aeeea 153
Assigning Dose Configuration to a patient protoCol .........ccccccviiiiiiiiiies e . 155
Updating SAVEd dOSE......ccoviiiiiiiiiieiiiciiis e e e 158
Deleting a saved dOSe Mt ......ccccvviiiiiiiiiiiiiiis e e 159
APPIYING WINAOWING PIESELS. ... eeieeiiiiiiiiii ettt ettt e e e e ekttt e e e e e e bbb e et e e e e e e asbae e e e e e e e nnnbbeneeeaeaanan 160
Editing Kernel preSetS . ... cciiiiiiiiiiiiiis e eeeeeee e ... 161
Setting WINAOW PreSELS......cccoviiiiiiiiiiiiiiiis et eeeerarre e e e st e e .. 163
Editing @ WINAOW PIrESEL ...vvuiiiiiiiiiiiiiiiiiiiiiiiies ittt e e e e e e e e es bbb e e e e e e aaeeas . 166
DeletiNng @ PrESEL ..oceeiiiiiiiieiiiiiiieiiie e e aenaaaes 167
Setting UP the AUIt TrAI VIBWEL.........eiiii ittt e e e e e et e e e s e s ab e e e e e e e e anntb e e e e e e s aasannnes 168
Setting IMAGE OFENTALION. ........eiii ittt e e e e e ettt e e e e e st bt et e e e e e s bbb st e e e e e e aanbbeeeeeeeaannbneneeaeeeaannnns 171
SENG FIIEET KBIMEIS. ... ceeeeiei ettt e e e st e e e s bt e e et e e e se e e e b b e e e nnr e e e nnnees 174
(0=T g oloT a1 To 18] £= 1[0 NSO O PSP P PP OPPPRTI 176
Updating YOoUr USEI @CCOUNT ....uuuiiiiiiiiiiieiiaeeiaiiiies iiiiiiiiieree e e e e e e e e e e e e e es oaibbeebe e eeeeeaaaaaaas 176
Selecting a room fOr the BOAYTOM B4........coiuiiiiiiiie ettt e e s aan e e st e e e anne e e s neneee s 184
Chapter 6 ProtOCOI MBNAGEL.......ceeiiiiiiiiie ettt e e e e e e 185
Creating @ NEW PIrOTOCOL......cci ittt ettt e e et e e ettt e e st e e s st ee e e e ab et e e s abe e e e sab et e e st e e e e snneeesnneeean 186
Using Build From to create @ NEW PrOtOCOL..........iiii ettt e ettt e e e et e e e e e e anbbeeeeaeeeannnes 195
Editing @n EXIStING PrOtOCQAL. .......coieiiiii ettt e e e e e st e et e e e e e e s abbe e e e e e e e annbbeneeeaeesaannes 199
(7] o)V TaTo Jr=Talo W oF= 1S 11 gTo o] (0] (o oo ] - N PRSP PURT TP 202
(D=1 1= [ o - W o] (0] oo | PR PPRP 205
Adding breathing iNStructions t0 YOUr ProtOCQAL...........uuiiiiiiiiiiiiieie et e e e s e e e e et e e e e e e e e sntraeeas 206
Importing protocols from @ StOrage EVICE........c.oi ittt e et e e e e e et e e e e e e e neseeeens 210
EXporting protoCols t@ STOrAgE TEVICE. ........eiiii ittt e e e e ettt e e e e e s aebe et e e e e e e nnbeeeeaeeeannnneeeaeean 212
Changing the order of ProtoCoIS iNthe LISL.......cciiiiiiii e et a e e e ssaaae s 213

Intended Use of the System & Consumer Information Page6 of 412



BodyTom64 User Manual Revision04
Chapter 7 Daily Calibration and Quality ASSUIANCE............ceeeeeriiiirieiieeeeiaiiieee e 216
The QA PRANTOM OVEIVIEW........uviiiiei it eee et e ettt e e e e e e et e e e e e s etb e e e e e e e e easatbaeeeaesaasasaeeeeeessannnsrnneaeenan 219
StArtiNg QUAIILY ASSUFANCE. .....eeiiteteieitite et iee e sttt e sttt s et e e et e e e ek et e s b e e e sttt e sab et e e s asneeeaasne e e e sre e e s b r e e e e nreeennnees 221
Ensuring good image QUAIILY.........ccccveiiiiiiiiiiiis et e e 225
Identifying filtration aCCUIaCy ........oiiiiiiiiiiiiiiiiies e e, 226
Using Axial plane to determine image reSolUtion .......ccccccciiiiiiiiiins e 227
Measuring SliCe WIdth...........ccoiiiiiiiiiiiiiiis e . s 227
MEASUINNG NOISE.....uviiiieiiiiiiiiee s et eeeee e eeeeeeas 228
MeasUrNG IOW COMITAST......coviiiiiiiiiiiiiiiieiiis e e e riine e e eerieeeeeaaseee e e e e s aneeeeas . 228
FIiNding UNIfOrMILY ..ooooiiiiiiiiiiies e aevee e rrrees aenaaaes 228
Identifying CT CONrast SCAIE ......ccccvvveeiiiiiiiiiiiiiiis e rreee e s 228
The BodyTom 64 dose information (21 CFR 1020.33.C)...ccccuueteeiireeiireeeeiitieeesieeeesteeessstteeessneeeesnseeeesnseeessnsenas 229
Body CTD Phantom ......covviiiiiiiiiiiiiiiiis et eeeer e e 230
[ L= To [ @3 D o] = (o o 230
The BodyTOm 64 dOSE iN @IF...c.occvviiiieiiiiiiiiiiiiiiis et rreeee s st e e 231
AdditioNal QA MEASUIEIMENIS. .. ..eiiieiiiiirieee e e e i eeeitre e e e e e s eetr e e e e e e s seea—aeeeeeesaatasreeeeasaastassseeeessaatrsseaeesssassbenneeeeesinn 231
ACR eStING PrOCEAUIE ..ottt et eeeeaaaa e . 231
Measuring high-contrast reSOIULtION .....cccccoiviiiiiiiiiiiiis e eeee e 232
Noise, uniformity, and mean CT number of Water ...........ccciiiiiiiiiiiiies e . 233
Uniformity and mean CT NUMDET ... ettt irirees aevvirre e e 234
TUDE BCCUFACY ...ttt ettt e aaaeaaaaaa 235
Half-Valu [ayer ...covvviiiiiiiiiis i e eeeeeas 235
Allowable VariationSs .......ccccoviiiiiiiiiiiiiiis e e s 235
Scatter radiation .....ccccccviviiiiiiiiiiies e e e 236
Dose profile/Geometric EffiCIENCY  ..occcvvvviiiiiiiis e e 241
Chapter 8 Patient REQISIIAtION. ..o nes 243
Navigating the Patient RegiSIration SCIEEN.........ou it e et e e e e s e b e e e e e e s e nnreeeeas 243
REQISTEINNG the PALIENL. ... ..eiiiiiiee ettt e s h et e s st e e e ab et e e stb et e e asbee e e snreeesnneeean 244
Querying patient INfOrMation ..o e e 244
Storing patients in the Stored RESUIS lISt ... e i 246
Manually registering @ PatiENt ....ccccceeiiiiiiiiiiiiiiiiis e e e 247
Viewing patient information ........ccccccoiiiiiiiiiiiiiis s e 250
Deleting patients from the Stored ReSUIt liSt ....ccccciiiiiiiiiiis e v 251
Chapter 9 Patient SCANMING......cccciiiiiiii e e e e e e e e e e e e e e e e e e e s e e e s e e e s e aeaaaaaas 253
o [=T o1 i)Y aTo TR o= o N 1Y/ o 1= RSO UERTP 254
L= a{o] o T o = =T oF=1 o NP PPRR PR 255

Intended Use of the System & Consumer Information

Pager of 412



BodyTom64 User Manual Revision04

Repeating an iMage..........ocoviiiiiiiiiiiiiis e e ——— 11101s 264
Scanning With SPECIAI FEATUIES ..........eieiiii et e et e e st e e s nre e e s annnee s 266
Using the step-and-shoot OPLION ........ccciciiiiiiiiiiiis e e e 266
Performing a scan with Automatic EXposure CONtrol ......cccccveveeviiiiiiiiiccs e 267
Performing a CT angiography scan with Bolus Tracking.........cccccccvvviiiiies e 271
Performing TeSt BOIUS .....ccccivviiiiiiiiiiiiiiiiis et neeeeees eeeeee s .. 275
Performing @ CT PerfuSion SCaN........ccccccciiiiiiiiiis e reeee e s 278
Calculating and creating perfusion MapPS .......ccccccceeeiiiiiiiiiiiies e e 280
Using the Interventional Package .......ccccccciiiiis e e 282
Examining the scanned image With t00IS............ooiiiiii e e e e 291
Using tools on the ACQUISILION TaD ...cccciiiiiiiiiiiiies e eeeee e 291
Chapter 10 Pati@nt BrOWSEE......veeiiieiieiiieeeeee e e e e e e e e eeeeees 293
NaVvigating the Pati@Nt BrOWSEL.........coouuiiiiiiie ittt e et e e s b e e e e st bt e e s ne e e sneeeeanbreeeenae 293
Identifying symbols on Patient BrOWSEr ............ccccevcvvveninneen. 294
Using the vertical and horizontal scroll bars on Patient Browser 295
[0 Tod 4] [0 = =3 (0o Y PP P P UOPTOPPPPYS 295
MArKiNG @ SEHES 10 FEAU......cieieeeeeee ettt ettt et e e ettt e e e e et bttt e e e e e aa b bbb e e e e e e e nbbbeeeaeaessanbbbneeaeeeaan 296
Using the preview WINAOW ... it e e i ree e e e e e e aaaee e 297
ATCRIVING PALIENT SEIIES. ... eeiiiitiieeiitee ettt e et e e ettt e e s bt e e e a bt e e e st e e e ah et e et bt e e s bbe e e sanneeeanbneeeanee 298
Archiving to PACS. ...t i et e 298
Archiving to Media ......coooiiiiiiiiiiiiis e e e 300
Archiving to NaVIigation ... it e e e e .. 303
T 1] o] ¢ VU OO PPTTPPRPPRN 304
IMPOrting fromM PACS ... e e e 304
IMporting from MEIA ...t e e ... 306
(D=1 ] (O O PO P P PP S PPPRPO 307
Registering a patient from PatienNt BrOWSEL..........ocueiiiiiiiiiiiiie ittt e e sabre e sanne e e nneee s 308
Building dOSe from Pati@Nt BIrOWSEL.........coiiiiiiiiiiiiee ettt ee ettt e e e e et e e e e e e e e anbbeee e e e s enbrreeaeeeeannnen 309
Using Show Info to view, update, and MOVE @ SEHES.......ccuu ittt e et e e e e e e e e s seraneee 310
Modifying a series scanned under the WIroNg Pati@IL............coiiuiieiiieiieiiiee et ereee s 312
LOAAING @ SEIES INEO VIBML....eeiueiiiiiie et ee ettt ettt ettt e e st e ekt e e at e e sk b et e e anbb e e e sabe e e e sabb e e e anbb e e e snneeesneneeean 313
APPENAING B SEIIES. ...t eittiee ittt ettt e sttt e ettt e et e e skt et e e bttt e as e et a4k bt e e e aat et e e e be e e e anbb e e e an b bt e e anbe e e e nnbneeennbeeenan 314
Chapter 11 VIeWING IMAGES .....ccoiuiiiiiiiiiie ittt e e 316
USING KEYDOAIT SNOIMCULS. ..ottt e et e e s e e s e e e et e e e enne e e s nnreee s 318
Setting WINAOW Witth @N0 CENLET. ... et e et e e e e e et e e e e e e e e e ebeeee e e e e e annbeeeaaeaeanan 319
VIEWING IMAGES IN 2D....ceiii ittt e ettt e e e e et e e e e e e e s st b e et eeeeesssatseaaaaaeeassssbaeeaeesassstseeeaaaeeassssseeeeessases 320
COMPAriNG IMAGES....ccccciiiiiiiiiiiiiieieiees aeveevessicirrrrrrreraeees aevesvess———————————aaas aaeeaa 321

Intended Use of the System & Consumer Information Page8 of 412



BodyTom64 User Manual Revision04

Comparing @ SCOULt aNd @ SCAN......cccccivviiiiiiiiiiieiiees avveececccrrrrrreeeeeee s areeeeee i ————————— 323
USINGThE ROL.coiiiiiiiiii it e ettt eeeeeeaeaaans 324
Using Layout and Rotate in 2D VIEW........ccoviiiiiiiiiiiiiiiiis eeeeeeeeee e eeeeeaeaaaaeanann 325
Applying a grid to your images iN 2D ........ccoviiiiiiiiiiiiiis e e 326
ViIiewing iMagesS iN IMPR.........oiiiii ettt e e e e e et e e e e e s et e e e e e e e e sasatbebeeeeeesatbaaeeaeesesanssraeeeeesaansees 327
Understanding and uSing Slab.......ccccvvviiiiiiiiiis e e ————— 328
Creating the SIab ...t e e 328
ViIEWING IMAGES IN BD. ittt e et e e e e et e e e e e s st a et e e e e e s satbeeeeaaeessastbaeeeaeeesntbeeeeeeeeesantbaseeeeeeannssen 333
Chapter 12 POSt RECONSIIUCTION. .....ceiiiiiiiiiiiiiee e e e et e e e e e e s e e e e e s b e e e e e e e ane 335
RECONSIIUCTION OVEIVIEW.. ...ttt ettt e ettt ettt et e e st e e st e e bt e e ekt e e s me et e e eabe e e e anbe e e e anbe e e s nmneeeeabneeenan 335
=y L= Ty ] = Lo =10 [0 Tox 1o o O PSPPSR P PPPPR 335
N0 EST I =T 18 Tox 1T o TSRO ERRR TP 335
WINAMIIT COMTECTION. ...ttt ettt h ettt e bt e bbb e ea bt e s bt e be e e bee e ene e et e e neenanees 335
Performing POSt RECONSIIUCTION. ......cciiuuiieiiiiieiiteee ettt ettt e e st e e st e e sttt e e sabeeeeestbeeesaseeeesnneeeeaseeaenanes 337
Resending images from the scanner to the WOrkstation ...........ccccccvviiiiiicices e 341
Chapter 13 AcCeSSOrieS and OPLIONS. ....cceeiiiiiiiiiiee ettt a e 342
Using the Universal TranSfer BOAIM. .........ccoouiiiui ettt e e e e st e e e s e e e sabbe e e e e e e e s anbbeeeeaeeeaan 342
Chapter 14  Cleaning and Storing the System and Workstation Specifications................. 346
Cleaning the scanner and WOFKSTALION..........oiuuriiiiie et e e e et ee e e e e e s aabbreeeaeeaanens 346
Cleaning the outside of the scanner and Workstation ............ccciiiiiiiiiiiiies i 347
Maintenance of the WOrKStation ..........cccoiiiiiiiiiiiiiies e eeeeeee e 348
STONNG thE SYSTEIML ... ettt e bt e e e bt e e e et e ook b et e e bt e e e e nbe e e sk b e e e e anbb e e e snneeeennneee s 348
Storing the scanner and WOrKStation ........cccccvviiiiiiiiiiiiiies e e 348
Storing the QA PhanNtOM......ceiiiiiiiiis e e .. 349
WOTKSEAtION SPECITICALIONS. .....euveieiiiiee ettt ettt e bt e s et bt e e s b bt e e s bb e e e anbb e e e snmnneeesnneee s 349
Understanding the symbols and product-marking plate .........ccccoiiiiiiiiiiiiies i 350
Locating the product -marking plate on the workstation ..........ccccccccciiiiiiiiiis e 353
Listing of replacement parts for WOrKSEAIQN...........c..eiiiiiiiiii et 353
Product Safety and Electromagnetic Comparability................oooiiuiiiiiiiiiii e 354
APPENAIX A GlOSSANY.....cii it i i e e e e e e e et e e e eaaaaaaaaaeaaeeaaaeaaeeassasaaaannnnnes 355
Appendix B Listing of All Buttons, TooIs, and ICANS..............coooeiiciicciveeeee e 365
Y o1 (0 LS o= L Tolo o - TSROSO RRR R 365
SYSIEM STALE OFDS.... et e e e e s e et e et e e e s s esaate e e e e e e e stbareeeeeeeaaabrreeaeeeaanees 367

Intended Use of the System & Consumer Information Paged of 412



BodyTom64 User Manual Revision04
VYo T4 G r= Uio] g I 001 170 g SO PP R TRPP ORI 368
VL2 o T (oo PO PPRPROt 373

Appendix C  Sample of Reference Protocols Provided...............ccccccii e, 380

Appendix D Automatic EXPOSUIe CONLIOL.......cccoiiiiiiiiiiiiiiiir et e e e e e e e aa e e e e e e e 381

1 [T oo [0 ox i 0] o L PP TP PPPP P 381

2 [ gF= T TN NN (o T PP 381

3 AEC WOIKINENSITUCTIONS:......uuviiiiiiiiiiieieeeiieeeeer e e e e e e e e e e e e e e e e e e s e e ennnnanes 383
3.1 AEC INPUEPAIAMELEIS. .ooiiiiiiiiieiiiiiiieeeiiiies eeeee e reeee s s 383
3.2 THhe SCaN PAramMEeLErS: ..ooiciiii e e eeeeeaaee e 384
3.3 NOTES. i i e e 384
3.4 SaMPIE ProtOCOIS: ..vviiiiiiiiiiiee e e eeeee e 385

4 AEC algorithm desCriptiOn:.........coooveiiiiiii e 385

5 The NOISE MEASUIEMENTS:.....cciiiiiiiiiiiiie et e e e e e neeees 388

Appendix E  Rotating Anode JRay TUDE...........oooiiiiiiiii 389

APPENIX F EITON COUC......ciiiiiiiie e e e e e e e e e e e e aaaaaaaaeas 397

APPENdIX G REVISION HISTOMY. ... ..uiiiiiieiiiiiiii it e e e e e e e e e e e 410

Intended Use of the System & Consumer Information PagelOof 412



BodyTom64 User Manual Revision04

List of Figures

Figure 1: Product-marking plate 0N SCANNET .......ccccveiiiiiiiiiiiiiiiis eeeeeee e reereennnees 37
Figure 2: Scanner dimensions including drive Dar ..........cccccccccciiiiiiiiis e s 38
Figure 3: Il denti fying tdfoet-cesh-hazanddabed(s) ...s..a.f..e.t..y...l..ab e l.(. 56

Figure 4: Laser apertur.eds di..ect.i.on.. . 57
Figure 5: Dangerousto-patient/operator safety -warning label location (left) and label (close -up, right) ....... 63
Figure 6: BodyTom 64 ESTOP locations (right and 1€ft) ......cccovviiiiiiiiiis e .. 65
Figure 7: Close-up of the scanner control panel and the E -STOP button.........ccccccvviiies e 65
Figure 8: Scanner battery capacity ICON .....ccccccvviiiiiiiiiiiiiiies e e 66
Figure 9: Workstation battery capacity ICON ......ccccccciiiiiiiiiiiiiiies e eeee e 67
Figure 10: Scanner Xray tube Capacity ICON ......cccccoeiiiiiiiieiiiiiies eeeeeeiie e e erieree e eeeeeenanes 68
Figure 11: BodyTom 64 system @nfiguration .........cccccoviiiiiiiiiiiiies e eiieee e eeeeeeaees 73
Figure 12: Left end Of the SCANNET ...t s e 74
Figure 13: Right end 0f the SCANNET ...cciviiiiiiciiis e e e e 76
Figure 14: Operator control panel buttons and iNdiCAtOrS ........ccccccviiiiiiiiies e 78
Figure 15: BodyTom 64 remote-control Pendant ........ccccccvvviiiicieiiiies e ereee e eeeeas 81
Figure 16: Scanner.d.s..p.as.i.t.i.onal..di.spl.ay ... 81
Figure 17: Workstation with leaded -glass shield (optional installation) ...........cccoviiiiiiiies i, 82
Figure 18: Workstation safe distance location (tWO VIEWS) ......cccoicveiiiiiiiiieiiiies e 84
Figure 19: The remote power diSPlay ......ccccccciiiiiiiiiiiiis et e 84
Figure 20: Workstation keyboard and MOUSE.........ccccccvviiiiiieiiiiiis e eeeeenaiees 85
Figure 21: Scanner POWEr ON DULON.......cccciiiiiiiiiiiiiiiiis et eeeeeeaa e e 87
Figure 22: Scanner Power Off DULION ......ccccciiiiiiiiiis e eees e 88
Figure 23: AC cord and storage on scanner (120V left plug in or 240V right plug OuUt) .........ccccvveeiiiiieennn. 88
Figure 24: Scannerds power cord .r.ec.ept.acle f.ar..12®B¥AC
Figure 25: Scanner hardwired to the workstation with an ethernet cable to data -access ports.................... 89
Figure 26: Transport button on the operator control panel ........cccccccciiiiiiiis e 20
Figure 27: Rocker-Switch-Lift UP (top) and DOWN (bottom) button ........cccccccvviiiiiiiiies e 90
Figure 28: Drive bar froNt ...t s eeeeeee e ———————— e 91
Figure 29: DIiVE DA ....cooviiiiiiiiiiciiiiiiiis ettt iiree e e aarraee 91
Figure 30: Scanner drive direction (right Side VIEW) .....cccooiiiiiiiiiiiiiiiiiiiies e s 92
Figure 31: BUMPET SYSIEIM ..ot iiiiis ettt riiree e eieeee s s e e e e e e .. 93
Figure 32: Patient centered in bore (height POSItioNING)  ...ccccciiiiiiiiiiiiiis e .94
Figure 33: Phantom positioned in center of FOV ......cccoiiiiiiiiiiiciiies e e 95
Figure 34: Pendant use for positioning lasers Uupon patient ........ccccccccceeeiiiiis e 96
Figure 35: Positioning [asers upon Patient ........ccccccviiiiiiiiiiiiies e e 96
Figure 36: Positional diSPIay ......ccccvviiiiiiiiiiiiiics e eeeeee s .. 96
Figure 37: BodyTom 64 ESTORP locations (right and left) ........ccccccoiiciis oo 97
Figure 38: E-STOP button on the scanner control panel on both the left and right sides of the scanner ......... 97

Intended Use of the System & Consumer Information Pagellof412

and



BodyTom64 User Manual Revision04

Figure 39:
Figure 40:
Figure 41:
Figure 42:
Figure 43:
Figure 44:
Figure 45:
Figure 46:
Figure 47:
Figure 48:
Figure 49:
Figure 50:
Figure 51:
Figure 52:
Figure 53:
Figure 54:
Figure 55:
Figure 56:
Figure 57:
Figure 58:
Figure 59:
Figure 60:
Figure 61:
Figure 62:
Figure 63:
Figure 64:
Figure 65:
Figure 66:
Figure 67:
Figure 68:
Figure 69:
Figure 70:
Figure 71:
Figure 72:
Figure 73:
Figure 74:
Figure 75:
Figure 76:
Figure 77:
Figure 78:

Workstation remote power display ..........ccccciiiiiiiiiiiiiis e e 99
Microphone, speaker, and CONtrolS .......ccccccciiiiiiiiiiiis e s 100
Remote power display 0n WOrkStation ............cccceeiiiiiiiiiiies e eveeaas 101
USEr ID dropdOWN DOX....cveeiiiiiiiiiiiiiiiiieeis et snriee e nirinees avrrrreee s 102
User ID dropdown liSt ......cooiiiiiiiiiiiiiiiies e eeeeeeee e —— 102
PasSSWOrd tEXE DOX ..cccovviiiiiiiiiiiiiiiiiis e e 103
Patient Registration tab .......ccccciviiiiis e e ————— 103
User ID, current date, and time ......ccccvcviiiiiiiiiiiiis vt e 104
SYStemM LOCK DULION .ooviiiiiiiiiiiiiiiiiiiiis et reee e s 104
Lock/Unlock System popup to lock the workstation .........cccccovviiiiiiiiiies e 105
UNIOCK DULEON ooiiiiiiiiiis e e ... 105

Lock/Unlock System popup to unlock the workstation

MaIN MENU.....oiiiiiiiiiiiciiis e

File MENU (s e

File > Log Off i e e ————— a1 107
Lo o |1 T o Yo o] U PP 108
File dropdown MENU ......coiiiiiiiiiiiiiiiiiis e e 108
Restart ApPliCAtioN POPUP ..evvviviiiiiiiiiiiiiiiiiiiiis e e 108
TOOIS AroOPAOWN MENU .evviiiiiiiiiiiiiiiieiiiiiiiits et e e e e e e iaberree e eeeeaeeas 109
Customize dropdOWN MENU .....cccoiiiiiiiieiiiiiiiis e irrees aeeaanineeee s 109
Help dropdown MENU .....coooiiiiiiiiiiiiiiiiies e eeeeeee e e 110
Support ConNNECtion BrOWSEr WINAOW .......ccoociiiiiiiiiiiiiiis evvtiiiee e irieees aevenees 111
ADOUL US POPUP .coiiiiiiiiiiiiiiiiiiiiiiiiiiiis ettt e e e e e e e L1121
Scanner and workstation Status Dar........ccccovviiiiiiiiiiies e e 112
Workstation tabs to perform a patient examination — ........ccccooiiiiiiiiiiiiiies e 115
USEr ACCOUNESTAD .ooooiiiiiiiiiiiiiiiiiieiiie et arvirre e e s s 118
User account fields filled in ... e e 119
Save aborted popup messaged Password reqUIrEMENtS.......cccccvvvviiieiieiiieeeees evveeveienieneenns 120
LISt Of USEIS woviiiiiiiiiiiciiiiis et e aaees 120
Update Aborted popup message 8 Password reqUIremMents .........cooovvevvciciiiiiiies evveeeeeeeeenn 121
List Of USErS NOt SEIECIE .....ovvvviiiiiiiiiiiiciis e e e 122
List of all available USErS ......cccccoiiiiiiiiiiiis e eeee e 123
DOWN AIMTOW ..euiiiiiiiiiiiiiiiiiiiiiiiis i e s 124
UDP @ITOW e it es e araaaeeaas 124
Save button for ISt Order ......ccccvciiiiiiiiiiiiiics i e 125
General SettingS tab ... e 126
General Settings > Hospital Setup subtab...........ccoooiiiiiiiiiiiiiies s e 127
General Settings > Application Setup subtab .......cccccoois e 128
General Settings > Scanner Setup subtab.............coccviiiiiiiiiiiies 130
General Settings > Remote Support Setup subtab.........ccccooiiiiiiiiiiiiiies 131

Intended Use of the System & Consumer Information Pagel2of 412



BodyTom64 User Manual Revision04

Figure 79: DICOM Servers tabi....cccvviiiiiiiiiiiiiiiiiis eeeevicirrierreee e aeees eeveessc b 132
Figure 80: DICOM SerVerS tabS.....uciiiiiiiiiiiiiiiiiiiiiiis ittt e e e e eieeeeeee e e e e aaaaaaaa e 133
Figure 81: DICOM Servers > Servers taliS.....ccccviiieeiiiiiiiie it e e errvreaeeeeeeaes 134
Figure 82: Action Succeeded popup MesSaged SEIVEr SAVE.........covvvvveeiiiiiiicis evrreeee e 135
Figure 83: Action Succeeded popup messaged Server updated ..........ccooovviiiiiiiiiiies eeeeeeeee 136
Figure 84: Echo Successful and ECho Failed POPUPS........ccocvvivveiiiiiiiiis e ieees eee 137
Figure 85: Up and Down arrows to move up and down Server list ......cccccvccvevveiiiiiiiccs e 138
Figure 86: SAVE DULION ....coooviiiiiiiiiiiiiiiiiis e e e 139
Figure 87: DICOM Servers > PACS LISt tab......cccoccviiiiiiiiiiiiis e aeeeniineeeeeas 140
Figure 88: PACS List Saved popup messag8PACS SaVed........cccccveeviiiiiiiccs e 140
Figure 89: DICOM Servers > OptionNS tal......ccccccviiiiiiiiies s e 141

Figure 90: Time (increase and decrease time) arrows .. 142
Figure 91: PACS List Saved popup.........ccvveeeiiiinneeeennn. 142
Figure 92: DICOM Settings tabs (SIX)...cccocveeiiiiiiiieiiiiiiies eeeviiiiee e sniiee e eeeeeearaeeeeee s 143
Figure 93: DICOM Settings > HIS/RIS QUELY.......cccviiiiiiiiiiiiis vt eiiees eeeenninieeeens 144
Figure 94: DICOM Settings > MPPS......ociiiiiiiiiiiiiis ettt eiee e eeeeeeae e e saieeee e 145
Figure 95: DICOM Settings > Patient MOAUIE..........cccccviiiiiiiiiiiiis e eeeeenies 145
Figure 96: DICOM Settings > Study Module..........oooiiiiiiiiiiiiiiies s e 146
Figure 97: DICOM Settings > Series MOUIB........coooiiiiiiiiiiiies e eeeeeeee e 146
Figure 98: DICOM Settings > Image ModUIE.........cccccviiiiiiiiiiics s eeeerieeeen 147
Figure 99: Audio Configuration tab .........coociiiiiiiiiiiiiies e eeeeeee e 148
Figure 100: AUIO fIl@S TSt ..oiiiiiiiiiiiciiiiies e e ... 148
Figure 101: AUdIO fIleS ISt .ooviiiiiiiis e e ... 149
Figure 102: NeW QuiO fil€ ....ccvviieiiiiiiiiies e e ... 150
Figure 103: Audio files transmitted to save to the SCANNEr .......cccccciiiiiiiiiiiiiiies e 151
Figure 104: DOSE REPOI tAD.....ciiiiiiiiiiiiiiis et eeeer e .152
Figure 105: Generated dOSE MEPOIt ......cooiiiiiiiiiiiiiiiiiiiis eeeeeeeeeeriirirrrreeees aaeaaaaaaaaa———————- 152
Figure 106: Dose Configuration > D0SE CheCK.......cccccoviiiiiiiiiiiiiis e reeeenaes 154
Figure 107: Save Successful popupd Dose Check successfully saved........ccccccvviiieeiiiies e, 155
Figure 108: Dose Configuration > Dose Configuration for adult and pediatric .........cccccccevvviiiens i, 155
Figure 109: Anatomical OrDS .....cviiiiiiiiis s e .156
Figure 110: Pediatric Dose Configuration Parameters ..........cccccciiiiiiiiiiicies eeeeeeee s .. 157
Figure 111: Invalid Parameter popup message d Dose setting kV already existS .......ccccovvvvviieviiciieees oo 157
Figure 112: Save Successful popup messag® Maximum dose Saved.......cccccccvvviviveeeiiies eeeeeeeeiiieeenn 157
Figure 113: SAved DOSES LiSL.....uviiiiiiiiiiiiiiiiiiiiis eevccciiiiniirrreenaeaeees eevre— e aa e 158
Figure 114: Save Successful popup messagé Maximum dose Saved.......ccccccevveeeeiiiiiis i 159
Figure 115: Dose Configuration > Dose Check tal......cccccccciiiiiiiiis e s 159
Figure 116: Save popup messaged Maximum dose saved 160
Figure 117: Windowing Presettab..............cccoccvvvvvnnnnns 161
Figure 118: Windowing Presets > Kernel Presets tab .......cooooiiiiiiiiiiiiiiiies e ... 162

Intended Use of the System & Consumer Information Pagel3of 412



BodyTom64 User Manual Revision04

Figure 119: Sharpness dropaOWN.........ccociiiiiiiiiiiiiiiies eeeeeeeeee e eeeeaeeeeeee e ———— 162
Figure 120: Action Succeeded popup messaged Preset SAVed .......ccccvvvvvvciiiieiiiiiies e 163
Figure 121 WINdow Presets tab.........cooiiiiiiiiiiiiiiiiies e eeeeeeee e 164
Figure 122: WINdOW Presets > NamMe@......iiiiiiiiiiiiiiiis iiiiiiieteee e e e i eeeeeaeaans 164
Figure 123: WIindow Presets > Width ... e v 165
Figure 124: WINAOW PresSets > CONLEN ....cviiiiiiiiiiiiiiiiiiiiiiiiis ettt e e eeeeereeaaaaaaa e 165
Figure 125: Action Succeeded popup messagedPreset saved ........cccccvviiiiiiiiiiiies eeeeeeeeeeees 166
Figure 126: LiStiNG UPAALE ......vvviiiiiiiiiiiiiiieiiiis eevcvviirierreen e e e e e e e ees eeveees e aaaaa s .. 166
Figure 127: Action Succeeded popup messaged Preset SAVed .......ccccvvevvviiiieiiiiiies e 167
Figure 128: Action Succeeded popup messaged Preset deleted .......ccccvvviiiiiiiiiiccs eevecee e 167
Figure 129: Audit Trail VIEWEr tab ....cccocviiiiiiis e e 168
Figure 130: Adding a date Or @ date SPaN ........coccieieiiiiiiiees vt eaeeaeeeee 169
Figure 131: Audit Trail Viewer > Audit Type dropdOWN ........coovciieiiiiiiiiiiies e . 169
Figure 132: Audit Trail Viewer > User ID dropdOWN .......cccccceeeiiiiiiiieniies eeeeeiiiiiee e sniineeaeees aaaes 170
Figure 133: AUAIt FESUILS .oovciiiiiiiiiiiiiiiciiiiis e eee e s ... 170
Figure 134: Image Orientation tab ......ccccccviiiiiiiiiiiiiis e eeeee e 171
Figure 135: Image Orientation > New Flip Orientation dropdown .........cccccveiiiiiiiccccns e 172
Figure 136: Settings Saved popup messaged Image orientation settings saved ........cccccccvvvviiiicces e 173
Figure 137: Filter Kernels tab ...t s e 174
Figure 138: Selected AXial KEIMEI .....occciviiiiiiiiiiiiiis s e 175
Figure 139: Selected Helical Kernel ........cccccvveiiiiiis ittt e 175
Figure 140: Last Name, First Name, Password, and Verify Password fieldS...........cccccccoeiviiiiiiees e 176
Figure 141: Update Succeeded popup messagedAccount updated ........cccccevviiiiiieeiiiies eeveeeriiieeeennn 177
Figure 142: Column Settings dialog box with HIS/RIS Query option.......cccccccevviiiiiieiiiiies e, 178
Figure 143: Column Settings with a selected query in HIS/RIS............cccevvevivinn. 178
Figure 144: Column Settings with HIS/RIS Query option using Up and Dwn buttons 179
Figure 145: Make Default OptioN .......coooiiiiiiiiiiiiiiiiics e eeeeeae e 179
Figure 146: Column Settings with Patient BrOWSer OPtiON .......ccccccveiiiiiiiiieiiiiis eeeee e e 180
Figure 147: Column Settings with Patient Browser Series option dusing Up and Dwn buttons.................... 181
Figure 148: Make Default OptioN ........cccciciiiiiiiiiiiiis e v e 181
Figure 149: Scan Dosage Reporttah.......cccocvviiiiiiiiiiiics s e 182
Figure 150: Date, Protocol, and mA Range filled .........cccooiiiiiiiiiiiiies s e 183
Figure 151: Scan Dosage RepOrt reSUIS......cccceviiiiiiiiiiiiiies e e 183
Figure 152: Available rooms before moving the SCanNer ..........ccccccccciiiiiiiiis e 184
Figure 153: Protocol Manager for adult and pediatriC .......ccccccvviiiiiiiiicis e .. 187
Figure 154: Adult and pediatric anatomical orbs, with Chest orb selected ...........ccccccoiiiiiiiiiiees i 187
Figure 155: Adult and pediatric protoCol liStS .....cciviiiiiiiiiiiiis e e, 188
Figure 156: New Protocol dialog DOX .......cccccviiiiiiiiiiiiiiiiis e 188
Figure 157: Patient position handles ........cccccccciiiiiiiiiiii e 189
Figure 158: New Series dialog DOX.....cccocciiiiiiiiis e e 190

Intended Use of the System & Consumer Information Pagel4of 412



BodyTom64 User Manual

Revision04

Figure 159:
Figure 160:
Figure 161:
Figure 162:
Figure 163:
Figure 164:
Figure 165:
Figure 166:
Figure 167:
Figure 168:
Figure 169:
Figure 170:
Figure 171:
Figure 172:
Figure 173:
Figure 174:
Figure 175:
Figure 176:
Figure 177:
Figure 178:
Figure 179:
Figure 180:
Figure 181:
Figure 182:
Figure 183:
Figure 184:
Figure 185:
Figure 186:
Figure 187:
Figure 188:
Figure 189:
Figure 190:
Figure 191:
Figure 192:
Figure 193:
Figure 194:
Figure 195:
Figure 196:
Figure 197:
Figure 198:

New ReCONSLIUCHION POPUP c..uvvvviiiiiiiiiiiiiiiiieeeees evveeccccirirnreerrreneeaaees aeveeseesanenanene 193
Edit Series dialog DOX .....ovvvviiiiiiiiiiiiiiiis e e 194
SaVe NEW PrOtOCOL......ccciiiiiiiiiiiiiiiiiis et e 194
ClOSE BULION ....civiiiiiiiiiiiiic s e e reee e s .. 195
ANAOMICAl OFDS ... e e .196
Build from protocol Selected .......cccccciiiiiiiiiiiiiies e e 197
BUild From DULION ..o i e 197
New Protocol dialog BOX ......ccooiiiiiiiiiiiies s e, 198
BUIld frOM SAVE .....iiiiiiiiiiiiiiis e e .198
BUIID frOM ClOSE ..evviiiiiiiiiiiiciiis e e 199
Edit protoCol OFDS ...oooiiiiiiiiiiis e e 200
Edit protocol selected 200
Edit button .........ccooviiiiiee 200
Edit Protocol dialog DOX ....cooviiiiiiiiiiiiiiis e e 201
Edit series update DUON .....ccccviiiiiiiiiiiiiiiiiis e eeeee e 201
Edit protocol update DUHON ......ooviiiiiiiiiiiiiies e e 202
Edit protocol Close DULON ....cccviiiiiiiiiciies e e 202
Protocol Manager for Adult and PediatriCc ..........cooooiiiiiiiiiiiiies e .. 203
Anatomical orbs, in this case the ChesSt Orb ..o e, .203
Copy right-click floating MeNU .......cccoiiiiiiiiiies e e 204
Paste right click floating MenuU ........ccccoiiiiiiiiiiiiiiies e 204
Protocol Manager with a protocol selected .........ccccocvviiiiiiies e .205
Delete Confirmation popup message dYes or No to delete selection ..........ccccccevveerinnneen. .. 205
EdIitDUON (oo iis e e e 207
Edit Protocol dialog DOX ..ot s e 207
Add breathing edit DUION ... e e 208
Edit Series dialog DOX ....ccooviiiiiiiiiiiiiiiiiiiiis s e 208
Use Breathe Indicator AUdIiO OPLION ....c.evvvieiiiiiiiiiiiiiiiiis e eeeenaas 209
Breathe Indicator Audio FileS POPUP ..cccviiiiiiiiiiiiiiiiiiiiies e a e e 209
IMPOIt DULON i iis e v e e ..210
SeleCt Fil€ POPUP oo e ettt e e e 210
SEIECLTIlE it e aenas 211
Import button active in Select File when file(s) selected .......cccocveiviiiciies e, 211
Protocols Imported popup message 8 Protocols imported ........ccccccevvvciieeiee e 212
EXPOrt BULEON oot s eeeeeeee e ———————— .. 212
Y= (= Tod = Tox (o] VA o T o 11 T o OSSP 213
Protocols Exported popup messaged Protocols eXported ......vvvviieeeieeiiiiiiiiies e 213
Changing protocol order with Up and Down (arrow) buttons .......cccccccceeiiiiiiiiiiiies e, 214
Protocol SAve DULON ... s e 215
Perform Daily Cal POPUP ..ccoeeiiiiiiiiiiiiiiiiis et eeeeeeaaaaa e 217
Intended Use of the System & Consumer Information Pagel5of 412



BodyTom64 User Manual Revision04

Figure 199: Perform Daily Cal popup With COUNt dOWN .....uviiiiiiiiiiiiiiiiiiis e . 218
Figure 200: Perform Daily Cal SUMMArY POPUP....ccceiriimiiieiiiiiiieeins evvrrree e e e ninnenees avvvnneees 218
Figure 201: Air freshness icon changes as the air quality drops from green to yellow tored ..................... 219
Figure 202: QA PhantOML......cooiiiiiiiiiiiiiiiies e aeeeeeeee e ————— aaes 219
Figure 203: Phantom NOIAEr ....covviiiiiiiiiii it et et 220
Figure 204: Phantom on the phantom holder .......ccccocciiiiiiiiiices e eveeernee 221
Figure 205: Place QA Phantom .........cooooiiiiiiiiiiiiiiiiis et e 222
Figure 206: Proper QA stand poSItioNiNg .........cccoviiiiiiiiiiiiiiiies et eereeeaea e 222
Figure 207: QA phantom POSItIONING ......ccooviiiiiiiiiiiis v eeer e 223
Figure 208: Laser BULION .....ccvviiiiiiiiiiiiiiiiies it iee e e e e e 223
Figure 209: Quality ASSUIANCE POPUP....creeiiiiiiiieeriiiiiieeens eeviieee e s e s nrrrees aerrnrneeee e 224
Figure 210: System Ready to Scan popup messag® System is ready to begin .......cccccevvevviviicceeee. 224
Figure 211: QA results of QA IMAGE ... et eeeee e 224
Figure 212: PhantOm iMage......cccccviiiiiiiiiiiiieiiis eeeiee s iriiee e esiieneees evrtieeeaeesnneeeeeeessnneeeas . 225
Figure 213: Locked QA results shown in Patient BrOWSEr........ccccceviiiiiiiies it 225
Figure 214: Results of QA image after the QA TESt ...evvvviiiiiiiiiiiiciii s e 226
FIgUre 215 MTER ..o et reee e eeeeeaanee 233
Figure 216: Catphan 515 using 120kV, 300mA, 1 rotation, and 5mm SliCe ........cccccccccviiis s 235
Figure 217: Scatter plot (120kV, 100MA iN PRA) ......cccoiiiiiiiiiiiiiiiiiies e e 237
Figure 218: Scatter plot (120kV, 100MA IN UGY) .eoevviciiiieeiiiiiieeeiiiies e e 238
Figure 219: Scatter plot (140kV, 300MA iN PRA) ......cccoiiiiiiiiiiiiiiiies e e 238
Figure 220: Scatter plot (140kV, 300MA IN UGY) .ioevriciiiieeiiiiiiieeeiiiies e e 239
Figure 221: Scatter measurements (XAY Plane) ....cccccccoiiiiiiiiiiiiiiiis s 239
Figure 222: Scatter measurements (YA Z Plane) ......cccccceeiiiiiiiiiiiiis e e 240
Figure 223: D0SE Profile fOr 16 FOWS .......cveiiiiiiiiiiiiiiiiiiis ittt e reeee e e 241
Figure 224: Dose profile fOr 64 FOWS .......ccoviiiiiiiiiiiiiiics e iiees eererrre e 242
Figure 225: Activated Patient Registration tab .......cccccccciiiiiiiiiiiiies e 243
Figure 226: Patient Registration tab ..........cccocciiiiiiiiiics e e 244
Figure 227: Query Information dialog DOX .......coooiiiiiiiiiiiiiiiiiies s e 245
Figure 228: Edit Value popup fOr NAME ......ccccoiviiiiiiiiiiiiies e e 246
Figure 229: Patient Registration Query Results table .........cccooiiiiiiiiiiies e .. 246
Figure 230: Patient Registration Stored ResultS table .......cccccciiiics oo .. 247
Figure 231: Patient Registration tab ..........ccccciiiiiiiiiiics s e 248
Figure 232: Exam Information dialog DOX .......ccoooiiiiiiiiiiiiiiiics e eeeeeeeee s 248
Figure 233: Patient ID field .....cccvvviiiiiiiiiiiiiis e e . 249
Figure 234: Patient data filled in ..ot e e ——————— 250
Figure 235: Expand link in context and ClOSE UP .....ccovvvviiieiiiiiiiiiiiiiiis ittt s 250
Figure 236: Exam Information POPUP ...ccveevviiiiiiiiiiiiiiiiiiiiis et 250
Figure 237: Patient Registration tab .......cccccccccciicces e 251
Figure 238: Patient RegiStration tah .......cccccccciiiiiiiiiiis e e 251

Intended Use of the System & Consumer Information Pagel6of 412



BodyTom64 User Manual

Revision04

Figure 239: Active ACQUISITION Tah .....coooiiiiiiiiiiiiciiiiiiies e e, 253
Figure 240: What appears 0N ACQUISITION ........ovvviiiiiiiieiiiiiiies e eeeeesnnnneeeeas 254
Figure 241: Exam Planner for Adult and PediatriC .......ccccccccciiiiiiiiiiiiis it s 256
Figure 242: Anatomical orbs, with the Chest orb selected .........ccccccciiiiiiiis e, 256
Figure 243: Protocol selected and Edit button active ...........cccocciiiiiiiiccies e .. 257
Figure 244: Edit Protocol dialog DOX .....cccccciiiiiiiiiiiiiiiiis i e 257
Figure 245: Edit Series dialog BOX ......ccoooiiiiiiiiiiiiiiiies s e, 258
Figure 246: Update DUON ......coooiiiiiiiiiiiis e eeeeeeee e —————— .. 259
Figure 247: |Is Scanner Properly POSItioned? POPUR.......ccvevviiiiiieiiiiiiiies e e 259
Figure 248: System ReadY 10 SCAN.......cccviiveeiiiiiiiiiiiis e nriee e srireees eerreea e e 260
Figure 249: Scanner control panel  START DULION.........cccoviiiiiiiiiiiiiiies e e 260
Figure 250: Countdown POPUP .....evvveeeeeiiirieeeeennees 260
Figure 251: Scanner control panel § CANCEL DULION.........cccciiiiiiiiiiiiiis e e 261
Figure 252: Scouts and FOV DULION.......ccccciiiiiiiiiiieiiiiis e eniiie e e eese eeeeeaeaanereeeeeenes 262
Figure 253: CONtINUE DUIION ....ovviiiiiiiiiiiiiiiis e eeeerrirr e e e s e e .262
Figure 254: Pending Scanner Movement POPUP MESSAGE....cccciviuririeeriiiiiieees aevriiieeeessneeeeeesssnneeeas 262
Figure 255: System Ready to Scan popup messagé System is ready to begin scan..........cccccovcvvveeernnnns .263
Figure 256: Scanner control panel  START DULON.......ccccccoviiiiiiiiiiiiiis v e 263
Figure 257: Perform Reconstructions popup messaged To perform post reconstructions ...............cccceee.... 263
Figure 258: DOSE FEPOI ...cevviiiciiiiieiiiiiiieeiis ettt sirreees e nes aaees 264
Figure 259: Protocol Viewer dialog DOX .......ccccvviiiiiiiis e e 265
Figure 260: Repeat ProtOCOl POPUP .....occvvviieiiiiiiiieeiiiiis eeteee e e enirnr e reeeeesaainneeee s 265
Figure 261: Step & Shoot option in the Edit Series dialog bOX .........cccooviiiiiiiiiiiiiiies e 266
Figure 262: System Ready t0 SCAN POPUP.....cvviiiiiiiiiiieeeiiiiiies eteevriiiiree e e eeeeea e 267
Figure 263: Step & ShOOL POPUP «evvvviiiiiiiiiiiiiiiiiiiiiiiiis ettt e e e 267
Figure 264: Edit Series dialog box with AEC options Selected ........cccocvviviiiiiiiiiiices et 269
Figure 265: Toggle Graph BULION ........coooiiiiiiiiiiiiiies s eeeeee e e 270
Figure 266: Graphs on the SCOUL(S) .....occviiiiiiiiiiiiiiiiiiis e eeee e s s e e e s 270
Figure 267: AEC modulation graph .......oooiiiiiiiiiiiiiiies e aeeeeee e 270
Figure 268: Minimum mA and maximum mA; NOISE [EVEl ......cccccviiiiiiiiiiiiis e 270
Figure 269: BoIUS Tracking OPLiON ......cooccviiiiiiiiiiiiiiis et eriieees eerereee e e 272
Figure 270: Active Scan Regiond Bolus Reference or Helical CTA......ccovviiiiiiiiiiiiiics e 272
Figure 271: Scout line (blue) and Reference line (green) ... e 273
Figure 272: BOIUS ROI OO ...t et aeeee e e e .. 274
Figure 273: ROI 0n the ReferenCe SCaN......cccvvvviiiiiiiiiiiiis e ee e e e e aevesseaaeaaaene, 274
Figure 274: Scan triggers when bolus enters reference point/ROI ......cccccviiiiiiiicis e 275
Figure 275: Scan at peak eNhanCemMENt.......ccccvviiiiiiiiiiiiiis e e raea e e e aeveee 275
Figure 276: TeSt BOIUS OPLION ....uuvviiiiiiiiiiiiiiiiiiiiis iiiiiiiiiiereee e e e e e e es e e eaeaa s 276
Figure 277: ACHIVE SCAN FEQION ..vvviiiiiiiiiiiiiiciceiiiis ctriiierreee e e e e e e e rr e e e e e aaaaaaeaaas 276
Figure 278: Scan planning IN@S.......ciiiiiiiiiiiiiiiis e et 277
Intended Use of the System & Consumer Information Pagel7of 412



BodyTom64 User Manual Revision04

Figure 279: BOIUS ROL.....ccooiiiiiiiiiies et e —— veaaas 277
Figure 280: ROI 0N the Reference SCaN.......cccccvvciiiiiiiciies e e e 277
Figure 281: BOIUS timiNG graph ......ccoooiiiiiiiiiiiiiiiiiiis e e, 278
Figure 282: Edit Series CTP SCAN TIME.....ccicieiiiiiiiiiiiiiiiee eeveeerie e ereeenninneeee s 279
Figure 283; Brain Perfusion IMage ......ccccvvvviiiiiiiiiiiicis eevvviiiniirreereeneee e e aeveeeae 280
Figure 284: CTP 100IS.....ccviiiiiiiiiiiiiiiiies e eeeerrr e eeeeeas 280
Figure 285: PEerfuSiON MapPS ....uuuviiiiiiiiiiiiiiiiiiiiis eevviiirrierree e e e e e e e ee e eeveecr e aaa s . 281
Figure 286: Arterial VENOUS FIOW.........cooiiiiiiiiiiiiies e eeeeeee e e e e, 282
Figure 287: Interventional Tab ....ccccccviiiiiiiiiiiis e e 282
Figure 288: Interventional Tab - Patient exam detailS .......cccccoiiviiiiiiiiiiiies e .. 283
Figure 289: Scan Tree, Current Scan, and Updated DOSE GaUQE........cccccvvviiiiiiiiiies eeveeiieee e 284

Figure 290: Viewing Tools, Windowing, and Zoom options 284
Figure 291: Interventional Workflow ...........cccccccvivieeeennne 285
Figure 292: Interventional Workflow - Protocol Information dialogue box .........cccccccciiiiiiiices v, 285
Figure 293: Interventional Workflow - Scan aCquUIred..........cccoocvivvieiiiiiiies e ... 286
Figure 294: Toggle SCOULS BUMON ...cccvviiiiiiiiiiiiiiiiiiis v eeeeeasiaee e e e s 286
Figure 295: GO TO POSItION ...ccoiiiiiiiiiiiiiiiiis e e s . 287
Figure 296: Go To Position for PatienNt Prep .....ccccccccciiiiiiiis iiiiiiiiieeeeeeeeeeees i 287
Figure 297: Move to procedure [0CAtION ........ccoooviiiiiiiiiiiiiiies ettt eeeeeeeaee e 287
Figure 298: Interventional Protocol Parameters .......ccccccccviiiiiiiiiiis e e 288
Figure 299: Stay in Instant Repeat MOde ..........cccoiiciiiiiiiiiiiics e eeeeeeee e 288
Figure 300: Initiate Scans - Interventional ProtoCOl ........cccccceiiiiiiiiiiies e 289
Figure 301: MOVE the SCANNEI......cccooiiiiiiiiiiiiiiiiiis et eeeeeeea e e e 289
Figure 302: Repeat Scans- Interventional protoCol .........ccccccviiiiiiiiiis e 289
Figure 303: EXit INStANt REPEAL ........cooiiiiiiiiiiiiiiies e eeeeeeee e 290
Figure 304: FINAIIZE .....ccvvveieiiiiiiiiiiiiis et e e 290
Figure 305: Instant Repeat will be disabled ..........ccccccccciiiiis i s 291
Figure 306: Active Patient BrowSer tah .......cccccoviiiiiiiiiiiies e e 293
Figure 307: Patient BrOWSEr SECHONS .....uvviiiiiiiiiiiiiiiiiiiiiiis ittt e e e e e e iiaeeieeeeeeeeeeeas 294
Figure 308: Patient Browser locked, read, PACS and Stored (archived), and media symbols ..................... 295
Figure 309: Patient Browser horizontal and vertical scroll bars .......ccccovciiiiiiiiiiicces e, 295
Figure 310: FIoating MeNU - LOCK ....cocoiiiiiiiiiiiiiiiiiiiis aieiviiiiiiiiiiiiiiiereeees aeeeeeas e 296
Figure 311: A IOCKEA SEIES ...ooiiviiiiiiiiiiiiiiiiieiiie eetee e e s . 296
Figure 312: Floating mMenu - Mark.......ccccciiiiiiiiiiiiics aeeiiiiriiiiinirirreeees aeeeaeae 297
Figure 313: Preview BULION ......cvviiiiiiiiiiiiiiiii iiiiiiiiiieereeeeeeeees eeeeri e aaa e . 297
Figure 314: The series appears in the preview WINAOW ........ccccceeeiiiiiiiiiiis e e ee e . 297
Figure 315: Archive Destination POPUP ...vvviiiiiiieieeeiiiiiiiiiiiies eerrrereeeeea e e e e e vereeereeaaaaaeas 298
Figure 316: Archive To Server POPUP ....ceceeeeeeeeeeeeeeeeaneannns 298
Figure 317: Store/Print Queue dialog box 299
Figure 318: Archive Destination POPUP ...ccvviiiiieiieeaiiiiiiiiiiiies eeeiittete e e e e e e eeeeeeeeeeeaaaaans 301

Intended Use of the System & Consumer Information Pagel8of 412



BodyTom64 User Manual Revision04

Figure 319; Archive t0 Media POPUP .....oooiiiiiiiiiiiiiiiiiiies eeeeeeee e ccsccrrereee eaeeeeeeeanean 301
Figure 320: Archive BUHON @CHIVE ......coocciiiiiiiiiiiiiiiiis e aervnreeee e s 302
Figure 321: Archiving COMPIELE ...ccovviiiiiiiiiiiiiiiiiiis e eiiiee e e e 303
Figure 322: Archive tO SEIVEr POPUD ...ccvveieeiiiiiiieeiiiiiiis eeevvriiee e e eeeeesasinneeees e 304
Figure 323: Import LOCAtioN POPUP .coooiiviiiiiiiiiiiiiiiiiiiies eeeeeeeseesccsiirnrrnnnneeees aaeeeeaeeaseena———.. 304
Figure 324: Import from PACS dialog DOX......ccvvvviiiiiiiiiiiiiiiiies e e 305
Figure 325 PACS Query Information dialog DOX ......ccccvvviiiiiiiiiiiiiis i ee e e e e, 305
Figure 326: Import PACS dialog box with active Get Series button .........cccccvcvviiiiiiiicces v, 306
Figure 327: Import LOCALION POPUP ..ocoviviiiiieiiiiiiiieeiiiiis eeteee e e e e st e e e reeeeeeaannnee e s 306
Figure 328: Import from Media POPUP ...oevveiiiiiiiieiiiiiiiiieets eeriieee e ieees aeeereeee e 307
Figure 329: Active IMPOrt DULLON ....cooiiiiiiiiii e e 307
Figure 330: Confirm Deletion POPUP .cccveeieeiiiiiiiie s aeevvriieee e eniiiee e e eeeeeaanieaeeeesaanees 308
Figure 331: Patient browser register BUON .......ccccceiiiiiiiiiiiis e eeee s 308
Figure 332 Create New StUdY POPUP .eveevveiiiiiiiieeiiiiiiiiees avviieeeeensinee e e e nnniieees aeveriieeeeeesanneees 308
Figure 333: BUIld dOSE DULLON ....ccoviiiiiiiiiiiiiiiiies e e 309
Figure 334: Please Walt POPUP......ccccieeiiriiiiieeiiiiies eeeeeasiiee e e s sniinee e e eeeeeessanreeaeessnnaeeeens 309
Figure 335: Dose Build Failed POPUP .....c.covviiiiiiiiiiiiiiiis et eeee e 310
Figure 336: View/Update Information dialog DOX .......ccccciiiiiiiiis s 310
Figure 337: View/Update Information dialog DOX .......ccocciiiiiiiiiis s 312
Figure 338: MOVE SEerieS POPUR.....cuvveieeiiiiiiiie s eeeeeersiie e e e e e breeeesarre e e 312
Figure 339: Floating menu - Append IMages........ccooiciiiiiiiiiiiies eeeeeeeeirreeees aeeeeeaaa 314
Figure 340: Please Walt POPUP......ccveieeiiiiiiiie s eeeeeisirie e irne e reeee s s e e 314
Figure 341: (Appended) SErieS Created ......cccccvcceiiiiiiiiiiiis e e e e e e 315
Figure 342: ACtiVE VIEWING 1AL ...coiiiiiiiiiiiiiiiiis e e 316
Figure 343: Windowing preset dropdown ISt .........cccociiiiiiiiiiiicies e eeeeeeeee 319
Figure 344: Windowing Width and Center text boxes, and the Apply button ... e, 320
Figure 345: Right CICK MENU ......uviiiiiiiiiiiiiiiiiis ittt e e e e ees et e e e e e e e e 320
Figure 346: 2D tOOIS ....cooiiiiiiiiiiiiiiiiiiiie e e aereae 321
Figure 347: Floating menu - Mark FOr COMPAre .......uvviiiiiiiiiiiiiiiis ittt e e e e e e e i 321
Figure 348: Floating menu - Compare with Selected Series........cccccvvviiiiiiiiies e 322
Figure 349: COmMPAred SEHES......covviiiiiiiiiiiiiiiiiie et e 322
Figure 350: LINK DULEON oot s e, e 322
Figure 351: Using the Compare DUMON ..o i eerrirre e 323
Figure 352: Scout and scan selected t0 COMPArE.......ccvvvviiiiieiiiiiiiiiiiis et eeeees 323
Figure 353: Comparing a scout (1) and @ SCaN (2)....uvvvviiiiiiiiieeiiiiiiiies e e e 324
FIQUIE 354: ROL oot s e ————— aeeaaaaaaaaa 325
Figure 355 Layout (VIEWING tOOIS) ...cccooiiiiiiiiiiiiiiiiiiiiis eeeeeeev e sesiriirnnrrenee aaaaeeeeea s 325
Figure 356: Rotate dropaOWN ........eeiiiiiiiiiiiiiiiiiis eiiiiieeee e e e e e e e e e s e e e aas 326
Figure 357: Rotate (VIEWING T00IS) ..occieiiiiiiiiiiiiiiiiiiiiiiiis e eerreeae e 326
Figure 358: GHA (MM) ..oiiiiiiiiiiiiiiiiiiiiiiis ittt e e rieerreee e e e e e e e e e e e e 326

Intended Use of the System & Consumer Information Pagel9of 412



BodyTom64 User Manual Revision04

Figure 359: MPR IOOIS . ......ccoiiiiiiiiiiiiiiiiiies et e —— vaaaas 327
Figure 360: Image reformat SElECIONS ......ccccveiiiiiiiiiiiiis e e 327
Figure 361: TilE OO0l covviviiiiiiiiiii it s e —— e 328
Figure 362: IMage fOrMALS ... e eeeerrre e e .. 329
Figure 363: Enable SIab OptioN .........cccooiiiiiiiiiiiiiiiies s e 329
Figure 364: Enable Slab option under Secondary SEreS.......cccccivviiiiiiiiiccccs e 329
Figure 365: Cyan Line and cyan circle to drag for FOV.....ccccvviiiiiiiiiiiiccs e .. 329
Figure 366: Slab Thickness and Slab Spacing text DOXES.........cccevveeiiiiiiiiiiiies e 330
Figure 367: Small yellow boxes to manually drag for desired slab thickness ..........ccccovviiiiinieees e, 330
Figure 368: Slab Rendering Options dropdOWN.........cccciiiiiiiiiiiiieeies e es aeveaeeeas 330
Figure 369: Tl 10Ol ..coioiiiiiiiiiiiiis e e e 331
Figure 370: Tilt White Circle ......cccciiiiiiiiiiies e 332
Figure 371: Capture Complete popup messaged Series saved 332
Figure 372: MPR images in Patient BrOWSET .........ccviiiiiiiiiiiiiiiiies eeeeeeiiiiiee e enieeae e veeeeesannes 332
Figure 373 BD t0OIS ....cviiiieiiiiiiiic s e e e 333
Figure 374: 3D COlOr PreSEtS...ccciiiiiiiiiiiciiiieiiiie eteeeeerie e sineee e aereee e e 333
Figure 375: 3D RENAEr MOUES.......oovviiiiiiiiiiiiiiiiies et eee e s e e e 334
Figure 376: 3D Orientation OPLiONS ......cccccvviiiiiiiiiiiiiiiis v e e e e e e e es e 334
Figure 377: Active PoSt RECONSIIUCHION taD .....ccciiiiiiiiiiiiiiis eeriiiieeeeees eeeeeeare 336
Figure 378: POSt RECONSIIUCION @r€aS ......c.vvvvviiiiiiiiiiiiiiiies e eree e nireeee e 337
Figure 379: Post Reconstruction study and series tables ........ccccccccciiiiiiii e 337
Figure 380: Post Reconstruction VIEWING iIMAJE @rea.......cccocvveiriiiiiieeiiiiis eeeeeee e e e sinreeee e ... 338
Figure 381: FOV reSizing DOXES.....ccooiiiiiiiiiiiiiiiiiis ittt ettt 338
Figure 382: Sharpness on the Reconstruction Parameters tab.......cccccccvviiiiiiiiiiies e 339
Figure 383: Reconstruction Parameters Sharpness dropdoWn........cccccvviiiiiiiiiiices eeeeeees e 339
Figure 384: Reconstruction Parameters Slice Thickness/Spacing dropdown.........cccccveevviiieeennss e 339
Figure 385: # of EXpected IMAgES.......ccccoiviiiiiiiiiiiiis eeeeieiiiiiieeeeeees aeeeaeae 339
Figure 386: Noise Reduction on the Options tab for a Helical scan .........ccccccoiiiiiiiiies i, 340
Figure 387: Perform Windmill Correction and/or Noise Reduction on the Options tab for a Helical scan ....... 340
Figure 388: Metal artifact removal .......ccccooiiiiiiiiiiiiiiis e e 340
Figure 389: Please wait while the system performs data reconstruction message ..........ccccccocvveeeernnnns .. 340
Figure 390: ReSENd DULLON ....uuviiiiiiiiiiiiiiiiis ettt e e e . 341
Figure 391: Universal transfer board and stiffeners ........cccccccviiiiiicciiis i 343
Figure 392: Four types of mattress Stiffeners .......cccccccciiiiiiiis o s 344
Figure 393: Mattress Stiffener in Place ......cccccccveiiiiiiiiiiiiiies e e 344
Figure 394: Universal transfer board properly positioned on the bed on a mattress stiffener ................... 345
Figure 395 Universal transfer board with safety strap installed .......ccccccccceiiiiiiis e, 345
Figure 396: BodyTom 64 castor WheelS........c.ooiiiiiiiiiiiiiiiis s e 348
Figure 397: Product-marking plate on side of the workstation ........ccccccccciicicces oo, 353

Intended Use of the System & Consumer Information Page?200f 412



BodyTom64 User Manual Revision04

List of Tables

Table 1: Conventions used in thiS USEr MANUAl .......cccccccciviiiiiiiiiiiis e reeeeea 27
Table 2: Applicable SYMDOIS ... s e .. 30
Table 3: Operating eNVIFONMENT ......ccociiiiiiiiiiiiiiiiis eeeeeeecccsccccrrrereees eaeeeeaseessssiaaerae——e. 33
Table 4: System operating parameters and SPecifiCations ........ccccoiiiiiiiiiiiiies e 33
Table 5: System operating ParamMeterS .........ccccciiiiiiiiiiiiiiies et e 35
Table 6: Battery operating PArametersS .....ccccccciviiiiieiiiiiiiies eeeerreee e eeeee s 36
Table 7: Site SPECIfICALION ....cooviiiiiiiiiiiiciiit e e . 36
Table 8: Hazardous SUDSTANCES........coocciiiiiiiiiiiiis et eeeerrre e e e s e e e 37
Table 9: Core-system-component part numbers and product -marking plate locations .............ccccceeevnnnee. 37
Table 10: Core-system component diMENSIONS ......cccvvveeiiiiiiiieiiiiies e reeeeeans 38
Table 11: Workstation dimenSiONS......ccccoviiiiiiiiiiiiiiiis et eees e 38
Table 12: FIration ...occcviiiiiiiiiee et e reeeeeaa 40
Table 13: Acronyms and abbreviationS.......ccccccovviiiieiiiiiies e eeeee e 43
Table 14: Emission declaration for BodyTOmM 64 SYSIEMS......cccciiiviiiiiiiiiieiiiiis eeeeeeeerieeee e e eneieee e .45
Table 15: EMC Immunity declaration for BodyTom 64 SYStEMS......ccccvevviiiiiiieiiiiiies e 45
Table 16: Recommended separation diStANCES .......cccccvvieiiiiiiiiiiiiiiis it e 49
Table 17: Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications equipment.. 50
Table 18: Test specifications for ENCLOSURE PORT IMMUNITY to proximity magnetic fields.................... 51
Table 19: Left end Of the SCANNET ..ot e e 74
Table 20: Right-end of the SCANNET ... e e 76
Table 21: Operator control panel buttons and indicators ..........cccooiiiiiiiiiiiiiies e 78
Table 22: Pendant DULIONS ..o i e e 79
Table 23: Workstation power -Control BUONS ... e v 99
Table 24: Speaker CONtrol DUMONS ......uiiiiiiiiiiiiiiiiiis et e eea s 100
Table 25: Status DariCONS ...t e e .. 112
Table 26: SyStem State OrDS ....occcviiiiiiiiis s e 114
Table 27: System configuration tabs .......ccccccooiiiiiiiiiiiiiiis e e 117
Table 28: Protocol Manager command BUtONS .......ccccceiiiiiiiiiiiiiies e e 185
Table 29: Scan protocols used by the QA ...t s aeeeeee———— 220
Table 30: Modulation Transfer Function (MTF) dir€CtiON .......ccccccviiiiiiiiicies e 227
Table 31: QA TESUIS ...coi i i errereee e ——————— araaaaaas 227
Table 32: Load faCtors .....ccccocivciiiiiiiiiiiies s e e 228
Table 33: Body CTDL (MGY/L00MAS) ..coiiiiiiiiiiiiiiiiiiiiciiiiies eeeteeeeee e eeeeeeeaaaaaaaaaaaaas 230
Table 34: Head CTDl (MGY/I00MAS)....ccviiiiiiiiiiiiiiiiiiiiiiiis vttt eereeaaeaaeaaaaeeaan 230
Table 35: Normalized CTDI of body phantom .......ccccociiiiiiiiiiiiiiiis e e 230
Table 36: Normalized head CTDL......cccocceiiiiiiiiiiiiiiies e eerree e 230
Table 37: CTDI air (MGY/LI00MAS) .....uiiiiiiiiiiiiiiiiiieeeeis eevvviirrrrreereaaa e e e e e eerrserrrrreeereeraeaaeas 231

Intended Use of the System & Consumer Information Page?21of412



BodyTom64 User Manual Revision04

Table 38: Mean and standard deviation of CTDI air at 120KV ........cccccviiiiiiiiiiiiies e 231
Table 39: The CT number and linearity of the different inserts in the ACR phantoms ..........cccccceeevnineeen. 232
Table 40: The NeuroLogica head and abdomen ACR scan protOCOIS......ccccccvvviviiiiiiiiies eeeeeeecveeiins 232
Table 41: The cutoffs of some of the common reconstruction kernels ..........cccoviiiiiies e, 233
Table 42: Uniformity and Mean CT Number using Water Phantom .........ccccccvvviviiiiiices civeeccciiiinnns 234
Table 43: Uniformity and Mean CT Numbers using Water Phantom..........ccoocceviiiiiiccccs e 234
Table 44: TUDE QCCUTACY ....covvviiiiieieiiiiiiiiiiiiiis ettt e e reereer e e e e e e e e e e e e e s .o 235
Table 45: Half-valu@ JaYer ........ccoooiiiiiiiiiiiiiiiiiis i e, .. 235
Table 46: Scatter measurements (XAY pl ane) ( ORa.d.l.1.0.0...MmAS) .veeeenne. 240
Table 47: Scatter measurements (YAZ pl ane) ( ORad.l.1.0.0...MAS) .ivrerrenene., 240
Table 48: The geometric efficiency of the two different collimations of the BodyTom 64  ........................ 242
Table 49: Patient Registration BUttONS ..o s eeeereee e 243
Table 50: ACQUISITION DULIONS .....ovviiiiiiiiiiiiiiiiis e eeeerre e e e s 253
Table 51: Bolus tracking parameters and to0IS .......cccccoovviiiiiiiiiiiiies e eeeeeaas 271
Table 52: CTP TOOIS. ...t et e eeeenaa 281
Table 53: Interventional Tab OPtiONS ...ccccccviiiiiiiiiiiiiiiiiiis e eeeee e 283
Table 54: IMAQge tOOIS ....cooviiiiiiiiiiiiiiiis e e aenaae 291
Table 55: Command DUIONS ... i e 293
Table 56: Store and Print QUEUE DULLONS ......cciiiiiiiiiiiiiiiiiiiiiis i e eevveraaa 299
Table 57: 2D, MPR, 3D, and CTP image tooIS.........ccccceveiiiiiiiiiiiiis e eveeeeeaens 316
Table 58: Arrow Key Navigation ........cccccccccciciiiiiiiis it eee e e e e e e s 319
Table 59: RECONSIIUCHON TO0IS ...coovciiiiiiiiiiiiiiiiiiiiis e rree e s s 336
Table 60: Universal Transfer Board weight -bearing restrictions ..........cccooviiiiiiiiiiiiies i, 343
Table 61: Workstation SpecifiCations .......ccccccoviiiiiiiiiiiies i e 349
Table 62: Symbols............cccciiiviiiinenee. 350
Table 63: Status bar icons . 365
Table 64: System State OrDS ...t s e ——————— 367
Table 65: BodyTom 64 workstation DUttONS .......ccccciiiiiiiiiiiiciics s e 368
Table 66: VIEWING T00IS ....uuuiiiiiiiiiiiiiiiiiiiiis ittt e e e e e 373
Table 67: Pendant DULIONS ......ccccvviiiiiiiiiis e e .. 378
Table 68: Sample of BodyTom 64 adult protocols and important estimates .......ccccocccveeiiiiiiieees eevves 380
Table 69: Sample of BodyTom 64 pediatric protocols and important estimates  ........ccccccceeeeeeiieninnnnn. .... 380
Table 70: The measured NOISE at 120 KV.......ccciiiiiiiiiiiiiiiiis e iree e ariree e e 388
Table 71: Error COAE liSt ....vvvviiiicciiiiiiiiiiies e e e 397
Table 72: ReVISION HISTOMY....cccooiiiiiiiiiiiiiiiiiiiiiis ettt eiiiee rerreeta e e e e e e e e e e e e e e .. 410

Intended Use of the System & Consumer Information Page22 of 412



BodyTom64 User Manual Revision04

Intended use of the system

TheBodyTom 64ystem is intended to be used forray computed

tomography applications for anatomy that can be imdgethe 85cm

aperture. The CT system is intended to be used for both pediatric and adult
imaging and as such has preset dose settings based on weight and age. The
CT images can be obtained either with or without contrast.

TheBodyTom 64ystem can be used for low dose lung screening. The
screening must be performed in compliance with the approved and
established protocols as defined by professional medical societies.

*Please refer to clinical literature, including the results of the National Lung
Screening Trial (N. Engl J Med 2011;3658%%) and subsequent literature
for further information.

BodyTom 64 Clinicalbenefit

Computed Tomography (CT) provides real time imaging of bone, soft tissue
and blood vessels that can provide detailed information to diagnose, plan
treatment for, and evaluate many conditions in adults and children.
Additionally, the detailed images providédy CT scans may eliminate the
need for exploratory surgery.

Consumerinformation
Proprietary rights

NeuroLogic®and BodyTom 6®are registered trademarkof NeuroLogica
Corporation, a subsidiary ddamsung Electronics Cbtd.,in the United
States, other countries, or botiCatphan® is a registered trademark of
Phantom Laboratoryinc. ACR Appropriateness Criteria® registered
trademark of the American College of Radiology. Image Gasiily
registered trademark ofociety for Pediatric RadiologyTeflon® is a
registered trademark of E.l. DuPont and Compahi.Quait is a trademark
of ABC Compounding CVexcidex is a trademark of Wexford Labs, Inc.,
product number Wexcidel128.
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Legal disclaimer

Thisusermanual is intended as a guide for material supplied by NeuroLogica
Corp It provides the operator with necessary information to carry out
specific procedures and maintain NeuroLogica produced equipmése this
manual in conjunction with instruction and training supplied by qualified
NeuroLogica personnel.

Any information or descriptions contained in this manualymat be
reproduced and released to any of the general public or used in conjunction
with other professional instruction without written consent BeuroLogica
Corp, USAc asubsidiary of Samsundpirect any written inquiries to the
appropriate addresfound in the sectiomContactinformationgé on page24.

Unauthorized copying of this useranualmay not only infringe copyright but
also reduce the ability of NeuroLogica Cdgpprovide accurate and uo-
date information tousers:limited and restrictecperators and
administrators

This user manual, though complete and accurate, may not provide answers to
undocumented changes or unexpected results that could occur from system
anomalies.

Contactinformation

Keep user information readily available to cont@cttstomer Servicabout
generalassistancer reporting on serious incidents (should they occur)

In the case of a serious incident or adverse event, please notify NeuroLogica
at the below contact information and establishments local competent
authorities.

To provide any comments, suggestipascorrections to this user manual,
write to andinclude chapter title and page number

NeuroLogica Corporation

Customer Service| 14 Electronics Avenue, Danvers, MA 01923 U
USA and Canada | 1-888564-8561

International 1-978564-8561

Email support@neurologica.com

If you have any questions abouwtults or errors on the system, battery or
charge issues, or mechanical issues with the scamoetact aTechnical
Representative
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If you have questions about the clinical use of your system, building protocols,
creating MPRs, imaging artifacts, creating a clinical workflow or process,
logging in or access issues, and general usage of the system, contact
CustomerService

Winckels Medical Australian Sponsor Brazilian Authorized
Devices Expertise Distributor
Europe Bergerweg 18 | Level 8/15 Talavera VR Medical
6085 AT Horn Road Importadora e
PO Box 646 Distribuidora de
TheNetherlands Produtos Médicos Ltda
North Ryde NSW 2113
+31 (0)475 582285 Te| Australia Rua Batataes, 391,

conjs. 11, 13 e 8° anda
+31 (0)475 582278 Fa| M +61 (0)412 563 016

Tel CEP: 0142B10¢ Sao
Paulo
T+61 (0)2 8114 1535
Tel CNPJ:
EC (REP 04.718.143/000494
F+61 (0)2 8114 1599
Tel Resp. Técnica: Dra.
_ Cristiane Aparecida de
Customer Service Oliveira AguirreCRFSP
1-800 060 168 21079

2862
Registro ANVISA ne°:

80102511464

Damagein transportation

Closely examinellgpackages athe time of delivery If you seedamage,
notated Rl Y I 3S A yon alkdpiedothe dréight bitleforeyou
acceptor sign fordelivery(by the facility receiving agent

Whether damage is noted immediately or concealed (noticed after delivery),
damagemustbe reported to carrieimmediatelyupon discovery, or within 14
days after receipt, and content and containers held for inspection by carrier.

Keep in nnd ¢ the transportationcompanywill not pay a claim for damage if
an inspection is not requested within the -tidy period.
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User requirements

The equipment caonlybe operated by users who have received professional
medical education and training, suchrasliologic technologistghysicians,
radiologists, and other medical specialists.

Users should betrained professionalsvho are certified to operate such
systemsbefore scanning or diagnosing patient$his trainingmustinclude
medical andk-ray education as well adNeuroLogicapplications training

Everyone that uses this equipment must read, understand, and follow all
instructions, precautions, and warnings.

Keep this user manual near the equipmeittis important to review the
procedures and safety precautions periodically.

Essential Performance

TheBodyTom 64as the following essential performance factors mitigated by
design:

1 Over Radiation protection

1 Rescan prevention

1 Stray Radiation exposure prevention

1 Diagnostic performance

About thisuser manual

Theinstructionsin thisusermanual describe how to udbe NeuroLogica
BodyTom 64omputed Tomograph{CT) system manufactured by
NeuroLogica CorpBodyTom 64 is the trade name for the CT system and
NL4100 is the device model.

Thisusermanualdoes notprovide medicaéxplanations butloes suggest
potential applications for some of the software featureghisuser manual
describes potential safety problems and how to avoid them.

Anyone who operates this system should have received traiméfigre
attempting to scan or diagnose patients, to include medical arayx
education,as well asNeuroLogica applications training.

This manual is made available in electronic format to the customer as part of
each product delivery.

Forelectronic manuals, please go to: Forms.samsungneurologica.com
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/| £tA01 2y a52¢gyf2FrRa¢ FyR OK22aS a/ ¢ al
number of your product and a password. The password can be provided from
Field Service.

Translation of this manual is available for any country that does not allow for
English labeling. Please reach out to NeuroLogica directly if translation is
required.

ldentified symbolsand system classifications

The specifications and details of this user manual may chemnigeprove the
product or to enhance its performance.

Throughout thisuser manuala yellow triangle with a black border and
exclamation point is used to draw attention to those conditions or situations
that fit one or more of the following criteriavhich are definitiongrom ANSI
Z535.5

DANGER Indicates a hazardous situatiomhich if not avoideadwill
result in death or serious injury.

WARNING Indicates a hazardous situatipmhichif not avoidedcould
result in death or serious injury.

CAUTION Indicates a hazardous situatiomwhichif not avoidedcould
result in minor or moderate injury.

> B B

Conventions used in thisiser manual

Tablel: Conventions used in this user manual
To perform a string of commands, this user
manual will present them as follows:

Commandg to Customize > System

perform actions ) _ ) )
ThismeansclickCustomizeand then click

System

When content refers to commandajindows,
screensdialog boxespopups, tabs, buttons,
Bold options keyboard keysstatusesand modes,
these itemsappear inbold for faster
identification, especiallyn a procedure
Identifiesa word that is emphasized for your,
attention.

Italic
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Convention Use

Numbered steps

Numbered paragraphs represent sequentia
steps that require you to take the actiom

the sequenceprovided( unless otherwise
instructed.

Procedures that are numerical mean that th
sequence is important to follow. You may
perform some procedures out of the
recommendedsequence; however, the
results may vary.

Note

The appearance of a note is as such:

Note Indicates additional information to
help you operate this product

Hyperlink (an
electronic cross
reference

A cross reference appears in the electronic
(.pdf) user manual as a hyperlinKo retrieve
an electronic copy of this user manual (in
.pdf), clickHelp > Usr Manualfrom the
workstation.

Ahyperlinkis a quick way to go to another
area of the user manual with a simple click.
| @ LISNI Ayl a | WwidSlarNho 7
the types of useis 2 Y 94.Jn &iS case,
hover the mouse pointer over thgray
hyperlink text. Holdthe Ctrl key on your
keyboardand click the mouse buttonAfter
you click the hyperlink, the hyperlink takes
you to the referenced area in the user
manual.

Click vsight-click

In this user manual, click means to press th
left mouse button. This user manual never
al aO0MWAO1T Q a AG A&
traditional way to click; however, it does poi

out when toright click the mouse button.

' VRSNAEGI YRAY3 GKS dzasS 27F Geé2dz

Unless specifically noted, the impliégoug, in this user manuals the

useroperator. It is assumed users/operatoese certified and medically

trained persomel, qualified to use these systems

The followingdentifies those actions each user is permitted to perform:

Administrator

Full accest the systemand its configuratioa
Can create protocold)serL 5 énd passwords,
as well as access alinctions of the system.

User Requirements
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Modified accesso the system.Users with
Limited accessan modify protocols during
scanningout cannot create and save protocols
has no access to system configurason

Users with Restricted access can scan with th
system butare unable to make any changes to
protocol parameters while scanning, they also
haveno access to system configuraten

Limited operator

Restricted operator

Active and inactive objects

When amenu command, optiorutton, tab, field,is gray, the item isnot
activeor enabled. Whenanitem is gray, it can mearadditionalor required
tasksmust becompletedfirst or you do not hav@ermissionto access that
option. An active menu command, option, button, tab, and field mepms
canuse the item to perform an action. Active items @reenand/or
highlighted
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Chapter 1 | 2 YL ANIYWROS WE B dzR NSYSy ( a

It is important that youare aware of and familiar with compliance and safety
requirements to ensure you, the patient, and the systems are sa#dl at
times.

|IECclassificationand symbols

R In accordance with International Safety Standard IEC 6060t
BodyTom 64T scannes classified as Typedjuipment Classl
equipment internallypowered equipmentandcontinuous
connection to thesupply mainsn standby state and for specified
loading.

Type Bequipmentprovides an adequate degree of protection against shock,

regarding

1 Allowable leakage current.

1 Reliability of the protective earth connection.

1 (In accordance with the International Safety Standard IEC 6QjGhe
manufacturer is not responsible for any consequences caused by the
unauthorized modification of this equipment.

1 Earthleakagecurrent.

A WARNING Euipment isnot suitable for use in the presence of a
flammableanestheticmixture with air or with oxygen or
nitrous oxide.

A WARNING Equipmentisnot suitable for use with oxygen or oxygen
enriched atmospheres.

BodyTom 64omputer Tomography systems comply with Clasgpe B
equipment as defined in IEC 6060Xktandard.

Mode of operationis a ontinuous connection to the supply mains in standby
state and for specified loading conditions.

TheBodyTom 64T scannes patient-environment equipment.

Table2: Applicablesymbols

Symbol Description

NS Alternatingcurrent

@ Protectiveearth (ground
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Symbol

‘ Description

Furctional Earth

Caution: consulaccompanying documents

Caution: risk otelectrical shock

Electrostatic sensitive devices

Type Bequipment

X-raywarning

1D B> > b B B G-

-
[ ]
-

X-ray sourceassemblyemitting

Nortrionizing radiation

> B>

Warning:laser in use

AN

LASER RADIATION
DO NOT STARE INTO BEAM
CLASS 2 LASER PRODUCT

Warning: Laser Radiation Do Not Stemte Beam
Class 2 Laser Product

Max Power Output. 1mW

Wavelength. 650nm
Complies with IEC 60825-1.2014, 3rd ed (2014-05)
50-03815.00118v00

Laser Output and Standards Information Label

Complies with 21 CFR 1040.10 and
M" except for conformance with IEC
-1 Ed. 3., as described in Laser
0. 56, dated May l. 2019.

Warning: FDA Laser Information

Warning:high temperature

Emergency switch

Crushwarning

Foot/toe crush warning when lowering machine

Systemup

Chapter 1

Compliance and Safety Requirements
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Symbol Description

v

Systemdown

"1 e
(L]
"

e

-1

[

Temperature limits

Keep away from rain for packaging

Humidity limit for packaging

Warning: battery charging

Fuse usage

Refer toinstructionin usermanualbooklet

Medical Device Symbol

Legal Manufacturer Symbol

Intertek ETI(Edison Testing Laboratories) Mark

EC [REP European Authorized Representative Symbol
c € CE Mark or Conformité Européenne ; number
2862 below CE represent Notified Body number

unless safe exposure factors and operating instructions are

: WARNINGT hisx-ray unit may be dangerous to patient and operatc

observed.
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Environmental specifications

A CAUTION The specified environment must be constantly maintairé
hours a day, seven days a week.

Table3: Operatingenvironment

Ambienttemperature 15° C to 35° C (59°F to 95° F)
Relativehumidity 20% to 8% (noncondensing)
Altitude 0-3048m (0-10,000 ft)
Temperature -25° C to 70° C-{3° F to 158° F)
Relativehumidity 20% to 85% (nowondensing)
Temperature -20° C to 60° C-4° F to 140° F)
Relative humidity 20% to 85% (nowondensing)

Powering system |
Time period prior to

: 24 hours
powering the system
Floor | |
Flatness <+/10.120in. (3mm) per 10f(3.048m)

Recommended minimum

10ft. x 15ft. (3.048m x 4.572m)
sCan area

Note For good image quality, the recommended practice is to
keep the system free from vibration and to maintain the
flatness specification noted.

If the system is in a facility outside the noted operating temperature, it is
recommended to allow the noted time for the system to acclimate to the
environment.

Table4: System operating parameters and specifications

100-120V~+10% 208-240V~ +10%

Voltage range Nominal voltage for U.S. 120, 240

Circuit protection 20amps 30 amps
NEMA 520R NEMA 630R
Outline of outlet:

Facility outlet
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> B> bbb bPk

Frequency 50 or 60Hz 50 or 60Hz
Batterycapacity Fully charged, 12 hours typical
Typical usage 110120V~ 60Hz 230-240V~ 50Hz
- 125V, 2 pole, 3 wire | 250V, 2 pole, 3 wire
Wiring . :
grounding grounding

al Ay L3 ¢ SNJ
apparent resistance
Heat dissipation

(when system is not 55kW
idle)

0.1 K

Considerations when preparing gantry for use

CAUTION Check for obstructions before moving and system setup.

CAUTION Monitor scanner motion to prevent collision with surroundit
environment and foreign objects.

CAUTION Presghe red EMERGENCY STi@Ron immediately in case
of abnormal or unexpected motion.

WARNING Verify scanner is on iteentipedegfully down position) prior
to positioning patient at scanner entrance.

WARNING Make sure all extremities are not undecanner while
lowering or raising it.

WARNING In the case of a single pendant failure, the additional pend.
is available for use to prevent loss of system function.

WARNING Always keep patient in viewEnsure that the patient can be
seen when the operator is near tlsgamer control panel and
EMERGENCY ST@®on. Never leave patient unattended
when the patient is in the gantry.

w NeurolLogica advises complying with local regulations and/or site
recommendations as specifiday the facility physicist or certified
representative for the following:

Chapter 1 Compliance and Safety Requirements Page34o0f412



BodyTom64 User Manual Revision04

1 Use mobile xay protectiveshielding devicesTechnologistshould be at
the correct location and consider wearing personal radiation protective
equipment.

1 A radiation safety plan in the working area boundaries, to optionally
include as needed, mobileray protective shielding devices. Otherwise
assign a largeworking area to avoid radiation to the public. Effective
dose for people outside the working area should be less than 0.25mSv
annually (equals to 5 uSv weekly). Hiekerma rate 0.3 meters away
from the working areavill be smaller than 2.5 uGy/hHave monitoring
and personal dose management for occupational exposure and related
public health cee personnel.

1 There should be a working plan before scanning. The plan should include
CT condition, time, location, wking area, scanning plan, and sdiearing
method; dearly state the responsibilities of working, protecti@nd
management personnel. Keep a good record of the whole process.

1 Restrict the working control and monitor area. Place obvious warning signs
at the controtarea boundaries to prevent unauthorized personnel from
entering. Installation of a working status indication light is recommended.

1 In accordance witlthe safety plan, selmonitor during the scanning
process. A certified radiation representative should monitor the working
area and take measurements immediately if abnormal circumstances are
detected. Additionally, this should be reported to the local emwinental
administrative and health departments. There should be a public notice
at the working area, to include the nature of work, time, location, control
area, name of the working department, person in charge of the project,
contact telephone number, radiation report telephone number.

Site specification

Table5: System operating parameters

Operating voltage 100240 VAC~
Operating frequency 50Hz60Hz
Apparent resistance of supply mains at

120VAC 0.3ohms
Operating current at 120VAC 13 amps
Heat dissipation 1672 watts
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A CAUTION For domestic purposes, scanner can be powered using eith
120V-~or 240V~.1fthea O YY SNJ Aa dzaAy 3
circuit must be capable of providing 2thps (single phase)f
theda OF YYSNJ Ada dzaAy3a wnnzxdsx
capable of providing 3@mps (single phase)f other devices
I NE O2yySOGSR G2 GKS alysS |
may trip and, therefore, preverihe scanner from being ready
when needed.

Table6: Battery operating parameters
Operating voltage 480 to 585 VDC
Output currentpeak) 100amps

Site specificationfor enclosed CT room

Table7: Site specification
Receiving area Secured

Near availability of a trash receptacle for
dunnage

12ft. x 15t. room with a finished level floor
recommended the room be well lit

Packing material and wast

Room dimensions for use

Power availability 120VAC20amp wall outlets (2x)
Floor flatness <+0.120in. 8Bmm) per 1(t.
Floor strength Site must be able to support product weig

Note Not all beds are compatiblevith this system. Please
contact Customer Servicdor assistance

w NeurolLogica advises complying with local regulations and/or site
recommendations as specified by tfeility physicist or certified
representative for the following:

1 There should be enough space inside the CT room. The area should not be
less than 30 Any side should not be less than 4m. Leaving any
unnecessary items inside the room is prohibited.

1 Carpet and soft material cannot be used on the floor. There should not be
obstacles on the floorEnsure flat surface area no less tharft12 15ft.
level degree <+3mm per 10ft.

1 Appropriate protection measures should be taken totpat staff and to
ensure annuatloserate isless than 0.25mSv (equals to 5 w&ekly).
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Hazardous substances

Table8: Hazardousubstances

Substance/material @Weight/system

Lead 7.69 kg (17.0lbs.)
Cadmium 0.036kg(0.079Ibs.)
Mercury Okg (Olbs.)
Hexavalent chromium Okg (Olbs.)
PolyBrominated Biphenyls (PBB) <0.46kg (1Ib.)
PolyBrominated Diphenyl Ethers (PBDE) <0.46kg (1Ib.)

Part numbers andproduct-marking plates

Table9: Coresystemcomponentpart numbers and producimarking plate locations
Productmarking plate
locations

Near the main input plug or or
0-NL4100-000 | the side of the systemSee
10-003450001 | Figurel: Productmarking
plate on scanerbelow.

Component Part number

BodyTom 64antry

BodyTom 64 40-00157#000 | On the back of the
workstation workstation.
QA phantom 10-00268001 | On the back of the phantom.

Note The applicable components making up tBedyTom 64CT
scannerisA RSYGAFASR gA0GK (GKS yIFYSLI LG
product complies with radiation performance standards,
21 CFRuUb-OK I LJG SN Wd ¢

NeurolLogicaCorporation  Asubsidiary of Samsung Electronics Co., Ltd

Manufacturer Model: NL4100

NeuroLogica Corporation Model Name: BodyTom 64>

14 Electronics Avenue Product Type: Computed

Danvers, MA 01923 Tomography

UsA Serial No: 77772

Manufacture Date: YYYY-MM-DD ‘éuﬂage 100-120/208-240V~
Onl urrent: 20/30 A
(01) 0815411020533

Frequency: 50/60 Hz
g (mmion
Medical Devices Expertise Mode of operation:
Europe BV. Bergerweg 18 Continuous connection This equipment complies
6085 AT Horn to the supply mains in standby with radiation

cssren n performance
The Netherlands = state and for specified loading standards 21CFR sub-chapter J

AL COm

Figurel: Productmarking plate on scarer
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Tablel0: Coresystemcomponentdimensions

Component / mode Size LxW x H Weight
Scan 256.5cm X 1G¢_fcm X 1_99cm
101in. x 4lin. x Bin.
BodyTom Transport 256.5cm x 1@cm x 205.7cm 3510Ibs.
64 NL4100 101in. x 4lin. x 81in. 1592 kg
Bore 859m
33in.

27 in (68.5 cm)

79in (199 cm) - Scan Mode
81in (205.7 cm) - Transport Mode

34in (86.4 cm)

101in (256.5 cm) 41in (104 cm)

Figure2: Scanner dimensioriscludngdrive bar

Tablell: Workstationdimensions

Component dze (inches) Sze(centimeterg  Weight Weight
LXxWxH LXxWxH (Ibs) (kg)

BodyTom 64

Workstation 26.3x24.4%¥9.8| 66.8x620x2027 207 94

Cart

Class 1 Type Bedicaldevices

This equipment generas, uses, and can radiate radrequency energy The
equipment may cause radiivequency interference to other medical and non
medical devices and to radio communicatiod® provide reasonable
protection against such interference, this product complies with emission
limits for Class inedical deviceas stated in EN 60661L2.
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However, there is no guarantee that interference will not occur in a particular

installation If this equipment is found to cause interference (whoembe

determined by switching the equipment andoff), the user should attempt

to correct the problem using one or more of the following measures:

1 Reorient or relocate the affected device(s)

1 Increase the separating space between the equipment and the affected
device

1 Power the equipment from a source different from that of the affected
device

1 Consult the point of purchase or the service representative for further
suggestions

NeuroLogica Corjis not responsible for any interference caused either by

the use of interconnect cables other than those recommended or by

unauthorized changes or modifications to this equipmedhauthorized
OKIFy3Sa 2NJ Y2RAFTAOIGAZ2ya O2dZ R @2AR 0
equipment.

To comply with the regulations applicable to an electromagnetic interface for

aGroup 1 Class Aedical devicenote the following:

1 Allinterconnect cables to peripheral devigesist beshielded and
properly grounded

1 Use of cables not properly shielded and grounded may result in the
equipment causing radirequency interference in violation of the
European UnioQ ledical Device Directive and FCC regulations.

A CAUTION Ensure there is no potentially detrimental
AYGSNI OGAaAz2zy 2F aeaidsSye
activeandimplantable medical devices and/or
body-worn andactive medical devices.

A CAUTION Do not useadevices that intrinsically transmit radic
waves, such agcellular phone, radio transceiver,
mobile radio transmitter, radiecontrolled toy, and
so on. Use ofthesedevices near this equipment
could cause this equipment to malfunctioKeep
power of these devices turned off when near this
equipment. Medical staff in charge of this
equipment is required to instrudechnologists
patients, and other people who may be around
this equipment to fully comply with the above
regulation.

1 Medical staff in charge of this equipmesute required to instruct
technologists patients and other people who may be around this
equipment to fully comply with the above regulati®n
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Focal spot

Nominal size is+1.2 x 1.4mm
Size limit is=1.2 to 1.7mm width and ~1.4 to 1.9mm length.

Testing standard for reference is as follows:
1 IEC 60336:2005

Focal spot centering is within 1mm of center of bolt pattetdaximum
motion due to gravity in X, Y, and Z axis is 0.1mm.

Maximum motion from anode rotation is 0.1mm.

Maximum motion from anode heating in X axis is 0.1ni@aximum motion
from anode heating iZaxis is 0.3mm.

Anode input power

The maximum anode cooling rate is 8,750W (12,250 HU/sec).
The maximum anode heat dissipation is 3,400W (4,760 HU/sec).

The nominal anode input power is 42kW

Continuous anode input power when applied at the nomirahy, tube-
voltage is 150kV, 23mA.

Filtration

Tablel?2: Filtration
Tube Voltage (kV) 100 120 140

Half-value layer(aluminum
equivalent)

Filters consist of 0.001. [0.036mm] of copper and 0.08& [2.18mm] of
aluminum, along with a variable thickness bowtie filleade fromTeflor®

6mm 7mm 8mm

XNI &8 G(GdzoSQa Gz2al € FAf fionmofediyaledt T
aluminum.

Source toDetector distance (SID)

The Sivalue is1041.9nm.
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Compliance statement

Note All editions and years of revisions for standards noted in

this chapter are static as dRevision00.

TheBodyTom 64ystemcomplieswith the regulatory requirements of the
following:

il

AAMI ES60601 Issue2005 Version MedicalHectricalEguipment, Part
1: GeneraRequirements forBasicSafety andEssentialPerformance;
Amendment No2: 2010/05/3Q

CAN/CSAC22.2 No. 601:M90(R2005) Issued: 2003/11/01 Medical
Electrical Equipmerg Part 1: General Requirements for Safety; General
Instruction No. 1: 1990, Supplement 1: 1994, Amendment 2: 1998,
General Instruction No. 2: 2003

CENELEC EN 60802nd Edition, Medical Electrical Equipmemtart 1:
Gereral Requirements for Safetyyaludes Amendment A1:1993 and
A2:1995

CENELEC EN 604603rd Edition, Medical Electrical Equipmeiitart 1:
General Requirements for Safety.

CSA C22.2#60641lssued2008/02/01 EA Medical Electrical Equipment
- Part 1. GenerdRequirements forBasicSafety andEssentiaPerformance
IEC 60601 Issued2005/01/01 EAB Medical Electrical Equipment Part 1:
General Requirements f@asicSafety andEssentialPerformance.

IEC 60601-1 (2000) 2nd Edition: Medical Electrical Equipment, Part 1:
General Requirements for Safet¢ollateral Standard: Safety
Requirements for Medical Electrical Systems

IEC 60601-2:2014 Ed4.0 Medical Electrical EquipmeRart £2: General
Requirements for Basic Safety and Essential Performa@o#ateral
Standard: Electromagnetic Disturbances

IEC 60601-3 (2008), Medical Electrical Equipméittion 1:3: General
Requirements forSafety. Collateral3andard: GeneraRequirements for
RadiationProtection in diagnostic<ray Equipment

IEC 606011-4 (2005), 3rddition ConsolidatedEdition, Medical Electrical
Equipment Part 4: General Requirements for SafetZollateral
Standard: Programmable Etacal Medical Systems.

IEC 60601-6 Issued2008/12/08 EXR2 Medical Electrical EquipmenPart
1-6: General Requirements f&afety. Collateral standard: Usability.

IEC 6060:2-28 (1993) Medical Electrical Equipment, Part 2: Particular
Requirements for the Safety dfray Source Assemblies anday Tube
Assemblies for Medical Diagnasis

IEC 60602-32 (1994) Part-32, Particular Requirements for Safety
sections 2.32 Specification for Associated Equipmeitraly Equipment
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1 |EC 60602-44 (2009) Medical Electrical EquipmeRart 244: Particular
Requirements for theSafety of Xray Equipment for Computed
Tomography

1 IEC 60828.:2007 Safety of Laser Produefart 1: Equipment
Classification, and Requirements 2nd Ed.

1 International Electrotechnical Commission (IEC) InternatiSaadards
Organization, when applicable

1 Intertek Testing Service (ITS), adependent testing laboratory

1 Medical Device Good Manufacturing Practice Manual issued by the FDA
(Food and Drug Administrian). Department of Health, USA

1 NeuroLogica Corporation is ISO 134832and MDSAPertified.

EMI/EMC terms

Electromagnetic Compatibility

ElectromagnetidCompatibility (EMQ is the branch oélectrical sciences that
studies the unintentional generation, propagation, and reception of
electromagnetic energy with reference to the unwanted effects
(Electromagnetidnterference(EMI) that such energy may induc&he goal

of EMC is the correct operation, in the same electromagnetic environment, of
different equipment, which use electromagnetic phenomena and the
avoidance of any interference effects.

Toachieve this, EMC pursues two different kinds of isslgsrission issues

are related to the unwanted generation of electromagnetic energy, to the
countermeasures that should be takémreduce such generatig@and to

avoid the escape of any remaining energies into the external environment
Susceptibility or immunity issues, in contrast, refer to the correct operation of
electrical equipment in the presence of unplanned electromagnetic
disturbances.

Interference, or noise, mitigatigmnd henceEMCis achieved by addressing
both emission and susceptibility issues, that is., quieting the sources of
interference, making the coupling path between source and victim less
efficient, and making the potential victim systems less vulnerable.
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Electromagnetic InterferencdEMI)

Electromagneticrterference (EMI), also calledRadio Frequencylnterference
(RF) is an unwanted disturbance that affects an electrical circuit due to
electromagnetic radiation emitted from an external sourdhe disturbance
may interrupt, obstruct, or otherwise degrade or limit the effective
performance of the circuitThe source may be any object, artificial or natural,
that carriesrapidly changinglectrical currents, such as an electrical circuit,
the sun, or the northern lights.

Susceptibility

Susceptibility is the capability of an electronic system to respond to unwanted
electrical energy.

EMI/EMC compliance

This equipment complies with IEC 60632 EMC standard for medical
devices.

TheBodyTom 64ystemis suitable to be used in an electromagnetic
environment, as per the limits and recommendations described in the tables
hereafter:

1 Emission Compliance lewaatdlimits (seeTablel4).

Note This system complies witthe abovementioned EMC
standard when used with supplied cables. If different
cable lengths are required, contact a qualified service
representative for advice.

Tablel3: Acronymsand abbreviations

Acronyrnqnd Definition

abbreviation

AEC Automatic Exposure Control

CBF Cerebral Blood Flow

CBV Cerebral Blood Volume

CT Computed Tomography

CTA CTAngiography

CTP CT Perfusion

CTDloi Volume Computed Tomography Dose Index
CTDJ Weighted average ComputétbmographyDose Index
DICOM Digital Imaging Communication in Medicine
DLP Dose Length Product (DLP)

DHCP Dynamic Host Control Protocol
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A

A
A

Definition

EMC Electromagneti€ompatibility

EMI Electromagnetic Interference

FOV Field Of View

HIS Hospital Information System

HU Hounsfield Unit

IBC Iterative Bone Correction

MAR Metal Artifact Reduction

MIP Maximum Intensity Projection

MPPS Modality PerformedProcedure Step
Multi-Planar Reformabn, sometimes referred to as

MPR : .
Multi-Planar Reconstruction

MTT Mean Transit Time

PACS Picture, Archiving, and Communication System

QA Quality Assurance

RIS Radiology Information System

RSO Radiation Safet@fficer

RFI Radio Frequency Interference

SCP Service Class Provider

SCuU Service Class User

WARNING Medical electrical equipment needspecial precautions

CAUTION

CAUTION

regarding EM@nd needs to be installed and put into servic
according to EMC information provided in accompanying
documents

Portable andnobile RF communications equipment can
affect medical electrical equipment.

Do not use or stack thequipment or system with other
equipment and if adjacent or stacked use is necessary, the
equipment or system should be observed to verify normal
operation in the configuration in which it will be used.

Note The EMC tables and other guidelines included in this user
manual provide information to the user essential in
determining the suitability of the equipment or system for
the electromagnetic environment of use, and in managing
the electromagnetic environmenof use; to permit the
equipment or system to perform its intended use without
disturbing other equipment and systems or nanedical
electrical equipment.
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Note The EMISSIONS characteristics of this equipment make it
suitable for use in industrial areas and hospitals (CISPR 11
class A). If it is used in a residential environment (for
which CISPR 11 class B is normally required) this
equipment might not offer adequate protection to radio
frequency communication services. The user might need to
take mitigation measures, such as relocatingrer
orienting the equipment.

Tablel4: Emissiordeclaration forBodyTom 64ystens

BodyTom 64ystem is intended for use in electromagnetic environment specified beld

The user of thdodyTom 64ystem should assure that it is used in such an environme
Emissions test \ Compliance Electromagnetic environment guid

BodyTom 64ystems use RF energy only

for internal function. Therefore, RF

RF emissions CISPR 11 | Group 1 emissions are very low and are not likely
cause anynterference in nearby electroniy
equipment.

Class A BodyTom 64ystems are predominantly

RF emissions CISPR 11 intended for use in nomwlomestic

environments, and not directly connecteo
Class A to the Public Mains NetworkBodyTom 64
systems are predominantly iehded for
use (for examplen hospitals) with an
Complies appropriate power supply (see operation
manual) and recommended shielding for
portable use.

Harmonic emissions,
IEC 61003-2

Voltage
fluctuations/flicker
emissions, IEC 61033

Tablel5: EMC Immunitgleclaration forBodyTom 64ystems
BodyTom 64ystems are intended for use in the electromagnetic environment specif
below. The customer or user of @odyTom 64ystem should assure that it is used in
such an environment.

IEC 606041-

2

test level

Compliance Electromagnetic
level environment guidance

Immunity

test

Floors should be wood, concrett
Electrostatic +BkVcontact +8kV contact or ceramic tile.If floors are
?Elsgrgirgg@fEZSD £2KV, +4KV. £2KV, +4KV. colvcta.redhwnh. (;s,.)t/nthhetlcl (;n;ter![al,
) +8KkV, 15KV air | +8KkV, 15kV aif | auve humidity should be a
least 30%.
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BodyTom 64ystems are intended for use in the electromagnetic environment specif
below. The customer or user of @odyTom 64ystem should assure that it is used in
such an environment.

. IEC 606041- . .

Immunity > Compliance Electromagnetic
test level environment guidance

test level

+2kV for power | +£2kV for
Electrical fast supply lines power supply | Mains power quality should be
transient/burst | +£1kV for lines £kV for | that of a typical commercial or
IEC 6100@-4 input/output input/output hospital environment.

lines lines

+1kV lineline +1kV lineline | Mains power quality should be
Surge IEC . . . )

+2kV line + &V line that of a typical commercial or
610004-5 . :

ground ground hospital environment.

0% UT; 0.8ycle | 0% UT; 0.5

At 0°, 45°, 90°, | cycle At 0°,
Voltage dips 135°, 180°, 45°,90°, 135°,| Mains power quality should be
shortg PS, 225°,270° and | 180°, 225°, that of a typical commercial or
. , 315° 270° and 315° | hospital environment.If the user
interruptions, :
and voltage of aBodyTom 64ystem requires

. 0% UTlcycle | 0% UTLcycle | continued operation during
variations on . ) -
ower supply power interruptions, it is

b . 70% UT; 280 | 70% UT,; 280 | recommended that thaBodyTom
input lines IEC .

cycles cycles 64 system be powered from its
610004-11 . !

internal batteries.
0% UT; 25300 | 0% UT,;
cycles 250/300 cycles
. IEC 60601-2 Compliance Electromagnetic environment

Immunity test .

Test Level level guidance.
Power Powerfrequency magnetidields
frequency (50/_ 30 A/m, 50Hz | 30 A/m. 50Hz should _be aievel.s cr_laracterlstlc
60Hz) magnetic or 60Hz or 60Hy of a typical location in a typical
field IEC 61000 commercial or hospital
4-8 environment.
Clause 8.10 Tablel7 PerTablel7 IEC 60601-2:2014
Clause 8.11 Tablel8 PerTablel8 IEC 60601-2 ed4.1:2020
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BodyTom 64ystems are intended for use in the electromagnetic environment specif
below. The customer or user of @odyTom 64ystem should assure that it is used in
such an environment.

. IEC 606041- . .
Immunity > Compliance Electromagnetic
test level environment guidance
test level
Portable and mobile RF
communications equipment
3 Vrmsl150kHz should be used no closer to any
to 80MHz 3 Vrms part ofthe BodyTom 64ystem,
Conducted RF 6 VrmsinISM | 6 Vrms including cables, than .
IEC 61000-6 band 150kHz tg 80% AM at recommended separation
80MHz 1kHz distance calculated from the
80% AM at eguation appropriate for
1kHz transmitter frequency.
Recommended separation
distance: Seéablel6.
Radiated RF IE( Interference may occur in vicinit
61000 4-3 ?o\;r?él—?zc}MHz E1=3v/m | of equipment ma.rked with the
(alternative ’ 80% AM at | following symbol:
_ 80% AM at \
method: IEC 1kHz 1kHz {Ii{iﬂ‘,
610004-21)
Note: The wireless receiver operates within the following bands.

2.412 to 2.462 GHz (11 channels)

5.180 to 5.240 GHz (4 channels)

5.260 to 5.320 GHz (dhannels)

5.500 to 5.700 GHz (8 channels, excluding 5.600 to 5.640 GHz)
5.745 to 5.825 GHz (5 channels)

The preferred frequency band is 5.189 to 5.240 GHz at 40MHz
bandwidth.

The wireless transmitter operates within the following frequency
bands and power

802.11b:

Typ. 26x1.5 dBm @ 1 Mbps, Typ. 26x1.5 dBm @ 2 Mbps

Typ. 26x1.5 dBm @ 5.5 Mbps, Typ. 25£1.5dBm @ 11 Mbps
802.11q:

Typ. 23£1.5dBm @ 6 to 24 Mbps, Typ. 22+1.5 dBm @ 36 Mbps
Typ. 20£1.5 dBm @ 48 Mbps, Typ. 19£1.5 dBm @ 54 Mbps
802.11n (2.4 GHz):

Typ. 23£1.5 dBm @ MCS0/8 20 MHz,
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Typ. 18+1.5 dBm @ MCS7/15 20 MHz

Typ. 23£1.5 dBm @ MCSO0/8 40 MHz,

Typ. 17£1.5 dBm @ MCS7/15 40 MHz

802.11a:

Typ. 23£1.5 dBm @ 6 to 24 Mbps, Typ. 21+1.5 dBm @ 36 Mbps
Typ. 20£1.5 dBm @ 48 Mbps,Typ. 18+1.5 dBm @ 54 Mbps
802.11n (5 GHz):

Typ. 2321.5 dBm @ MOS8 20 MHz,

Typ. 18+1.5 dBm @ MCS7/15 20 MHz

Typ. 23£1.5 dBm @ MCSO0/8 40 MHz,

Typ. 18+1.5 dBm @ MCS7/15 40 MHz

The device includes 4 dBi gain antennas

Countermeasures against EMC related issues

Generally, it is very difficult to grapple with issues related to ENI@ay take
avariable amount of timend cost to identify issues causing interference.

General countermeasures of electromagnetic interference with other

equipment:

1 Electromagnetic interference may be alleviated by positioning other
equipment far fronthe system.

1 Electromagnetic interference may be mitigated by changing relative
location (installation angle) between system and other equipment

1 Electromagnetic interference may be eased by changing wiring locations
of power/signal cables of other equipment.

1 Electromagnetic influence may be reduced by altethmgpower-supply
path of other equipment.

1 Electromagnetic environment specifieseg Tablel5on pagels).
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Tablel6: Recommendedeparationdistances
Recommended separation distances between portable and
mobile RF communications equipment amltle BodyTom 64
system

BodyTom 64ystemisintended for use in an electromagnetic environmen|
in which radiated RF disturbances are contrall@the user othe BodyTom
64 system can help prevent electromagnetic interference by maintaining
minimum distance between portable and mobile RF communications
equipment (transmitters) and thBodyTom 64ystem as recommended
below, according to the maximum output power of the communications
equipment.

Rated 150kHz to 80MHz to 800MHz to
IS 80MHz 800MHz 2,5GHz
output Power _ _ .
(P) if Separation Separation Separation
transmitter distance distance distance
Watts (W) meters meterst meters?
0.01 A2 A2 .23
0.1 .38 .38 73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the
separation distancés estimated using the equation in the corresponding
column, where P is the maximum output power rating of the transmitters
Watts (W) according to théransmitter manufacturer.

Note At 80MHz and 800MHz, separation distance for higher
frequency range applies.

Note These guidelines may not apply in all situations
Electromagneitc propagation is affected by absorption
and reflection fromstructures, objects, and people

1 Separation distance according to frequency of transmitter (m)
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Tablel7: Test specifications for ENCLOSURE PORT IMMUNITY to RF wireless communications

equipment
Test LD Distance !I_n;glunlty
Frequency Band?®  Service? Modulation®  Power
MHZ) (W) (m) Level
(V/m)
Pulse
385 33%% Tetra 400 | Modulation® |4 g 0.3 27
18Hz
FM©)
GMRS
430- 460, +5kHz
450 470 deviation 2 0.3 9
FRS 460
1 kHz sine
710 Pulse
704- LTE Band| Modulation?
745 787 13,17 0.2 0.3 9
780 217Hz
810 GSM
800/900
870
TETRA
800, Pulse
800- | ipEN 820 Modulation® 2 0.3 28
960
930 CMDA 18Hz
850,
LTE Band
5
1720 GSM
1800;
1845 Pulse
1700 CMDA Modulation
1990 1900; 2 0-3 28
217Hz
1900;
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Immunity
Test JED: Distance Test
Frequency Band?®  Service? Modulation®  Power
(MH2) (W) (m) Level
(V/m)
DECT;
LTE Band
1' 3! 4!
25; UMTS
Bluetooth,
WLAN,
802.11 Pulse
2400 b/g/n, Modulation 2
2450 2570 2 0.3 28
RFID 217Hz
2450,
LTE Band
7
5240
Pulse
WLAN :
5500 °100- 1 g5 11 | Modulation® | 45 0.3 9
5800 /
ain 217Hz
5785

Tablel8: Test specifications for ENCLOSURE PORT IMMUNIoXirtdty magnetic fields
Test Frequency Immunity Test

(MHz) Modulation Level &/m)
134.2 kHz Pulse modulation 2.1 kH] 65
13.56 MHz Pulse modulation 50 kHZ 7.5
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Use recommendations

This prodet complies with IEC 606612 standard for medical devices and
with radio frequency emission requirements per CISPR11 Grdlipss A
standard limits TheBodyTom 64ystem igoredominantly intended for use in
hospitals.

Do not use devicethat intentionally transmit RBignalgcellular phones
transceiversor radio-controlledproductg in the vicinity of this equipment as
it may cause performance outside the published specificatidteep the
power to these types of devices turnedf when near this equipment.

Adhering to the distance separation (recommended @#blel6on page49)
between 150kHand2.5GHz, will reduce disturbances recorded at the image
level, but may not eliminate all disturbangd®wever, when installed and
operated as specified herein, the system will maintain its essential
performance by continuing to safely acquire controlleatliological x-ray
exposures in a mobile radiography environmeRbr example, a 1W mobile
phone (800MHz to 2.5GHz carrier frequenisyjut 2.3 meters apart fronthe
BodyTom 64ystem {0 avoid image interference risks).

The use of accessories, transducers, and cabtasr than those specified
may result in degradecatlectromagnetic compatibilitpf the BodyTom 64
system.

The medical staff in charge of this equipment is required to instruct
technologists patients, and other people who may be around this equipment
to comply fully with the above equipment requirements.

Installation recommendations

This system complies with aboweentioned EMC standard when used with
supplied cablesTominimize interference risks, the following requirements

apply.
Cableshielding and grounding

All interconnect cables to peripheral devices must be shielded and properly
grounded Use of cables not properly shielded and grounded may result in
the equipment causing radifsequency interference.
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Adjacentcomponentsand equipment

BodyTom 64ystem should not be used adjacent to or stacked with other
equipment; if adjacent or stacked use is hecessiéiyBodyTom 64ystem
should be tested and verified tmake surenormal operation in the
configuration in which itsused ConsultNeuroLogica and Facilifyechnical
Supportstaff regarding device/system configurations.

Staticmagneticfield limits

Toavoid interference onhe BodyTom 64ystem, statiefield limits from the
surrounding environment are specifiedhe satic field is specifiedsless
than <1 Gauss around the unit.

Electrostaticdischargeenvironment and recommendations

1 Toreduce electrostatia@ischarge interference, install a chardessipative
floor-material to avoid electrostatic chargauildup.

1 The relative humiditynust beat least 30 percent.

1 The dissipative materi@hustbe connected to the system ground
reference.

Facility ITNETWORK

TheBodyTom 64ystem utilizes the FNETWORK for thmustomer(as
applicable) to communicate with the modality worklist and for supplemental,
imagestorage spaceAs part of the installation, the applicableNETWORK

is reviewed to create the appropriate setfgr the system.Setup is done to
ensure no potential concerns arise with the system.

A CAUTION ltis possible that the FINETWORK connection from the syst
could result in previously unidentified issue(s) to the
respective population.Should this occur, contact Customer
Service right away to identify, analyze, evaluate, and resolv
the issue(s).

A CAUTION It is possible that any changes to theNETWORK made by tt
facility could introduce a new issue where Customer Servic
needs to be contacted to address the concern, right away.

Changes to the INETWORK includgbut are not limited to the following:
1 Changes in network configuration

1 Connection to additional items

1 Disconnection to items

1 Updating equipment
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1 Upgrading equipment

Hazardinformation

Review this material before using the system and observe basic, common
sense safety rules when operating this scanner.

General safety considerations and statements

Review the following before using the syst¢Btanneand Workstation (as
applicable) to observe basic, commesense safety rules when operating the

scanner.

1 Become familiar with the functional hardware to help recognize serious
problems.

1 Do not use scannar workstationif it appears damaged or fails.

1 Wait for qualified personnel toorrect any problem.

Note The scanner is provided with\adeo-camera monitoring
system to help navigate the unit while being transported
within a facility.

WARNING

WARNING

WARNING

CAUTION

CAUTION

CAUTION

CAUTION

CAUTION

>BEbbEbBEBEBEE P

CAUTION

The health software is installed on a medical device and is
required for its operation. In order to securely remove the
software from use, the system must be decommissioned.

Modification of this equipment iaot allowed.

Equipment maintenance of nemedical electrical equipment
should not be performed in thpatient environment.

All nonmedical electrical equipment will comply with
relevant IEC and 1SO safety standards.

Federal law restricts the use of this device without a
prescription by a physician.

Always store and/or use unit in a wekntilated area. Keep
air pollution to a minimum.Keepfloor cleanat all times

Do not touch parts of nomedical electrical equipment in
patient environment and patient simultaneously.

For disposal of angaterial emanating from the system;
follow local regulations.

This system was designed for use by individuals trained in
system operation. The user should be familiar with this us
manual before scanning patients.

Chapter 1 Compliance and Safety Requirements Pageb4 of 412



BodyTom64 User Manual Revision04

& CAUTION LG A& GKS dzaSNNa NBalLl2yaaio
installation or subsequent modification, the systesrin
compliancewith the requirements of collateral standard IEC
606011.

WARNING Installation of this product is performed in accordance with
Installation Manual (ANL4L00-059). All installation processe
and qualified personnel are outlined in that document.

WARNING Proper disposal of batteries is required to ensure complian
with environmental safety guidelines. Contacithorized
NeuroLogica representative for instructions.

WARNING Observe safetgxposure factors and operating procedures
protect patient from physical harm during contact with this
ray scanner.

WARNING Observe safety requirements to prevent excessive dose
exposure to patient and/or operator.

CAUTION Improper system (including workstation) usage could
endanger patients and/or users and void the warranty if nc
operated correctly.

CAUTION Should the workstation encounter a computer related virus
be sure to contact Technical Support for assistance with
removing said virus from the equipment.

CAUTION Radiation dose exposure to patients should not exceed
maximum of 1Gy CTDI.

CAUTION C2 NJ LINP LISNJ RAaLR2al t ersadf-uséfuli
life; contact NeuroLogica for instructions.

WARNING Equipment in which protection against electric shock relies
basic insulatioronly,should not be used in this system.

>k B BB B B P

WARNING If the system fails to move due to loss of powbe patient
can be easily removed from the scanner by moving the
patient bed.

Four, foot crush hazard labels are affixed to the scanner in four places, above
the four soft bumpers.The following showa safety label
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Figure3: Identifyingthe & O | Y gatyJawes) foot-crushhazard labgk)

Laser safety

There ardour lasers used with th&odyTom 64ystem as indicateoh Figure
4 0n page57: 1laser Gagitta) at positionl, 1 laser Axial or Transverget
position20 6 KA OK Aa Y2dzy i SR AYOGSNYI ¢t @&
and 1set ofexternal lases (Coronal andiransversgAxial) at positiors.
A WARNING Viewing the laser output with certain optical instruments (fc
example, eye loupes, magnifiers, and microscopes) within
100mmmay pose an eye hazard.

A WARNING Complies with 21 CFR 1040.10 and 1040.11 except for
conformance with IEC 60825Ed. 3., as described in Laser
Notice No. 56, dated May 8, 2019

Laser parameters

1 Lasersl and 3 (seeFigure 4):
1 Wavelength = 650nm
1 OutputPower= 1mW

1 Laser2 (seeFigure 2

1 Wavelength= 650nm
1 Output Power=4mW
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CAUTION Instructthe patient to close his/her eyes befotarning ON
the alignmentlight.

CAUTION  Closely monitor infants and infirm patients to prevent then
from accidentally staring into the beam.

CAUTION Clas2 laserradiation when open Do notstare into the
beamor view directly with optical instruments.

CAUTION Use of controls or adjustments or performance of procedul
other than those specified herein may result in hazardous
radiation exposure.

CAUTION The warning labef 2 NJ & t I & dadedioyl thelbdr§ &f
the scanner coveandinside the scanner to identify the
presence of a laser.

A\

Scannermobility safety

> BB b P

& CAUTION Due to the mobility of the system, an external interlock is n
available; however, a prescribed scan can, at any time, be
terminated from the scanner or the workstation. When the
user activates the scan, a-s@cond, countdowstlock, scan
delay (adjustable to 99 seconds) triggers. This countdowr
allows the user timé¢o perform needed tasks before the scs
begins.
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A CAUTION To prevent healthcare provider injuries single healthcare
professional should not move the scanner and workstation
Althoughone person can drive thBodyTom 64vhenmoving
the scannerabout the facility NeuroLogicaecommend two
people move the scanner (lengthwise, ortly)ensure no
collisions occur when maneuvering through tight hallways
and around cornersBe especially cautious when moving th
system about an incled floor.

WARNING To prevent involuntary movement, do not position scanner
on an incline while ifransportmode.

WARNING Donot move the system right or left if transport on an inclir
becomes necessary. Always keep the system in a straigh
motion.

> B

WARNING ContactTechnical Supporfor assistance when movement is
required on an incline.

>

Note Be surethere are no obstacles in front of the scanner
while you move the scanner

If the system needs to be moved over a threshold it is
critical that the scanner be oriented so that it is driven in
the forward or reverse direction. The scanner does not
have the capability of moving laterally over thresholds

CAUTION Check to ensure proper clearance is provided to allow remc
of patient from scanner in case of a power failufiis is
I O02YLX AaKSR o6& Y2@Ay3a LI G.
wheellocks) away from scanner.

CAUTION To prevent patienentrapment or entanglement with
accompanying equipment, slowly move scanner away from
patient by using control panel switches or pendant controls
while observing patient.

CAUTION The scanner is equipped with a video camera to help the
operator prevent collisions when transporting system to
different locations that could otherwise result in personal
injury or facility damage.

> B B P

CAUTION Do not station or operate the system on an uneven flobhe
flatness requirement i8.12in over 10ft or 3mm over 305cm
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& CAUTION Prior to transportinghe scanner, verify thathe power cord is
unplugged from wall to avoid damage to cord and outlet, ar
avoid tripping. Verify thatthe ethernet cable is unplugged
from the workstation to avoid damage tihe cable and
connector.

Floorlevel

For proper operation, the system must be operated on an even, level, hard
surface.

Carpeting

Do notuse the system on a carpeted flodPoor image quality could result
due to unevenness dhe floor.

Electricalsafety

& WARNING ¢ KS & gestérralX@uower cord should be checked pri
to use to verify there are no exposed wires or damaged
insulation/prongs Damaged prongs could result in sparking
and fire In case of such damage, contact Customer Servic
immediately.

WARNING To separate the device from AC power singiconnect the
power cord from the wall and turn off the main breakers,
located on the same side of the scanner as the power corc

WARNING Access to the main breaker is critical for safety. Do not
position the scanner so that the access to the breaker is
diminished.

CAUTION Check to ensure the AC outlet is working properly before
LI dz33Ay3 Ay (GKS &NedrdlSgidda !
recommends using a dedicated outlet for powering the
BodyTom 64ystem.only.

WARNING Toprevent electricashock, do not connect items that are nc
specified as part of the systenmcluding the workstation

>k B B P

WARNING To prevent electrical shocllp not remove the covers from
the equipment. The covers protect the user and the patier
from moving parts or electrical shock. Hazardous voltages
present within this equipment. The covers provide protect
from radiation exposure given off from theray tube. The
covers also protect the equipment.
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A

A
A
A

>

WARNING An electrical shock hazard: no user shoagly serviceable
parts, refer to qualified service personnel for any service.

WARNING Always electrically isolate this equipment from the main
electrical supply before cleaning and disinfecting it to preve
short-circuiting or possible electrical shock.

WARNING Never position themobile systermand/or workstationin a
manner that prohibits access to unplugging it or prohibits
pressing theEMERGENCY STi@®@on.

WARNING To minimize shock hazard, the system chassis must be
connected to arelectrical ground. The system is grounded
through the ground conductor of the supplied, three
conductor power cord. The power cord must be plugged ii
a three-conductor electrical outlet receptacle. Do not alter
the ground connection.

WARNING Avoid all contact with any electrical conductor as follows:

1 Allow onlyqualified personnelvho know the proper
procedures and use the proper tools to install, adjust,
repair, or modify the equipment.

1 Only use this equipment in rooms or areas that comply
with all applicable laws (or regulations having the force
law) concerning electrical safety for this type of
equipment.

1 Always electrically isolate this equipment from the mail
electrical supply before cleaning and disinfecting it.

1 The detachable cord is the disconnecting device, whicl
used to remove mains power from the wall socket.

1 The system is internally powered.

WARNING For Class 1 equipment (for example, the workstation, AC
power cord, and so on) using an alternate internal souace
warning to use the alternate source if the integrity of the
protective earth conductor is in doubt.

WARNING Do not position the system so that it is difficult to access th
AC power cord.

CAUTION Protect the system power cord agaimaechanical damage.

Where the integrity ofin external protective conductoyin the installation or
its arrangementis in doubt, equipmenis operated from its internal
electrical power source.
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Parts of noamedical electrical equipment in thgatient environmenthat,

after removal of covers, connectorsnd so onwithout the use of dool, may

be contacted by th@peratorduring routine maintenancand calibration,will
operate at a voltage not exceeding 25VAC or 60VDC or peak value supplied
from a sourcehatis separated from theupplymains in accordanceith one

of the methods described in IEC 606D1

CAUTION All systems within the patient environmentll provide the
same level of safety as medical equipment complying with
606011.

CAUTION To help prevent tripping hazards, use care in the arranging
any cordsfor example ACcord, ethernet cable,and so on
when connecting to theystem/workstation.

CAUTION To prevent damaging electrical outlet cords, check to ensu
they have been removed and properly stored before
transporting the scanner.

WARNING TheBodyTom 64T scanner contains higloltage circuits for
generating xays. Only trained and qualified personnel
should be permitted access to the internal parts of this
equipment.

CAUTION Usethe Universal Serial BugJSB terminal located near the
EMERGENEYTORE-STOR button for archiving to USBonly.
Do notuse the USB terminal located near tB&TOHor
connecting any other device equipment

> B B B B P

CAUTION For proper disposal of material at the end of the useful life
the equipment contact NeuroLogica for instructions.

Mechanicalsafety

WARNING In case of unwanted movement or motion, preke
EMERGENCY ST@&STORbutton.

WARNING Physically assist all patients on and off the bed and into
position on the scan board. Adjust the bed to the specifiec
height for patientt 2 F RAy 3 | y R Rigftibraht tRef
patientt 2y 94J 3 S

WARNING Adjust scanning platform to specified height for patient
loading and unloadiny  &P8<&ionéng the patied 2 y
94,

& WARNING When positioninghe scanning platform, be careful when
movingthe scan tablego avoid having it hithe scanner
covers.

> B P
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WARNING Position any lines (IVs and so on) attacheth®patient so
the lines cannot catch on the scanner during scanner trave

CAUTION Prevent pinching or crushingtfe LJ- G A Sy i Q& S
YSSLI LI GASYy G Qa KI yRA. Awdys G K
watch the patient and equipment carefulduring scanner
movement.

CAUTION ¢ 2 LINBZSyid LAYOKAY3I 2N ONX
be sureextremitiesare not positioned under the scanner
when it is being lowered frofmiransportmode toScanmode.

WARNING Equipment maintenance of nemedical electrical equipment
should not be performed in the patient environment.

WARNING Maintenance checks and all service must be performed by
NeuroLogica trainedervice personnel.

CAUTION Ask patient to scoot up into universal scan board or manue
aid them into position.

CAUTION When the scan board is in place, be especially careful whe
moving the bed to avoid driving it into the gantry covers.

>B>bbbB> B PP

CAUTION Periodically check all accessories for damage and remove
them from service if damaged or cracked.

Radiation safety

TwoDangerous to patient and operatdabels are affixed to both sides of the
scanner, just above the operator controlSeeFigureS on pagess.
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WARNING:

TthnyunNmybodawbmmand
operator unless safe exposure factors and
are observed

Figureb: Dangerougo-patient/ operator safetywarning labelocation (eft) and
label (closeup, right)

WARNING Improperly usedk-ray equipmentmayresult in unwanted
radiation exposure Read and understand the instructions ir
this user manual before attempting to operate this
equipment

CAUTION Use technique factors prescribed by the radiologist or
diagnostician Use a dose that produces the best diagnosti
results with the leask-ray exposure.

CAUTION All persons authorized to use the equipment must
understand the dangers posed by excessiayxexposure.
NeuroLogica recommends use of protective materials and
devices.

WARNING Everyone having anything to do witlray must take
adequate steps to insure protection against injury.

CAUTION The use of this device requires its users to receive proper
training in accordance with local and national laws.

>k B B P

CAUTION Neverperform calibration with patients in the scanner or
while personnel are present in the vicinity of the scantzer
prevent exposure to unwanted radiation

CAUTION Amber indicator lights (on the top of the scanner) illuminat:
during xray exposure.

>
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A CAUTION Ensure that there is no potenti&dr detrimental interaction
2F GKS a2adsSyQa ANNI RALFGAZ
medical devices and/or boeyorn, active, medical devices.

X-rays can only be produced during the following conditions:

1 The scanner is in thBcanmode position.

1 The workstation is connected.

1 TheSTARDutton is activated when the patient is registered, the protocol
is selected, théeginbutton is clicked, and the protocol is prepared. The
STARDdzi 2y 2y (GKS &aoOFyySNRa O2yidNRf LI\
scanner is ready to begin. Seeure7 on pagetsto identify theSTART
button.

Fire and explosion safety

& DANGER This equipment is not suitable for use in presence of a
flammable anesthetic mixture with air or with oxygen or
nitrous oxide.

& DANGER This equipment is not suitable for use in the presence of
oxygen or oxygesenriched atmosphere.

1 Fire regulation for the type of medical area being used
should be fully applied, observed, and enforcédre
extinguishers should bgrovided for both electrical and
non-electrical fires.

1 All operators of theBodyTom 64canner should be fully
aware of and trained in the use of fire extinguishers ar
the firefighting equipment, and in local fire procedures

A WARNING Only use extinguishers on electrical or chemical fires that ¢
specifically labeled for those purposedsing water or other
liquids on an electrical fire can lead to fatal or other seriou
injury.

If it is safe to do so, attempt to isolate the equipment from
electrical and other supplies before attempting to fight a fir
This will reduce the risk of electrical shocks.

EMERGENCY STOP button

A CAUTION Check theEMERGENCYTORESTOPbutton at least one
time a month to ensure proper function.

& CAUTION Everyusershould take a few minutes to locatee ESTOP
before scaningthe first patient.
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& CAUTION In case of emergencies, stop scanner movement immediatt
by pressing th&STORed pushbutton located on the
scanner, below the control panel.

=i ) P

- =2 q\l |/ \l.ij

H .!‘_.I I } . |
B 40 st | |
1l il A=l
p== 0] (e
== [ =] ===y

S — |
f ‘ | D | o
L 1= )
- ¥ -F )
QL , , 1| |ninf [ : /(D
= e - ma - i

Figure6: BodyTom 64&STOP Iocationé (right and left)
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Figure7: Closeup of thescamer control panel and th&STOP button

Note Whenthe E-STOPbutton is activated, the moving gantry
may overrun by less than 10mm.

Battery safety andinformation

TheSystembattery capacityiconshows an indication af K S & Odatteryy S N &
capacity, which is identical to the indicator on the scanriEne user should

always check the indicator on the scanner to vettiigo | (G G S NRX; &har®@ & G 1 G d:
are 145lithium-ion batteries in the scanner44 are used for scanning and

the remaining batterys used for moving the scanner while in transport mode.

& CAUTION The system unit contains batteries and will always be charc
when plugged into AC mains.
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A CAUTION In case of battery leakage, do not handle the batteries
themselves nor continue to operate the system. Contact
bSdzZNRB[ 23A 0 T2NLIaGMNIIReQS @
page24.

Battery replacement and disposal

WARNING Battery replacement is to be performed by authorized and
trained NeuroLogica service personnel, to ensure proper
disposal of hazardousaterial.

WARNING Dispose batteries in accordance with federal, state, and lo:
regulations.

WARNING Do not incinerate batteries.

WARNING Contact an authorized NeuroLogica representative for
appropriate, productdisposainstructions.

>pB B P

Scannelbattery capacity

The range is 0 to 100. Battery voltage and current are used to calculate the
aeaiasSyQa olFGOSNE OFLI OAGE o6FaSR 2y OKI N

@

Figure8: Scannebattery capaciy icon

Run timeoperation

During normalrun-time operation the battery capacityis calculated one
time, per second Thebattery capacityindicator is updated othed O Yy S NI &
displayscreenas well.

Note Thebattery capacityindicator on thed O y yd&piya
screenis displayed in 5% increments when above 10%
When 10% and below, the displayed capacity is in 1%
increments That is, above 10%apacity, the displayed
value is always rounded to the closest multiple of 5 (for
example 93 gets rounded to 95, 42 gets rounded to 40, 47
gets rounded to 45and so o).
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State changes

After each periodic update, capacity is checked to make sure it does not fall

below certain thresholds, as follows:

1 Lowvoltagealarm state
Whenbattery capacitygoes below 25%, a periodic alarm will soutidwill
remain in this state until théattery capacityhas gone back up to 27% or
higher. TheStartand Cancebuttons when scanning will not illuminate if
the battery is too low.

1 Lowvwvoltagelock-out state
When thebattery capacity goes below 1%, tlseanner screewlisplay
buttons are disabled and starting a scan is prohibited; for example, the
ability to move the scanner and certain protocol buttons are disabled. It
will remain in this state until theattery capacity has gone back up to 2%
or higher. The low voltage alarm will continue to be active in this state.

Predictive scanning

Before each scan, battery usage for that scan is predicted based on the
selected load factors (for example, kV, méantime) andis compared

against the availablbattery capacity If there is not enouglbattery capacity

to scan, a popup appears on the workstation scre€he user can cancel the
scan at that time or continue the scan, with the understanding that the scan
may abort due to a lowpower fault.

Under voltage protection

When thesystem battery voltagedrops below the lowvoltage cutoutlevel
while unplugged, a system powdown sequence is initiated

Workstation
TheWorkstation battery capacityiconshows an indication dhe
g 2 NJ & (batiely2apa@ityhy (GKS g2NJ adl GAz2heQa YIFAY
mousepointer over the batteryiconto seethe capacity of the battery,
ranging from 0 to 100% The user should always check the screen to verify
the status of the batteries.

Figure9: Workstation battey capacityicon

Note The workstation does not report proper battery capacity
and status if a network connection is not made.
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If thea O y yd&pl&yacreenis black, the system is
not charging and/or the batteries are permanently
damaged A service call is required.

CAUTION In newer workstations, thevorkstation reports battery
capacity on thevorkstationremote power displayunder the
monitor). The battery system is designed to be replaced by
authorized and trained NeuroLogica service persorord.

CAUTION The workstation will not report the proper battery capacity
and status if a network connection is not made.

CAUTION The systentan only be charged from a correctly rated wall
outlet. A rating information plate is located on the product
system label (lower backside panel or lower left side panel,
Figurel: Productmarking plate on scarer on page37).

> BB P

CAUTION The systentincluding the workstationyhould be plugged in a
all times when notin Transportmode, being transportecr in
scanning usep help maintain battery life and proper system
operation Failure to do so could result in permanent batten
damage, which will require a service technician to repair.

CAUTION The system may not complete a scan when below 25% bat
capacity while unplugged.

CAUTION If the system is unplugged and battery capacity reports to b
0%, permanent battery damage can occur.

CAUTION The power cord selection must not be less than 110v/12A
(USA) and 220v/7.5A (EU and Asia), made of 2.08mm
(diameter) copper wire in accordance with local power supy
cable standards.

> B B

Note Medical grade power cords should be used at all times.

ScannerX-ray tube capacity

The percentage of the tube capacity required for a scan = ((kV x mA x scan
time(s))/180000) x 100%. Approximately 0.11% capacity is regained each
second during cooling.

8

FHgure10: Scanner Xay tube capacity icon
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Maintenance andservice

A WARNING Equipment maintenance of nemedicalelectrical equipment
should not be performed in the patient environment.

WARNING Maintenance checks and all service must be performed by
NeuroLogica trainedervice personnel.Service personnel
use Service manual-4L4100-062) to effectively perform
needed service and preventive maintenance and inspectio
of the system.SeedContactinformationé on page24 for
bSdzZNR[ 23A0I Qa O2y il Ol AyT?2

A WARNING The only calibration performed by the user on this system
calleddaily calibrationand is described in detail later in this
user manual All other calibration needs that arise must be
performed by trainedservice personnedt NeuroLogica Corp.
SeedContactinformationg on page24¥F 2 NJ b S dzNER |
contact information.

& CAUTION Service personnel must complete training at NeuroLogica
Corp. for the system and its accessories prior to conductin
any servicectivities.

Users are not to perform service or maintenance on the
system at any timeThis includes battery maintenance.

Note NeuroLogica recommends thatguarterly preventive
YEAYGSyllyOS 6S 02y RdzZOGSR o0& bSdzNR
personnel/trained facilitybioengineet

Instructions for replacing serviceable parts are identified
in the Service Manual (NL4100-062).

Cybersecurity

A WARNING Upon detection of a cybersecurity threat to the system or
workstation, do the following:
1 Immediately contactechnical Support.
1 Discontinue use of system (enabling BRIERGENCY
STORf needed).
17 Remove any ethernet and/or wireless connection that
KlIa 0SSY YIRS gnhetwkrk 6 KS T
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Continued use of the system can occur after Technical
Support has assessed thruationand provided the go
ahead to do so.

Note NeuroLogica Corp. recommends the customer facility
utilize an I'Fnetwork that provides sufficient means of
cybersecurity control to help maintain the requirements of
HIPAA.

Contraindication(s)

There are no contraindications associated witfiscanning.

Personnel privileges and terminology

Qualified operator

The operator as determined by the healthcare facility and assigned by a user
with administrative privilegeg who by their education, certification,
experienceand training, are sufficiently qualified to competently perform
clinical scans on the CT systein S Sndérstanding the types of usérs 2 y
page98for a description of the types of users.

Operator of record

The operatonf record is an operator drealth care professional currently
logged onto the CT systewith a uniqueUser IDand passworddentifier.

Scanning privileges

Scanning privileges are granted to a qualified operator, assigned by a user
with administrative privileges, to conduct clinical scans on the CT sysiam
privilege level allows use of all clinical protodoiscan the patient

Protocol privileges

Protocol privileges are granted to a qualified healthcare professional, as
determined by the healthcare facilitgnd assigned to users with
administrative privileges, who by their education, certification, experience
and training,is sufficiently qualified to competently sawe modifyclinical
protocols on the CT system. A healthcare professional with protocol
privileges does not necessanigedscanning privileges on theTsystem.
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Administrative privileges

Administrative privileges are granted to qualified healthcare professsasl
determined by the healthcare facility who by their education, certification,
experienceand trainingare sufficiently qualified to competently assign,
maintain and oversee the assignment of personnel to scanning privileges
and/or protocol privileges on the CT system they adminiskigalthcare
professionas with administrative privileges doot necessarilyjeedscanning
privileges or protocol privileges on tl&Tsystem.

Clinical operation

CT system operation that involves scannpagientsand/or creating or editing
protocols intended for use opatients

Clinical scanning
CT system operation that involves scanningatients.
Clinical protocol
A protocol on the system intended for use patients
Kernel
The kernel or filter is defined as the reconstruction algorithm or mathematical
equation usedor convolution of the attenuation profiles and reconstruction

of the CT imagesThe choice of the kernel determines the noise level and the
contrast resolution of the reconstructed images.
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Chapter 2 {2a0SYO3ISDS NJ

TheBodyTom 64T system lets you scan patients in a room or ward, an
Emergency RoorfiER, Operating RoonfOR, Radiology, and procedure
rooms.

This chapter provides a brief introduction to tBedyTom 64ystem.
You will learn how to use thBodyTom 64ystem {0 see an illustration,
seeFigurellon page’3) ¢ in subsequent chapters.

Note Whether you turn on thescanneror the workstation
first does not matter; however, it is advised to power
up the BodyTom 64system hardwardirst, to allow
time for the scanner to warm up.

BodyTom 64system

TheBodyTom 64s a 64-slice,mobile, battery-operatedCTscanner and
software systenwith Axial, Helical and Dynamig capabilities

TheBodyTom 64&oresystem conists of the scannethe workstation

and thephantomholder. Consider the following:

1 Thescannerandworkstationcommunicateusing awireless
connection Theycommunicate using aethernetconnection if
necessary.

1 TheBodyTom 64vorkstation is a computer with custom software
that allows the user to employ préefined, system protocols or
devise unique protocols for performing patient studies. It also allows
the user to update patient information and store images. The
viewing portion of theBodyTom 64vorkstation allows the user to
view images in more detail and includes tools to help facilitate
diagnosis by a physician.

1 The maximum scout length is 2000mm.

1 The scannecancreatea dlice-thicknesof 0.6mm,1.2mm 24mm,
4.8mm, and9.6mm in Axial mode.

o InAxialmode, theBodyTom 64cans9.6mm of anatomy with
each rotation.
o The maximum scarange inAxialmode is 900mm.

1 The scannecancreatea slicethickness 0D.6 x 0.6,1.2 x0.6, 1.2 x
1.2,24x1.2,24x 24,4.8x 24, and4.8 x4.8in Helicalmode.

o InHelicalmode, theBodyTom 64cans30.7mm of anatomy at a
pitch of0.8.
o The maximum scarange inHelicalmode is 2000mm.
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1 InDynamicmode, theBodyTom 64cans38.7mm of anatomy
1 The scanner is compatible with surgical navigatiétg RIS and
PACS

QA stand and phantom
BodyTom or gantry
BodyTom workstation

Bed with patient near bore

A OWON PR

Figurell BodyTom 64,yseconﬁguration

For information on cleaning and storing teeanner see¢Cleaninghe
scanner and workstatianon page346and/or &Storing the systegr 2 Y
page348.

Overview of the scanner control panels

Gontrol panels appear on the riglaind leftsideof the scanner.The
scamer control panelallows the operator tastart and stop a scanAll
motion and xray generation can also lmiickly stoped usinghe
EMERGENCY STi@mRon. After the patient is registered and you select
a protocol, younuststart the scan from thescamer control panel

which is located under thé O | y dispsyBéreenTheoperator

control panellets you power on the scanner, |iind lower the scanner,
and lock scanner functions.

Note To determine where personnel should stand during a
a0l ys O2yadz d ¢oAGK (KScake2 a LIA G| f
radiationé¢ 2y 288 3 S
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Controls on the leftend of the scanner

Figurel2: Leftend of thescanner

Tablel9: Leftend of the scanner

Scanner control Description

Video camerashowswhat is in
front of the scanner during
transport

Thed Ol vy fisplycieen

showsthe status of the scanner
and workstation geeTable250n
pagell2for a list and descriptior
of each status symbol)
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Scanner control

‘ Description

STARBnd CANCEhuttons (to
the left) and theEMERGENEY
STORESTORbutton (to the
right) on thescamer control
panel

Ethernet portto connect to the
workstation, andour additional
data-access port®n the data
interface panel

120VAC/20A and 240VAC/30A
plugs

Thependant, seedOverview of
the pendan€ on page’9for
more information.

Chapter 2 System Overview
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Controls on the rightend of the scanner

r

Figurel3: Rightend of thescanner

Table20: Rightend of the scanner

Scanner control Description

Thed O vy fiispNysareen
shows what thevideo camera
capturesand where the scanner
is moving during transport.

It also shows th status of the
scanner and workstatio(see
Table250n pagell2for alist
and description of each status
symbol).
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Scanner control ‘ Description

STARBnd CANCEhuttons (to
the left) and theEMERGENEY
STORESTORbutton (to the
right) on thescamer control
panel.

Drive barandenable bar
(arrow).

Key lock, the Powe©ONand
PowerOFFouttons for scanner,
and the RockeBwitchLift Up
and Down buttons on the
operatorcontrol panel.

ThependantT  AC&Svied of
the pendang 2y 74fdr 3 S
more information.

Chapter 2 System Overview
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ldentifying operator control panel buttons

S ——— PPN

Figurel4: Operator ontrol panelbuttons and indicators

Table21: Operator ontrol panel buttons and indicators
Operator
control panel
buttons and
indicators

Name Description

Use the key to lock armlock the
operator control panel buttons. If
the key is in the locked position al
scanner buttons are disabled. If
the key is in the unlded position
all scanner buttons are enabled.
Presgo power down the entire
scanner.

OFF During shutdown, the light blinks
until the shutdown task is
complete.

Press to ativate Transportmode.

Use the RockeBwitchLift Up and

LOCK

TRANSPOR’ Downbuttons to put the scanner ir
Transportmode and the drive bar
to transport the scanner.

Press to power up thecanner

ON Duringpower-up, thelight blinks
until power-on task is complete.
LYRAOI (84 GKg &
charge level.

BATTERY | Each bar represents 10% of charg

BARS If plugged into an AC outlet, the

last bar blinks indicating the syste
batteries are charging.
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Operator
control panel

buttons and L Description

indicators

Press and holthe UPor Down
RockerSwitchLift button to raise
or lowerthe scanner.

Rocker .
. . Lowering the scanner to floor leve
SwitchLift
makes the scanner ready to scan.
Upand o
Down Raising the scanner makes the
scanner ready for transport.
buttons

When the button is inactive, it is
dim; when the button is active it is
illuminated.

Overview of the pendant

The pendant lets you move the scanner, turn on and off the lasers, zero
reference the scanner, and program scan and rest positions for the
scanner. Se&able22for a list of what each button activates.

Table22: Pendant buttons

' Button | Description Action
llluminates when
m POWER power is supplied tg
pendant.
Turns on all

positional lasers
While the lasers are
@ LASER on: the scanner
spinsfor the
internal laser to be
seen within the
scanner opening.
Moves the scanner
forward
approximately
GO TO SCAN 30cm. This is the
PLANE )
distance between

the internal and
external lasers.
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Pendant Button Description Action

o |
REFERENCE
a scout or a scan.
@) |1 | oo
BACKWARD
(slow) scannembackward
10mm per second.
@ FORWARD
(slow) scannerforward
10mm per second.
@ MOVE Eﬁﬁg 212\?25 the
BACKWARD
(fast) scannembackward
60mm per second.
@ MOVE Eﬁﬁg r%(r)]\(jes the
FORWARD
(fast) scannerforward
60mm per second.
Allows the user to
@ SETMEMORY | Programscarand
Restpositions for
the scanner.
Moves the scanner
ST OR @ SCAN to the ScanPosition
POSITION saved using the Sel
Memoryfeature.
Moves the scanner
REST to the Rest Position
POSITION saved using th&et
Memory feature.

A DANGER Store the pendant in its holder when not in use to prevent
accidental and/or unintentional contact by patient and/or
users.
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Figurel5: BodyTom 64emote-control pendant

¢KS aol yySNRa LI2positianaligplayorithad®ontagk 2y (0 KS
the scanner. You can use the pendant to zero reference the scanner.
The display shows a positive or negative positional number.

D Dl

FigureleY { O Yy SNDa LR aAdAz2ylf RAALII &

Note ¢ KS (g2 fA3IKIG LI ySta 2y SAGKSNI aa
position indicate xray is active, when lit. The scanner
produces an audible alert during scanning.
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Overview of the workstation

Figurel7: Workstationwith leadedglass shield (optional installation)

Theworkstation isan acompanying part ofhe scanner; it ishe
computerandcontrol unitthat operates mostfunctions of the system
All basicinformation related to theworkstation for example pperating
distance, warningand cautions, connectivity, functionalitgtc.) appear
in Chapter 4 Basic Workstation Operationdhe workstation includes
the computer, monitor, ethernet connectionand the remot controls
The workstation also includes tténinterruptable Power Supply(UPS.
The workstation can be installed witim @ptionalleadedglass shield
(shown inFigurel?) for additional protection.

The workstation enables you to easily move it wherever you need it to
go. The workstation is designed to let you navigate in and out of
elevators, over doorway thresholds, or on any type of floor including
carpet, with ease.

The workstation can be set up either wirelessly or hardwired to the
scanner.The administrator makes sure wireless is enaltlefbre you
create a wireless connection between the workstation and the scanner
(with System Configuration > Scanner Setu  RmStSLip@ort
Setupé 2 Y 140)o B&8n how the administrator enables the wireless
connection

Note Wireless connections can be slower than a hardwired
connection If an unexpected delay or disconnection
due to environmental/bandwidth interferenceoccurs
when using wireless, it is recommended to hardwire an
ethernet cable to the scanner for continued
communication.
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After respective peripherals are properly plugged in,
make sure all applicable power switches are in thre
position before using the system.

For any devices connected to an AC outlet, make sure
the outlet is providing required power.

A CAUTION Whennot in use, the scanner and workstation should alwa
be plugged into power outlets to ensure maximum efficien:

The system should be stored in an area with limited acce:
prevent inadvertent damage.

{ S Soweéringon andoff the BodyTom 64ysteng 2 y
87.

Note Be sure to keep the workstation plugged in when it is
not in useto charge the battery. Charge time while
off is ~ (approximately) 2hours; while in use, charge
time is~ 8 hours.

A CAUTION Verify that the ethernet cable is unplugged from the
workstation to avoid damage to the cable and outlet during
transport.

Note Before using the workstation, be sure to read and
understand how to clean and maintain it. See
GCleaningthe scanner and workstatioh 2y 348 3 S

The product safety coverage of the workstation (Safety Certified to IEC
60950 standards) was evaluated and deemed acceptable for use with the
BodyTom 640 appropriate IEC 60661 and/or IEC 60601-1

harmonized national standards.

The workstatiorwill be kept outsidehe patient environment as defined
by IEC 60601-1. BodyTom 64s suitable for use insid@patient
environment.

& CAUTION Do notconnect or use equipment beyond what is specified |
NeuroLogica Corp.; this practice may lead to a reduced lev:
system safety.
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The recommended distances, provided-igurel8, relate onlyto
distances specified by IEC 606Danddo notrelate to specific distances
required for ionizing radiation and/or stray radiation protection for
operators and b;:standers.

]
1.5m{4.92ft)
1

v

2.5m{8.2ft)

S g

Figurel8: Workstation safe distance location (two views)

Workstation remote power controls

The following are found on theorkstation
1 Remote power controls
1 Microphoneand controls
1 Speakegnd controls

Microphone and
speaker controls

Workstation
power controls &

-«

Figurel9: remote power display

{ S 8sing theworkstatioré 2y 94.JF 3 S

Note Themicrophone and speaker are plugged in to the USB
port on the back of the monitor. If the portis
changed, you will need to reboot the workstation.
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Workstation UPS

The workstation usean Uninterruptable Power SupplUP$S to supply
power to the workstation foapproximately (~5-8 hours when the
workstation is unplugged. ThéPSs located inside the workstation.
This feature allows the new workstatido run when it is not plugged in
to a wall outlet.

Workstation considerations before use

Before using the workstation, consider the following:

il

If a problem is detected with theorkstation,make sure repairs or

adjustmentsare made toit beforeusing it.

Make sure thevorkstationoperates easily and freely, and all parts

work smoothly.

Check for excess noise, vibration, or a change in the-efagse.

o Noise, vibration, or change in easéuse can be signs of a
problem and a need for servicing.

Be sure to read its warnings carefully and complebsfore using the

workstation. Do not attempt to service the workstation. Only skilled

servicepersonnelare permitted to service the workstation. See

GHazardnformationé 2y 5438 3 S

& CAUTION Users are not to perform service or maintenance on the

system at any time. This includes battery maintenance.

& CAUTION Failure to heed these warnings may cause infarihe user, to

others, or damage to the equipment.

Note NeuroLogica recommends that a quarterly preventive

YFEAYyG§SyllyOS 6S O2yRdzOGSR o0&
personnel/trained facilitybioengineert

Instructions for replacing serviceable parts are
identified in the Service Manual {fL4100-062).

Keyboard and mouse

The workstation comes with a keyboard and a mouse|( left-mouse
button 2 rlght-mouse button)

Flgure20 Workstatlon keyboard and mousé

Chapter 2 System Overview Page850f 412
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Workstation power cord

The power cord lets you power up the workstation.

Consider the following:
1 Plug style will vary depending on factory installed elements based on
geographic location andgoltage requirements.

& CAUTION The power cord selection must not be less than 110v/12A (USA)
and 220v/7.5A (EU and Asia), made of 2.08mm (diameter)
copper wire in accordance with local power supply cable standa

Note Medical grade power cordshould be used at all times.

Parts that potentially come into contact with the
patient

While you use theystem, be mindful that the patient may come into

contact with the following parts:

1 TheBodyTom 64ystem, especially the painted, external surfaces of
GKS aeaidisSvyqQa O20SNH

1 Universal transfer boardf purchased
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Chapter3 . | &AQ) yIiyISIS8INI (G A2y &

Basicscannerskillsincludepoweringon and off the scanner learning how to
use andnavigatethe operator andscamer control pane$, howto usekE
STOPRandhow to usethe RockerSwitchLift UPand DOWNbuttonsto lift
and lower the scanner

Scannindpasicsyou should know beforecanninga patientincludehow your
system should be setp, how to position thescanner and the patient before
the scan and how tostart a scan fronthe operator control panel

Note It is recommended that the scanner is on for at least®®
minutes prior toperforming the daily air calibration or
scanning patients.

It is recommended practice that the scanner is plugged in
and turned on even when it is not in use.

Poweringon and off the BodyTom 64system

TheBodyTom 64s not intended tobe turned on and off however if the
system should lose poweit,is advisedto power on thescanneffirst, to allow
time for the scanner t@ower up

Topower up the scanner

1. Pressthe Scanner®owerOn until the green light blinks.

FLpm——r [T

Figure21: Scanner Power On button

2. Wait until the scanner is fully powered up, prior to powering up the
workstation.

Topower down the scanner

1. Press and hold thecannerdPower-Off button until the greenlight blinks.
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Figure22: Scanner Power Off button

Note ¢ KS { OFyySNXQa (dzoS KSI G Ydzad oS o
scannerpowers down. If the tube istoo hot, a message
will display on the LCBcanner control paneinstructing
you to wait until the tube heat is low enough to safely
power off the scanner.

Consider the following:

1 Make sure thescanner iproperly plugged invhenever possible; be sure
the outlet(s) provide the required poweRlugging theslectrical cord into
the wallcharges the batteries; the batteries are the only power source
that allows the scanner to perform scans.

1 When plugging in the scanner, make sure the cable lays flat on the floor to
ensure the safety of hospital personnel. In addition, make sure that the
floor behind the scanner is free of any obstructions or debris that could

interfere with the centipedes ding scanning.

- M -— ~

240VAC/30A

120VAC/20A - 240VAC/30A

&/

Figure2daY { Ol y y S NI a eptiade forS ROVAT2ahIR40NBO
Be sure to keep the workstation plugged in when it is not intaggharge the

battery. arge time while off is~2 hours;while in use, charge time is8
hours.
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Checkinga connection between the workstation and the
scanner

To check if avirelessconnection exists between the scanner and the
workstation, lookfor the Wireless connectioh O2y 2y GKS & Ol yy SNI
screen:\\.

Note You must be logged into the workstation before this icon
is visible on the scanné€xdisplay screen.

If the workstation is connecting to the scanner by hardwategck if the
supplied ethernet cables connected between thevorkstation and scanner.

£
-

:
5

® O

° e aa
Figure25: Scannerhardwired to the workstatiorwith an ethernet cable to data

accesgorts

Q

The administrator makes sure wireless is enabled when creating a wireless
connection between the workstation and the scanner (Wsystem

Configuration > Scanner SetUx  (§ KNR dzZ3 K (G KSReg2NJ adl GA2Y
Qpport Setupé 2y 130k 3 S

Note Make sure thatthe wirelesssetupin System Configuration
has been donéefore making a wireless connection
0SG6SSy G(GKS g2Nj adl GA2ganngfR (KS
Setupé on pagel29| y RRentote Support Setupé on page
130.

QX

Wireless connections can add lag timéden compared
with a hardwired setup. If an unexpected delay or
disconnection occurs when using wireless, it is
recommended to hardwire an ethernet cable to the
scanner for continued communication.
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Moving and transportingthe scanner

To move the scanner, the scanner must b&iansportmode. TheRocker
SwitchLift UPand DOWNDbuttons are located on theide of thescanner on
the operatorcontrol panel These UPand DOWNbuttons prepare the
scanneirto moveup for transporting ordown forpositioning the scanner
before scanning a patientToset the scanner ifransportmode, go to the
operatorcontrol paneland follow the procedure below

Note If the scannerhas been calibrated for multiple rooms, you
must select the room prior to scanning to ensure the
correct floor-OF £t AGNX GA2Y FAGSecthngaf 2 RSR®
room for theBodyTom 64 2y 18% 3 S

A CAUTION Before transporting the scanner, verify that the ethernet
cable is unplugged from the workstation to avoid damage t
cable andeceptacle Velify that the power cable is
unplugged from the wall to avoid damagettee cord and
outlet.
Press thelransportbutton.

& () | .
H . Hm

Figure26: Transport buttonon the operator control panel

2. Pressand hold theRockerSwitchLift UPbutton to raise the scannesff
the centipededor transport.

| S .

Figure27: RockerSwitchLift UP (top) and DOWN (bottom) button

Note Hold the top RockeiSwitchLift UP button until the
scanner is completely raised and on iastor wheels The
top RockerSwitchLift UP button illuminates when it is in
the up positionas shown inFigure27.

3. Grip thedrive bar with both hands.
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Figure29: Drivebar

Note

Thedrive bar is equipped withan enable bar Theenable
baris adarker ©oft rubber materiallocated on front of the
drive bar. While holding thedrive bar,squeezethe
rubberizedenable barto activate system motion. If you
let go of theenable bar, the scannerstops.

4. Move the scanner.

The following point&xplain how tchold thedrive bar to move it forward,
backward, left, and right

1

Pushforward with both handeinduseequal pressuréo move the
scanneiforward.

Push withthe right handto turn the scanneteft; push with left hand
to turn the scannerright.

Pullback on thedrive bar to movethe scannelin reverse.

Note

A three-point driving techniques required to turn in
smaller spaces.

CAUTION NeuroLogica recommends two peoptevethe scanner

within the facility one to steer and another, ifront of the
scanner, to insure there are no obstacldavo people
ensures there are no collisions while maneuvering through
tight hallwaysand around corners.
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WARNING If a loss of control is encountered while movihg system,
releasethe enable barto stop ALLmovement.

WARNING When transporting, uséhe videocamera andcannef a
display screems guides to avoid hitting objects.

CAUTION To preventpotential for injury from overbalancing and/or
tipping, do notattempt to turn this system on an incline
during transportation.

WARNING Do notmove the system right or left if transporting on an
incline becomes necessarplwayskeep the system in a
straight motion. Contactechnical Supportor assistance
when movement is required on an incline.

CAUTION TheBodyTom 64canner is larger than most medical
equipment. Therefore, NeuroLogica recommends proper
training and practice.

Drive direction of scanner

Right vide

Figure30: Scanner drive direction (right side view)

Safety bumpersystem

¢KS aol yySNRa eggpstavitdamditiveiatet-bBusper A a
system. Eachsafetybumper is electronically controlled to terminate motion
in the direction in which theystem is moving when tHaumper is activated.

If a bumper is pressed due to a collision, the drive system is disabled in that

direction. All other directions are still enabled to allow you to reposition the
scanner away from any impact are@he activation force needed to trigger
the bumper system is approximately glb
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Figure31: Bumper system

Positioning the scanner before a scan

A WARNING Neverraise or lower the scanner when the patient is
LI2aA0A2Y SR Ay AlwKySmosedhe pafienitQ &
and table away from the bore before raising or lowering th
system itself.

1. Ensure the scanner is 8tanmode.

¢2 Y2@S KS MavOdaylyr&NBrtinghg Scandie¢ 2y LI 3 S
90d { SF&rfoknfing @sardt 2y 295 3 S

2. To lower the scanner, press and hold the Roc¢kertchLift DOWNbutton
until the scanner is completely loweranh its centipedes.
The RockeBwitchLift DOWNbutton illuminates when the scanner is
completely lowereddn the centipedes.

3. Align the patient and table with the scanner, ensuring the patient is in the
center of theField Of View(FOV}, also ensure that the scanner will not
collide with the patient, patient support and/or any life supporting devices
prior to scanning.

Note Be sure the floor is clear of debris or anything that can
Ol dza S AYGSNFSNSYyOS gA0GK GKS aolyy

4. Make sure the patient scan table is locked.

A CAUTION Make sure tdock the patient bed or scan table to prevent it
from moving during the scan.

5. Adjust the scan table height so that the patient is centered within the
bore.
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Figure32: Patient centered in bore (height positioning)

Positioning the patientusing the laser lights

WARNING Before scanning, position the patient in such a way that
extremities, hair, lifesupport equipmentgtc. have sufficient
clearance to preventontactwith scanner and or when used
with accessories and options, such as head frames, scan
boards,etc.

WARNING Make sure the patient is supported properly when position
(both height and alignment) to prevent injury during
scanning.

WARNING Make sure the foot pedal brake on the sdable/bed is
engaged to prevent it from moving during the scan.

WARNING Neverraise or lower the scanner buttons on the operator
O2y iNRf &AONBSYy 6KSyYy | LI (A
bore. Alwaysslide the scan table away (by disengaging its
brake) from the system before raising or lowering the syste
itself.

CAUTION The followinginstructions for patient positioning should be
LISNF2NYSR Ay | OO0O2NRIYyOS 4A
training.

CAUTION If the patient becomes nauseated or is unable to be still

(motionless), stop the scanner immediately using BH@TOP
button.

Note To determine where personnel should stand during a scan,
consult with the hospital physicist. NeuroLogica
recommends a distance of-80 feet.
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The scanner provides a rotating lagigit to guide you to properly position

the patient. The lasdandicatesthe center of the scan plane. The laser light is
always centered on the actualray beam For multislice protocols, this

means that the laser light will indicate the middle position of all simultaneous
acquisitionsbeing acquired. There is no offset between the ldggt plane

and the actual scaplane. The accuracy of the position of the laser plane,
with respect to the scan planshould bet/- 2mm.

There ardour laser lightsone Sagittal one Axial or Transversgwhich is

Y2dzy i SR AYUGSNYyrfte YR aLAya gAGKAY (K
externalCoronaland Transverse/Axialasers. Keep the following in mind:

1 To adjust vertical or horizontal positions, use table and bed conialy,

1 To adjust Z axisyalkthe scanner to position using the pendant.

{ S Svewiew of the pendaigt 2 y 741d s@eShow buttons act.
1. Position the patient on the bed.

2. Align the bed to the scanner and make sure there is sufficient clearance
around the patient by positioning the patient in the center of tR@V.

Figure33: Phantom positioned in center of FOV

3. Use the pendanpositioning buttons to center the patient withitme bore.
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Figure34: Pendant use for positioning lasers upon patient

4. On the pendant, presthe LASERutton to turn on all positional lasers

L
Figure35: Positioning lasers upon patient

{88 GKS I aSNBAINBOI 2 RRWASAY d

A

5,048 GKS a0l yySNRa Lihapositianoftthefscareér.d LI | & |

Figure36: Positional display

6. Consider the following:
1 If the patient isconscious, request the patient remain still with eyes
closed throughout the entire scan.
1 If the patient is unconscious, secure the patient.
1 Follow the appropriate facility guidelines when scanning unconscious
LI GASyGa AF GKSopedt GASYyiQa SeSa NBYLI A

Operating the ESTOP button
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Figure38: ESTOP button on the scaer control panelon both the left and right
sides of the scanner

1. Press thé&&=STOMmutton to perform the following:
1 Stopthe system (if it loses control).
1 Stop all system motion andray.
1 Remove power to the gantry drives anday system.
1 If the scannerstarts to move unexpectedly.

2. Make sure to resolve the situation.

Note WhenE-STORs activated, the moving gantry may overrun
by less than 10mm.

Restoring the systenfrom E-STOP

If you have pressethe ESTORutton to stop the system, follow these steps
to restore thesystem,using&STOPR

1. Make sure any hazard is removed.

2. Twist theESTORutton clockwise until the button pops owb restore
the systemafter pressing th&e STOButton.
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Chapter 4 . FAaA0 22NjJadlraAz2y hLISN

Basic workstatioinformationincludes understanding thelifferent kinds
of user accesdearning how tgower on and off the workstation, and
getting familiar withthe workstationscreen,jts menus and tabs

Note Whether you turn on the scanner or the workstation
first (seeChapter 4 does not matter; however, it is
advised to power up thd8odyTom 64system hardware
first, to allow time for the scanner to warm up.

Understanding the types of users

There are thredJser Levelsavailable orthe workstation: administrator,
limited operator, and restricted operator & S Nand fass&ords can
be created for individual users, and spedifiger Levelgan be assigned
to each user. The following define the access levels for each User Level.

Full accest the system and its configurations. Ci
Administrator | createprotocols,UserL 5, éndl passwordsas well ag
access allunctions of the system.

Modified accesso the system. Users with Limited
access can modify protocols durisganning but

Limited i
cannot create and save protocols; has no access
system configuratios
Users with Restricted access can scan with the
: system butare unable to make any changes to
Restricted

protocol parameters while scanning, they also ha
no access to system configuraten

Using theworkstation

The workstation usesrdJninterruptable Power SupplyUPS to supply
power to the workstation for6-8 hours wherthe workstationis
unplugged. The workstatiorincludesa computer, theeemote power
display and amicrophone and speaker.

ldentifying the 6 2 NJ a G lIrémot2 yawér display

ThePowerOnbutton on theremote power displagllowsyou to power
on the workstation.
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Figure39: Workstationremote power display

The followingdescribeghe action of each workstation poweontrol
button.

Table23: Workstation powefcontrol buttons
Workstation
power- Button or

Description

control indicator name
button

- Shows the battery usage; each
00000 UPS battery level| | ED represents 20 percent of
battery power.

) ) When the system has powehe
E PowerOn LED lightluminates

When the system is at or less
than 20 percent battery power,

! o
:l Alarm analarm soundsandthe LED

lightilluminates to warn you
Press and holthe PowerOn/
PowerOn and Power-Off button for 3-5
PowerOff seconddo turn on and off the
workstation

Press thidutton to silence the

Mute
alarm.
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Identifying the microphone speaker, and controls

Table24: Speaker contrdbuttons

Microphone
button

¥

NETlE]

Microphone
mute

Figure4O: Microphdne, seaker, and controls

Description

Press theMic Mute button to
mute the microphone
NeuroLogica recommends usin
the Mute button located on the
bottom right of theworkstation
screen

‘j

Mute

Clickthe Mute button, on the
bottom right of the workstation
screento mute the microphone
and speaker.

<

Speaker

TheSpeakeibutton appearson
the bottom right of the
workstation screenwhen the
speaker is activated to hear the
patient.

| +

Volume

Presthe ¢abutton on the left
side of the speaker tdecrease
0KS @21t dzy S ShuttaN
on the right side of the speak
to increasehe volume. The
speaker haslluminated volume
lights to indicate volume level

Chapter 4 Basic Workstation Operations

Pagel000of 412



BodyTom64 User Manual Revision04

Powering the workstation

(8 S ,(r__

Figure41l: Remote power display on workstation

Note Depending on the workstation, thBower-On and/or
Power-Off button may not be in this location.

Topower up the workstation

1. Pressand hold the workstatiorQ BowerOn/ Power-Off button on the
remote power displayntil the green light blinks

Topower down the workstation

1. Press and hold the workstatiof®wer-On/Power-Off button on the
remote power display until the green light blinks.

Note The workstation does not allowou to wait for the
computer to shut down before communicating to the
workstationto shut down; this is because thworkstation
sends a toggling signal to the computetf the computer is
off, it will turn back on. Theworkstation must already be in
the process of shutting down by the time the computer is
fully turned off.
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Logging into the workstation

To gain access to the workstation application, you must provide the
system with credentialsThese credentials consist ofJserIDand

password Make sure you have a validser ID and password before you
log into the system

If you do not have a validser ID and password, ask your supervisor or
administrator for one.

1. Click the User ID dropdown and select your User ID.

igure43: User ID dropdowtist

2. Click in thePasswordield and typeyour password Passwords are
case sensitive.
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Figure44: Passwordext box

3. Click theLoginbutton.
If the User ID and/or password are invalid, a prompt appeansto
enter the information.

Note You have a limitechumberof login attempts before
the system locks the accountAn administrator can
unlock the account SeedaSystemand User
Configuration and Setupon pagell7 for more details
about unlocking an account.

When theUser ID and password are verified, you are logged into the
system.

The main screen to the workstation software appears with Rlagient
Registrationtab open

e

Figured5: Patient Registration tab
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4. Verify that the correctJserID appears athe top center of the
screen

TEITE TEIEITE TR TN
Figured6: UserlD, currentdate, and time

If the correctUserIDdoes notappear, contact your supervisor or
administraive user to verify the account.

Locking and unlockinghe workstation

ThelLockbutton indicates whether yousystem is inockor Unlock
mode. Thisbutton is a toggle, if the workstation is locked, thalock
button shows, if the workstation is unlocked, theckbutton shows

To prevent unwanted personnel from accessing the system, you should
lock the workstation if you intend to leave the area for g®yiod. When
you lock the workstation, it remairan, but no one can accegswithout
supplying eJser IDand password.

Using Lock if you need to step away from the workstation

1. Clickthe Lockbutton located atthe top-and center of the
workstation screen.

Figure47: System Lock button

TheLock/Unlock Systenpopup appears.
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Figure48: Lock/Unlock System popup to lock the workstation

2. Enter theUser ID and password by selecting the option from the
dropdown and entering information in theasswordield.

3. Do one of the following:
1 Click the Lock button to lock your system.
Whenyou select this option théockbutton changego the
Unlockbutton.
1 Click theCancebutton to return to your work.

Using Unlock to view your work

1. Click theUnlockbutton.

Figure49: Unlock button

TheLock/Unlock Systenpopup appears.
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ure50: Lock/Unlock Sstem popup to unlock the workstation

2. Enter theUser ID and password by selecting the options from the
dropdownand entering information in th®asswordield.

3. Do one of the following:
1 Click the Unlock button tanlock your system.
Whenyou select thioption, the button changeso the Lock

button.

1 Click theCancebutton to return to your work.

bl @AIFGAY3I | NRdzyR GKS 62 NJ a

Theworkstation screen shows similar informatiawen ifthe screen
elementschange when you perform differemictions These constant
screen elements aras follows

Main menu options

Appeasin the top left corner of the screeand
shows theFile, Tools Customize andHelp
commands.

User, date, and time

Appeasin the center of the screeanddisplays
a greeting for the user, the signédy” dza S
name, the current date, and time.

Scanner and
workstation status

Appeasin the top right corner of the screen
anddisplays status information for both the
scanner and workstation.

The main screen to the workstation software always opens with the
Patient Registratiortab.
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Brief overview of the main menu

The main menu provides you access to the basic functions from the
commandsfFile, Tools Customize andHelp.

The main menu appears on every screen and is always located in the
same location, regardless of what you are doing.

e T (s oy bt St S

File Tools Customize Help Sty Koy N AT - Thmel BV AS

-.... I_.“ nron | M

v
T T T

---- [

Figure51: Main menu

Note To select commands, click the first command and the
subsequent commandsForexample,if you see
Customize > Systerthat means, clickCustomizefrom
the main menu and then clicBystem

Brief overview of the File menu

When you log offrestart, or shutdowrthe application and/or the
workstation, you must use youdser IDand password tdog backin.

Logging off the system

1. ClickFilefrom the main menu.

File Tools Customize Help

Figure52: File menu

TheFiledropdown appears.

File Tools Customize Help

Log Off
Restart Application

I_:igure53: File > Log Off

2. ClickLog Offfrom the dropdown toLog Off the workstation software.
TheLoginpopup appears.
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igure54: Login popup

This is also the login and shutdown portabu can login or shutdown the
workstation from this popup.

Restarting the application
You can restart thapplication software using the following steps.

1. ClickFilefrom the main menu.

Figureb5: File dropdown menu

2. Click Restart Application.

The followingRestart Applicatiornpopup appears.

Figureb6: Restart Application popup

3. Perform one of the following:
1 Click the Yes button to restart tlapplication software.
1 Click theNo button to return tothe screen
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Brief overview of the Tools menu

This menu provides yowith tools to store and print, set up protocols,
and test your system to ensure it is operatiag specified.

File Took Customize Help
St Pt Chesue
Profocol Manager
Pertonm Daily Cal Eion

Post Reconstruction | Patient Browser
Gl ity Masdisande

Figure57: Tools dropdown menu

Fatie

1. ClickToolsfrom the main menu.

2. Click one of the following from the dropdown:

TheStore/Print Queuedisplays the status o
studies being archivedYou will learn more
about how to storeo various media later in
this user manual; see padd.7.

Allows users witiAdministrative privileges
to create,modify, delete, andor upload
Protocol Manager | protocolsto the scanner You will learn
more about how to use Protocol Manager
later in this user manual; see pad85.

The tool thatverifies the system is at its
Quality Assurance | optimum performance. You will learn more
(QA) about QA later in this user manuaée page
216.

Store/Print Queue

Brief overview of the Customize menu

This menu provides yowith tools to set upthe systemas well aglefine
user profiles
| File Tools Customize Help
| System

User

Patient Reqil Select Room * [n | Post Reconstruction | Patient Browser | View

Figure58: Customize dropdowmenu

1. ClickCustomizethen one of the following sub commands from the
drop-down list:

Allowsusers with Administréve privilegesto
customize siteNB f | § SR & SnémieAs/ 3 3
Systemand User Configuration and Setup 2 Y
117.

Allowsyouto customizeayouts in the system as
User well as set the passwordSeedChapter 5 System
and User Configuration and Setign pagell7.

System
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Allowsyouto identify and select the room the
scanner will be used irSee Selecting a room for
the BodyTom 6&electing a room forthe 2y
184.

Select Room

Getting Help from the Help menu

NeuroLogicadelp includes an online user maaland information about
the system. It also providesmote support from NeuroLogicBechnical
Supportfor file transfer, remote upgrades, or system review and
support. When you entera sixdigit number, Technical Supponwill take
control of thesystem to retrieve files or review the issue in question

File Tools Customize Help
User Manual

Remote Support
Patient Registration | A About istruction | Patient Browser | View

Figureb59: Help dropdown menu

Getting an online user manual

To open a .pdf version of this user manual
1. ClickHelpfrom the main menu

2. ClickUser Manualfrom the dropdown list.
A PDF version of this manual will be opened.

Getting remote support
1. ClickHelpfrom the main menu

2. Contact NeuroLogic&echnical Support
{ S Sontactinformationé 2y 2438 3 S

3. ClickRemote Supporfrom the dropdown list.
TheSupport Connectiorwindow appears.
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Figure60: Support Connection browser window

When connected tdiRemote Supporta NeuroLogicdechnical
Supportrepresentative will supply a sthigit code to start a remote
support session, which allows the support representative to review
your system and troubleshoot the issue.

Getting information about the product and NeuroLogica

To get additional information about the product and NeuroLogica
1. ClickHelpfrom the main menu

2. ClickAbout from the dropdown list.
TheAbout Uspopup appears

Figure61: About Us popup

The following information is found:

Identifies the current software versions for the
system.

Version(s)
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Licensed To | Identifieswho the product is licensed to.
Station AE Identifies the title for your workstation (fdPACS

Title purposes).
Licensed Identifiesany licensed packages available on the
Packages system.

Getting to know thestatus bar

Thestatus bar appears ithe top-right portion of the screenThestatus
bar provides aguick view othe systen® current state. Details for the
icons on the status bar are in the tableelow.

Figure62: Scanner and workstation status bar

Table25: Status barcons
Status bar Status baricon
icon name

Statusdescription

Identifies xray as on or off.
The icon changes from a
Radiationstatus | gray/black icon when-ray is off,
to a rotating yellow/black icon
when xray is on.

Identifies thed & & (i Birve a
state.

The orbchanges color depending
System state on the state the system is.in
SeeTable26 on pagell4for a
list of the different orb colorsnd
system states they identify.
LRSYGATASAa GKS
Scanneiposition | position relative tats zero

&

® O

reference.
Identifies whenE=STORs
"5.‘ System ESTOP engaged Theiconwill flash
status
whenESTORs pressed.
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Status bar Status baricon

icon name

Statusdescription

é Systemtube heat
status

Indicatesthe current XRay tube

heat status.The values are color
coded as follows

Blue 0%- 19%

Yellow 20%- 50%

Orange 51%- 75%

Red 76%- 1000

NOTEThe scanners tube heat
must be below 20% before the
scanner powesdown. If the
tube is too hot, a message will
display on the LCD scanner
control panel instructing you to
wait until the tube heat is low
enough to safely power off the
scanner.

,@ Scanner battery
: capacity status

Indicatesthe remaining scanner
battery percentage available. Th
capacity values are color coded
as follows:

Green 100%- 51%

Yellow 50%- 25%

Red 24%- 0%

u Systemair
freshness status

Indicatesthe air freshness status
it is recommended that an air
calibration be performed:

1 Every eight (8) hours.

 When the air freshness
status falls below 50%.

9 If the scanner is moved to a
area with a dramatic change
in humidity and/or
temperature.

The calibration status values are
color coded as follows:

Green 100%- 51%

Yellow 50%- 25%

Orange 24%- 0%

After calibration itreturnsto

100%.
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Status bar Status baricon
icon name

Statusdescription

Indicates the remaining
workstation batterycapacity
available. The capacity values a
color coded as follows:

Green 100%- 21%

Yellow 20%- 11%

Red 10%- 0%

You will be prompted to plug the
workstation into an outlet to
charge if the battery capacity is

_ Workstation low; a scan cannot complete
[@ battery capacity | When the battery capacity is 109
status or lower.

When the workstation reaches
the red capacity range, the
system will shut down. A
messagenformsyouthat the
system will shut down due to low
battery.

The lightning bolt icon signifies
that the workstationis currently
charging and goes away when
unplugged.
Indicatesthe available disk space
for image storage. The available
space values are color coded as
follows:
Green 100%- 51%
Yellow 50%- 20%
Red 19%- 0%

The systenthanges states asperformsdifferent actions The
following table indicates what state the system is in and the colored orb
that correlates to that state.

Image storage
" space status

Table26: System state orbs
Orb ' Color State

6 Darkgray The system isn an unknown state

e Lightgray The system isgweringup or down.
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Orb ‘State

O
=l
o
=

Darkpurple | The system isusy.

Purple The system is completingraalibration

Lightpurple | The system iarchiving

Blue The system iglle.

Green The system iseadyto perform a scan

DOO@OO[

Lightyellow | The system islpnning

,r"r
b

Darkyellow | The system isneparing

Lightorange | The system iseconstructing

Darkorange | Thesystem is sanning

Pink Thesystem is ot ready:.

0L JIOIE U

Red The system is irafllt.

Theworkstation tabs

To perform a patient examination, you will use the following fates on
the workstation:

Patient Registration | Acquisition | Post Reconstruction | Patient Browser | Viewing

Figure63: Workstation tabs to perform a patiemixamination

The tabs include active talwghich will be greenand inactive tabsvhich
will appear gray. The active tabs arPatient RegistrationPost
Reconstruction andPatient Browser TheAcquisitionandViewingtabs
require additional steps to be performed before they become active.
The following actions are available in each tab:

Patient Allows you to register a patiemither manually or
Registration fromthe K 2 & LJNalababeides
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Acquisition

Allows you tcselect a protocol angerform the
examination This tab is inactive unt patient is
registered

Post
Reconstruction

Allows you tomanipulate raw data in different
parameters and settings after yoacanis
completed

Patient Browser

Allows you toview, manipulate, and archivecans
already performed

Viewing

Allows you to vievpatient images.This tab is
inactive until astudy is loadedrom Patient Browser|

In the following chapters, you will learn how to perform necessary steps
to conduct a patient examination and learn how to manipulate and store

the data youacquire
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Chapter 5
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A user withadministrativeprivileges musset up theBodyTom 64ystem
configurations foiother users System configuratiors used to set up the
scanner b meet sitespecific needsMost windowscontain selfexplanatory
instructions and refer to elements that are knowntte administrative user
with radiological education and training

Configuration includes setting up user permissiarsaccess privileges to
manageother users, as well as servers, what is available through settings,
presets, andther preferences for the use of the system at a sitdany
system configurations are permissible to the administratoy. While

other configurations are permissible to users without administrator access

Note You must have administrativaccessprivileges and be
logged in as an administrator teet configurations for
the site.

Incorrect changes to the system configuration may make
the system inoperative.

The following table shows th®ystem Configuratiomptionsthat appear
when you clickCustomize> Systean and provides a brief description of each

Table27: Systentonfiguration tabs

Tab name Description

Allows the administrator to set system configurations
General . ) .
. such as hospital name, wireless settings, and dose
Settings .
report settings.
User Allows the administratoto create and edit user
Accounts accounts and permissions
DICOM Allows theadministratorto set upDICOMservers for
Servers archiving, such aBACSr HIS/RIS
DICOM Allows the administratoto view and configuréICOM
) tags forHIS/RISMPPSand Patient, Study, Series, ang
Setting
Image modules
. Allows theadministrator to upload default audio files
Audio . ) .-
) . with protocols; also lets the administrator record, pla
Configuration e
and remove audio files.
Dose Allows the administrator to set up dosmtifications,
Configuration | dose alerts, and configure dose limits for specific sca
Windowing Allows the administratoto view and modifykernel and
Presets window width andwindow center presets.
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Tab name Description

: : Allows the administrator towiew and log all changes a
Audit Trail . : . . .
Viewer well as actions in the systenmcluding usetoging
patient registrationsandseries updates.
Image Allows theadministrator to view and modify how
Orientation images are oriented in the system.
. Allows the user to activate custom kernel options for
Filter Kernels . .
both Axialand Helicalscans.

Setting user accounts

Only a user wittadministrativeaccessan updateanotheruseiQ @ccount,
addanew user, deletedza SNE 'y R f 201 2NJ dzyf 2 O]

1. ClickCustomize> Systemfrom the main menu
TheSystem Configuratiomlialog boxappears

Figure64: User Accounttab

3. For theUser IDfield, enter theUser ID name.

4. For theUser Levefield, enter one of the following user levels:
Fullaccess 2 (G KS aeadasSy |y
Administrator Can create protocol$, & S NJard paQsivords,
as well as accesdl functions of the system.
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Modified accesso the system. Users with

Limited accessan modify protocols during
scanning butannot create and save protocols
has no access to system configuration.
Users with Restricted access can scan with th
Restricted system butare unable to make any changes tg
operator protocol parameters while scanning, they alsg
haveno access to system configuiat.

Limited operator

z

5. FortheLastNameF A St R>X Sy (iSNJ 0KS dzaSNQRa f I ad
6. FortheEnter FirstNam& A St RZ Sy (0SNJ 0KS dzaSNa FAN

7. ForthePasswordF A St RZ Sy G4SNJ 0KS dzaSNDa LI aas:

Note The password must contain 8 to 12 characters, and must
include one number, one symbol and one letter.

8. For theVerify Passwordield, reSy G SNJ 4§ KS dza&ni@m LI a4 6 21
the password

Sysem Configuration

Po— PR

Limited Operator

Figure65: Useraccountfields filled in

9. Click theSavebutton.
The user is added to the list.
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TheSave Abortedpopup appears if your password does not meet the
rule for passwordslIf this is the case, return to the step above, and
fulfill the password rule.

Save Aborted

Figure66. Save aborted popup messag®assword requirements

10. Click theClosebutton to exit.

Setting or updatingadza SNXQ& AYF2NNI GA2Y

1. ClickCustomize> Systemfrom the main menu
TheSystem Configuratiomlialog box appears.

2. Click theUserAccountstab.

3. Select a user from the list of users

v (o 2

Figure67: List ofusers
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4. a2 RATe (KS dzaABANWES BIYWIFNYT (L0244 6 2 NRS
last name

Note The password must be-82 characters and include at
least a letter, number, and symbol.

¢ KS dza S NI a effécKaftey clicRidg théUpdate button. It is
recommended that you logff and log back on and check that the
password is working.

5. Click theUpdatebutton to keepthe change(s).

TheUpdate Aborted popup appears if your password does not meet the
rule for passwordslIf this is the case, return tihe step above, and
fulfill the password rule.

r
Update Aborted

|
Password must be 8-12 characters, and include at least one ‘
letter, number, and symbol.

- Ok

Figure68. UpdateAborted popup message Password requirements
6. Click theClosebutton to exit.

Unlockinga useraccount

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theUser Accountsab.

3. Select the user to unlock from the list of users in the panel
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Figure69: List of users not selected

4. Click theUnlockbutton.
¢ KS dza SNDa O Kaktey dickitg théUpdats butfor. At O (i
recommended that you logff and log back on and check that the
password is working.

Deletinga user

Note Theadministratoruser cannot be deleted.

1. ClickCustomize > Systerfinom the main menu
TheSystemConfigurationdialog boxappears

2. Click theUser Accountsab.

3. Select the user to delete from the list of users
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Figure70: List ofall availableusers

4. Click theDeletebutton.
TheAction Succeedegopup box appears.

5. Click theOkbutton in the Action Succeedegopup.

6. Click theClosebutton to exit.
Modifying the order of the usesin the accounts list

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theUserAccountgab.
3. Select the user order to modify from the list of users in the panel

4. Click theDown arrowto movethe user down the list.
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Figure71: Down arrow

5. Click theUp arrowto move the user up the list.

—

Figure72: Up arrow

The Up arrow will not activate until you movedown the list of users

6. Click theSavebutton under the user listo keepthe new useilist order.
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Figure73: Save button for list order

7. Click theSavebutton next to theUpdatebutton to keep other changes.

8. Click theClosebutton to exit.

Assigning gneral settings

Perform the following teset howthe hospital,é 2 NJ & G dpplidatoy, Q a
scannerand remote supporaire configured

1. ClickCustomize > Systeirfnom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theGeneral Settingsab.
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Figure74: GeneralSettingsab

3. The following tabs arenly availableto the administrator

Hospital Setup | Setsup hospital information specific to the site.
Application Setsup application information theiserwill
Setup experience

Scanner Setup | Setsup scannetP addresinformation.

Remote Support| Setsup IP addresinformationto allow

Setup NeurolLogica remote support.

The following sections provide detailed information related to the
options available in th&eneral Settingsabs.

Hospital Setup sub tab

1. ClickCustomize > Systerfinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theGeneral Settingsab.

3. Click theHospitalSetupsubtab.
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Figure75: GeneralSettings> Hospital Setupultab

4. Enter the institution name in th&nstitution Namefield.

Note The name appears on all images.

5. Enter the department name in thBepartment Namefield.
6. Enter the institution address in thastitution Addressfield.

7. Clickthe followingoptions that are applicable:

1 WhenAuto Storeis selected and you Finalize a scan, the system will
automatically send the images to tii¥efault PACServer defined on
the DICOM Servergab. (seeSystem Configuration BICOM Servers
> Serverys The status of your export will appear in the bottom right
of the Patient Browserscreen.

1 Click theUse Device AE in Server Settiogtion to apply the
BodyTom 64AEtitle tag to DICOM when the operator archivibe
image data to PACS
o If enabled when sending imagesRACSthis optionwill include

the BodyTom 64AE setting as BICOMag.

8. Enter thesystem name (for exampBodyTom 6)in the Station AE Title
field.

9. Enter thename you want to call the archive optiamthed t dza K ¢ 2 €
Textbox.
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10. dick the Savebutton to keepyour changes
TheSave Successfpbpupappears

11. Click theOkbutton in the Save Successfpbpup.

12. Click theClosebutton to exit.

Application Setup subtab

1. ClickCustomize> Systemfrom the mainmenu
TheSystem Configuratiomlialog boxappears.

2. Click theGeneral Settingsab.

FHgure 76. GeneralSettings> Application Setupubtab

4. Click and/or enter information faihe followingoptionsthat apply:
TheAuto Lockfeature can be used to
automatically lock the workstation
screen after a user definddle Timeis
reached.

Allows the user to automatically displa
Automatically Show the Store/Print Queuestatuswhen
Store/Print Queue images are set to archive to a network|
device.

Displays theDoseReport on the screen
when theFinalizebutton is clicked

Auto Lock

Show Dose Report
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A dose report will not be generated un
the operator clickthe Finalizebutton
on the Acquisitiontab.

Dose SR

Automatically Generate

Generates @Dose SRStructured Report
along with thedose reportwhen the
Finalizebutton is clicked

Show Stored Query Resul

Displays theStored Resultst the
bottom of Patient Registration

Prompt for Auto
Reconstruction

Allows theuser to automatically start
any additional reconstructions added t
a scan series after the exam is
completed.

Allow Manual Patient
Registration

Allows the useto manually register a
patient.

Type

Default Pediatric Patient

If selected, theProtocol Managemwill
default to the pediatrigorotocols

(Days)

Change Password Interva

Sets the number of days before a
password change is required.

5. Click theSavebutton to keep your changes.

6. Click theClosebutton to exit.

ScannerSetup subtab

1. ClickCustomize> Systenfrom the main menu
TheSystem Configuratiomlialog boxappears.

2. Click theGeneral Settingsab.

3. Click theScanneiSetupsubtab.
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Figure77:. General Settings ScanneiSetupsultab

4. Click and/or enter information for the following options that apply:
ScannerIPaddress | { SGa GKS aol yySNRa
Sets up wireless informatioegarding the
connection from the workstation to the
scanner.

Point to Point Wireless| ForScanner Network Adapterenter the
adaptor, for example, Wireless to Scanne
ForScanner WirelesProfile, enter the
wireless identifier in the field.

5. Click theSavebutton to keepyour changes.

6. Click theClosebutton to exit.

Remote Support Setup subtab

1. ClickCustomize> Systemfrom the main menu
TheSystem Configuratiomlialog boxappears.

2. Click theGeneral Settingsab.

3. Click theRemote Support Setupultab.
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BEH

1%
1490 |

Figure78: General Settings > Remote Support Setuigiab

4. Click theRemote Support Network Connectiodropdown to selecbne
of the followingnetwork connectios:
1 Wireless to Scanner
1 Wired to Network

5. Click theUse Statt IPoption to enter the Static IPSetup datafor the
following:
1 System IP Address
1 System Subnet
1 System Gateway

6. Enter theDHCP Setufo enter IPs for the following
1 DNS Server (Preferred)
1 DNS Server (Alternate)

7. Click theSavebutton to keep your changes.

8. Click theClosebutton to exit.
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ManagingDICOM servers

Digital Imaging Communication in Mediciris the definitionof the
acronymbDICOM DICOMservers are used texport images from the
scanner. TheSystem Configuratio DICOM Servetsb allows a user with
administrativerights to accesall the DICOMdevices connected to the
scanner.

SeeDICOMstandards on théNEMA.orgwebsite for a full description of
settingsand actions that are available.

Note You must have administrativprivileges andbe logged in
as an administrator to accessnd modify DICOM servers.

Incorrect changes to the DICOM servers may make the
system inoperative.

DICOMservers are set upythe field-service engineeand the appropriate
IT person at the hospital

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDICOM Servermb.

Figure79: DICOM Servers tab
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The followingtabs appear

Servers

Lists existing servers based on type:

Storeand Worklist

Store Identifies a storage server.

Worklist: Identifies servers in a database you can
query from.

Alsodisplays server details and options, with
controls for saving, updating, deleting, and echoir
servers.

PACS List

Displaysa list of PACSy Server Name, Type, andin
Listc to send to by default

Options

Displaysontrols forPACS OptionandHIS/RIS
Options.

Figure80: DICOM Servers tabs

3. Go to the following sections to assign specific actions tdteOM

server.

Assigning a srver as a $ore or worklist server

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDICOM Serversab.
TheServerdab is active.
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Figure81. DICOM Servers > Servers tabs

3. Click one of the followingptions

Store

A storage server, typicallyRACServer that archives
images and patient informatianThe images and data
can later bemported from the server to another
system or the same systentt is partly a backup and
partly a waypoint for transferring data from the syste
the scans were acquired on to another system for
viewing.

Worklist

Adatabase of patient information thatanbe queried
to generate a list of patients based on name, modali
procedure date, and other variable¥hese patients
are usually hosted on a serwerthin the facilityand
the information can bémported from the server when|
trying to acquireall  LJ- ( A Snatip®@Geford 8" F
procedure is run Thiseliminatesthe need to manually
enter patient information at the time of the procedurt

4. UnderDetails enter thed S NIh&melihdheServer Nameext box

5. For theHIS/RISand PACS Network Connectipalick the dropdowrto
identify the following
1 Wireless to Scanner
1 Wired to Network

6. Click thePoint to Point Wirelessheckbox ifit applies.
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7. Click thewireless Profiledropdown to select the appropriate profile
8. In theServer AE Titléext box, enter the server AE title

9. IntheDevice AE Titléext box, enter theBodyTom 64E title

10. In the Server IP Addresext boxes, enter the server IP address

11. In thePorttext box, enter the port identifier

12. In theConnection Timeoutext box, enter the number of seconds
beforethe connection timeout is activated.

13. Click theUse Static IPption to identify the following:
1 System IP Address
1 System Subnet
1 System Gateway

14. To set the serveas a default serveclickthe Default Serveicheckbox.

15. To set theserveras the default surgical navigation servelick the
Default Navigationcheck box

16. To enablghe storage commitment, click thEnable Storage Commit
check boxo send a message back to system that confirms the storage
was successfylt is an extraconfirmation fromPACShat the images
were received

17. To gather responses, click thesten for Responsesheck box
For every image that is sent, the system will wait for acknowledgement
before sending the next image.

18. Togather12-bit images, click th&2-bit Imagescheckbox

19. Aick theSavebutton, to keep your work

Action Succeeded

Server has been saved.

L] Ok

Figure82: Action Succeeded popupessage; Server saved
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The new server should appearthre list box to the left.

20. Click theOkbutton.

21. Click theQosebutton to exit.

Modifying a server

1.

ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

Click theDICOM Serversb.
Clickserver type Storeor Worklist.
Select a server from the list.

Modify the parameters
{ S Bssigning aesveras a ore or worklistserveg 2 y 133 3 S

When all your changes are madéck theUpdate button.
A messageappears that explains thepdate wassuccessfuand includes
the updat(s)

Action Succeeded

i:igure83: Action Succeedepopupmessage; Server updated

Click theOkbutton.

Click theClosebutton to exit.

Echoing a server

1.

2.

ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

Click theDICOM Serverab.
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3. Clicka server typeStoreor Worklist.
4. Selectthe serverto echofrom the list

5. Click theEchobutton.

The statusof the serverappears

Figure84: Echo Successful and Echo Faiedups

6. Click theOkbutton.
If the echo was unsuccessful, determine why and repeat step 5 until you
are successful.

7. Click theClosebutton to exit.

Deleting a server

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDICOM Serversb.
3. Click aserver type:Storeor Worklist.

4. When the server you want to remove is available, click the server from
this list.

5. Qick theDeletebutton.
The serveisremoved fromthe list; the Action Succeedegopup
appears

6. Click theOkbutton.

7. Click theClosebutton to exit.

Moving a server up and dowrnthe server list

1. ClickCustomize > Systefinom the main menu
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TheSystemConfigurationdialog boxappears
2. Click theDICOM Serversab.
3. Click aserver type:Storeor Worklist.
4. Select the serveto move up or down the list

5. Click theUp arrow to movethe server up the listclick theDown arrow
to move the server down thist.

Figure85: Up and Down arrowsto move up and dowserver list

6. Click theSavebutton to save the server order.
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Figure86: Save button

TheAction Succeedeg@opup appears.
7. Click theOkbutton.

8. Click theClosebutton to exit.

Saving DICOM serveit® a PACS list

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDICOM Serversab.

3. Click thePACS Ligabto view available servers

Chapter 5 System and User Configuration and Setup Pagel390f 412



BodyTom64 User Manual Revision04

Sy
et
e = =
PALS By R
= W S ra
B L O d
. = =
L) o

Figure87: DICOM ServersPACS List tab

4. Doubleclick the lightgray checkmark undén List
Each checkmark adds the server to #&CS3isting The checkmark
turns green when acti

5. Click theSavebutton.
ThePACS List Saveapupappears

PACS List Saved g

Figure88: PACList Salopup messag ACS saved
6. Click theOkbutton.

7. Click theClosebutton to exit.

Selecting PACBptions

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears
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2. Click theDICOM Serverab.

3. Click theOptionstab.

Figure89: DICOM ServersOptionstab

4. UnderPACS Optionglick theEnable Storage Commib verify that
patient information and data archived to tHRACServer was received
1 If Enable Storage Commig not selected, it is assumed and accepted
that the datawas received
1 If Enable Storage Commig selected, the workstation sends a
request to the PACS server to verify that the data was received.

5. If the Enable Storage Commatheckbox is selected, perform the
following:
1 Enter the appropriate title in th&ystem Called AE Titkxt box.
1 Enter the port identifier in thé>orttext box.
1 Enter the number of seconds before a connection timeout in the
ConnectionTimeout (secs) text box
1 Enter 30 seconds or 60 seconds.

6. UnderPurge Optionsmake selections based on thederstandngthat
any studies archived to theACServerare deleted from the
workstation on a regular basis, depending on the selected intgrval
identify the following:
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Select one of thdollowing from the dropdown
Everyday Weekly, or Monthly. When you select
the first Purge Intervaldropdown and select
Weeklyor Monthly, the inactive dropdown is
active to let you select the day of the week or th
first of the month.

Changesthe hour, minute, and second interval;

_ usethe buttons to increase those time elements
Time |23;oo;oo:|

Figure90: Time (increase and decrease time) arrows

Purge Interval

7. Under theHIS/RIS Optiongenter the maximum number of results sent
back from a query worklist in thQuery Maxtext box.
There is no maximum limit.

8. Clickthe Send MPP8heck boxo apply a service that allows a modality
to better coordinate with image storage servers by giving the server a
list of objects to send before or whigendingsuch objects.

9. UnderImport Options click theUse GGETcheck box to pull information
from aPACServer when importingrom the server (as opposed to
archiving to it)
The administrator sets this to pull froMACSrom anywhere, so the
machine does not have to kst upas a reliable destination on the
PACSnachine.PACS G(GeLIAOrtfe ySSRa G2 Sldz 4GS
with an AE ttle; however,GGETaccepts that the calling IP is a
legitimate device.

The NeuroLogicBodyTom 64canner automatically us&sMove when
importing fromPACS If the operator wants to us€&GETinstead, the
user can seled-Get

10. Click theSavebutton.
ThePACS List Savedpup appears.

PACS List Saved
f
|

|
|
PACS List has been saved.

- Ok

i:igure91: PACd.ist Saved popup
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11. Click theOkbutton.

12. Click theClosebutton to exit.

Assigning DICOM settings

DICOMsettings includenany kinds okettings The administrator can add
or remove optional information to be displayed using actions described in
this section

SeeDICOMstandardson the NEMAorg websitefor a fulllist and
description ofDICOMags

Note You must have administrativprivileges andbe logged in
as an administrator to accessnd modify DICOM settings.

Incorrect changes to the DICOM settings may make the
system inoperative.

1. ClickCustomize > Systefinom the main menu
TheSystemConfigurationdialog boxappears

UGN N

Figure92: DICOM Settings tabsiX)
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3. Click theHIS/RIS Quertab to select the types oHIS/RISjueryresults
the user will see when performingrilS/RISuery.
SeedSelecting PACS optigns I Y Rstef &for in@re information.

Note Even numberedICOMtags are publiddICOMtags as per
the DICOMstandard Odd numberedDICOMtags are
vendor specific.

Greencheckmaks are optionalDICOMtags andorange
checkmarks are required per thelCOMstandard and
cannot be modified

M G on Vg
» 10CCR 25500 Comiwat Grona) [ atemnssn Croana L)
et

» EOOLA8 1 7) Content LD

U

Figure93: DICOM Settings > HIS/RIS Query

4. Click theModality Performed Procedure StegMPP$Jtab to select the
types ofMPPSnformationthe userwill see
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Figure94: DICOM Settings > MPPS

5. Click thePatient Moduletab to select the types oPatient Module

information the user will see.

R —

Figure9s: DICOM Settings > Patient Module

6. Click theStudy Moduletab to select the types oEtudy Module
information the user will see.
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Figure96: DICOM Settings > Study Module

7. Click theSeries Moduldab to select the types oferies Module
information the user will see.
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Figure97: DICOM Settings > Series Module

8. Click thelmage Moduletab to select the types ofmage Module
information the user will see.
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Figure98: DICOM Settings > Image Module

9. Click theSavebutton to saveyour changes.

10. Click theClosebutton to exit.

Assigning audio configuration

Default audio filesare installedon the workstation. Audio files can be
attached to protocols and sent to the scannétach audio filbhasan
indicationif it has beersentto the scanner

Note You must have administrativprivileges andbe logged in
as an administrator to accessnd modify audio
configurations.

Incorrect changes to thaudio configurationsmay make
the system inoperative.

Finding and listening to audidiles

1. ClickCustomize > Systefinom the main menu.
TheSystem Configuratiomlialog box appears.

2. Click theAudio Configuratiortab.
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Figure99: AudioConfiguration tab

3. Review the audio files that exist on tm&orkstation

Figurel00: Audio files list

4. To listen to an audio file, select the name from the workstation list and
click the Play button.

5. To exit the Audio Configurationljak the Closebutton.
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Recordingand saving an audio file

1.

ClickCustomize > Systefinom the main menu.
TheSystem Configuratiomlialog box appears.

Click theAudio Configuratiortab.
The availablaudio files appear undaNorkstation.

o —— —

Accourts

FigurelOL1 Audio files list

Enter the name of your new audio file in the File name text box.
Click theRecordbutton.

Record your audio file.

Press theStopbutton.

To review, highlight your new recording and press Biaybutton.
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Figure1l02 New audio file

8. When you like yourecording, highlight the fileand press th&ransmit
button to copy the file into the audio folder for your scanner protocols.

9. Click theClosebutton to exit.

Transmitting an audio file

1. ClickCustomize > Systefinom the main menu.
TheSystemConfigurationdialog box appears.

2. Click the Audio Configuration tab.
The availablaudio files appear undaNorkstation.

3. Select the audio files und&orkstation audio files to transfer to the
scanner.

4. Click theTransmitbutton.
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Figurel03: Audio files transmittedo save to the scanner

5. Click theClosebutton to exit.

Deleting an audio file

1. ClickCustomize > Systefinom the main menu.
TheSystem Configuratiomlialog box appears.

2. Click the Audio Configuration tab.
The availablaudio files appear undaNorkstation.

3. Select the audio filgou want to delete from the list.
4. dick theDeletebutton.

5. Click theClosebutton to exit.

Assigningdose report

Thedose reportis created at the end of the scan and can be customized to
includeDICOMspecific tags.

Note You must have administrativprivileges andbe logged in
as an administrator to accessnd modify dose report
settings.
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1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomialog box appears

2. Click theDose Configuratiorab.

3. Click theDose Reportab.

Figurel04: Dose Reportab

4. Selecthe DICOMtags you want to see ithe dosereport.
Adose reportis generated after thexam is finalizedhe black area
includesdosereport informationlike the following
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Figurel05: Generateddosereport

5. Click theSavebutton.

6. Click theClosebutton to exit.
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Applyingdose configuration

Note You must have administrativprivileges andbe logged in
as an administrator to accessnd modify dose
configurations.

Incorrect changes to dose configuration settings may
make the system inoperative.

Note You can check thé&udit Trailto review the audit log that
details what dose limit was removed, by whom, and the
date and time it took place.

Doseconfigurationconsists of botlDose Notificationsand Dose Alerts

Dose Notification

Notifies the usewhen the planned CTland/or
DLP value of a single series will exceed the def
value

Dose Alert

Notifies the user when the planned Cidand/or
DLP value from the combination of all planned
series will exceed the defined value seSystem
Configuration. Dose Alerts represent a value
which would be well above anstitution@
established CTDI/DLP range to the given
examination and warrant a more stringent revie
and consideration before proceeding.

Setting Dose Check

SeeAppendix fon page380for information on protocols, CTial andDLP

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDose Configuratiorab.

3. Click theDose Checkab.
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Figurel06: Dose Configuration > Dose Check

4. Clickone of the followingDose Check Typaptions

Dose
Notification

Notifies theuser when a pralefined
CTDlkior DLP value will be exceeded o
a seriesby-seriesbasis.

Dose Alert

Notifies the user when a prdefined
CTDlkior DLP value will be exceeded
from a combination of all planned serie

or scans.

Note The defaultDose Alertswhich are set at 1000mGy
CTDI andb000mGy*cm DLP are designed to prevent the
patient from receiving any possible deterministic effects

due to excess dose.

However, the system allows these

values to be modified by the user. Any modifications to t
DoseAlerts shouldbe done by qualified medical personne

5. Clickone from the followingScan Typ@ptions

All

Identifies all scan types.

Axial

Identifies only Axial scan types

Helical

Identifies only Helicalscan types

Dynamic

Identifies only Dynamicscan types

6. Define theDoseLimit by entering the following:
1 Enter theCTDli (mGy)valuein the text box
1 Enter theDLP (mGy.cm) value the text box
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7. Click theSavebutton.
TheSave Successfpbpup appears
s 2323 2 2 202

Figurel07: Save Successful popgoseCheck successfully saved
8. Click theOkbutton.

9. Click theClosebutton to exit

AssigningDose Configuration to a patient protocol

DoseConfigurationlimits are used to prevent usg from selecting kV or mA
values that are not appropriate for thgiven patient types, such as
pediatrics etc.

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDose Configuratiorab.

3. Click theDose Conflguratlora;utiab

Figure108 Dose Configuration > Dose Configurafionadult andpediatric

4. Click one of the following:

Selecting Adult shows the paefined adult
Adult .
protocols, stored byanatomical area
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i Selecting Pediatric shows the paefined pediatric
Pediatric )
protocols, stored bynatomical area
& TheTraumaorb can be used to store protocols
Trauma
commonly used for emergency scans.

5. Click thecolored orbthat marks theanatomicalregion to apply the dose

Figurel09: Anatomical orbs

6. Clicka scan typdrom the following list

Axial Identifiesonly Axial scan types
Helical Identifiesonly Helicalscan types
Dynamic Identifiesonly Dynamicscan types

7. Enter a descriptioffior the Dose Configurationn the Descriptiontext
box.

8. ForPediatrics enter the Minimum and Maximum WeightandLength
information.

9. Under theMax Powersettings, tick thekV dropdown and selectthe
maximum allowed kV.

10. Click themA dropdownand selectthe maximum allowed mA.
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FigurellO:. Pediatric Dose Configuration Parameters

11. Click theSavebutton to save youwork.
If the level overlaps an existing level, you are prompteddjust

Figurel1l: Invalid Parameteppupmessage: Dose setting kV already exists

If the save isuccessfulthe Save S

Save Successful R

ucc_essfpbpup appears.

gure112: Save Successful popopessage; Maximum dose saved
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12. Click theOkbutton.

13. Under theSaved Dosekst box, check that your dose configuration
appearsjf so,go to the next step.

14. Click theClosebutton to exit.

Updatingsaveddose

To modify a saveBose Configuration.

SeedSettingDose Checlé pagel53and/or GAssignindose Configurationto
apatientprotocolé 2 y 193 38

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDose Configuratiorab.

3. Selectthe desiredSaved Doséom the Saved Dosebst.

Figurell3 Saved Doses List

4. Modifyingvalues causes thepdate button to become active.

5. Click theUpdatebutton.
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Figurell4: Save Successful poplmessae: Maximum dosesaved
6. Click theOkbutton.

7. Clickthe Savebutton to save your work.

Note If the level overlaps an existing level, you are prompted
to adjust

8. Click theClosebutton to exit.

Deleting a saved dosémit
To remove a savelose Configuration.

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click theDose Configuration tab.
F':;” - [

s

Figurell5: Dose Configuration > Dose Chedk ta

3. Click a alreadysaved doseunderthe Saved Dosebst.
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4. Perform one of the following
1 To delete a saved do$mm the Saved Doses lighdclear the
restriction, select thedose,and click the Delete button.
1 To delete all the savedodes in the Saved Doses &sid clear all
restrictions savedclick the Delete All buttgrwhich returns all
settings for thatselectionto the maximum scanner default.

Note If there are no saved doses or limits, the operator will be
able to scanusing themaximum 140kV and 300mA
available on the scanner.

5. Click theSavebutton.
The save success message appears and, becau§d ikwol (mGyand
DLP (mGy.cmgre empty, there is no longer a limit applied.
TheSave Successfpbpup appears.

Save Successful

Maximum dose has been successfully saved.

- Ok

Figurell6: Savegpopupmessage; Maximum dose saved

6. Click theOkbutton.

7. Click theClosebutton to exit

ApplyingWindowing Presets

Windowing presets allow you to define window width and center presets
for specific anatomical locations as well as specific reconstruction kernel
presets. An Administrative User can delete or update the default Window
Presets as well as create new Window/Presets.

Note You must have administrativprivileges andoe logged in
as an administrator to accessnd modify the windowing
presets.
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Editing kernel presets

Note Kernrel presets arepre-installed in the systemkernel
presetscan beset andmodified.

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click thewindowing Presetdab.

Figurell7: Windowing Preset tab

3. Click theKernel Presetsab.
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Figurel18 Windowing Presets Kernel Presetgab

4. Click theScanType dropdown to selecbne of thefollowing scan types:
1 Axial
1 Helical

5. Click theSharpnessiropdown to select sharpness from the list
Sharpnesssthe reconstruction algorithmand the availabl&harpness

values are based on the scan type.

Figurell9: Sharpness dropdown

6. Enter theWindow Width in the Width text box.
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Window Width describes the range of Hounsfield units shades of
gray,displayed across the imag&heWindow Width controls the

contrast of the image. Low Hounsfield numbers below the range are
displayed as black, while High Hounsfield numbers above the range are
displayed as white.

7. Enter theWindow Center in the Centertext box.
Window Center describes the Hounsfield number in the center of the
Window Width. Window Centercontrols the brightness or density of
the image.

8. Click theSavebutton to save your work.
TheAction Succeedeg@opup appears

Action Succeeded

Preset has been saved.

- Ok

Figurel20: Action Succeeded popupessage; Preset saved

9. Click theOkbutton.

10. Click theClosebutton to exit.

Setting Window Presets

Window presets allowouto defineWindow Width andWindow Center
presets for specific anatomickications such as bone, brain, lung, and soft
tissue.

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click thewindowing Presetdab.
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3. dick theWindow Presetssuliab.

Figurel21 Window Presettab

4. Enter the name of the window preset in tiNametext box.

Figurel22 Window Presets > Name

5. Enter the width of the window preset in th&/idth text box.
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Figurel23 Window Presets > Width

6. Enter the centefor the window preset in theCentertext box.

Figurel24: Window Presets > Center

7. Click theSavebutton to save your work.
TheAction Succeedeg@opup appears
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Figurel25: Action Succeeded popupessage; Preset saved

8. Click theOkbutton.

9. Click theClosebutton to exit.

Editing a window preset

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click thewindowing Presetgab.
3. Click thewindow Presetsultab.
4. Click a preset that exists in tMgindow Presetslisting.

Configuration |~ Windowing Presets 1 __ Audit Tral

dow

Figurel26: Listingupdate
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5. To editthe preset make your changes in tiidame Width, and/or
Centertext boxes.

6. Click theSavebutton to save your changes.
TheAction Succeedegopup appears.

| Action Succeeded

Figurel27: Action Succeeded popupessage; Preset saved

7. Click theOkbutton.

8. Click theClosebutton to exit.

Deleting a preset

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomlialog boxappears

2. Click thewindowing Presetdab.
3. Select the preset.

4. Click theDeletebutton.
TheAction Succeedegopup appeas.

Figurel28: Action Succeedepopupmessage; Presetdeleted

5. Click theOkbutton.
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6. Click theSavebutton to exit.

Setting up theAudit Trail Viewer

TheAudit Trail Viewergivesa user with administrative aces the ability to
view all activities performed by anyone logged into the system. This
includes changes to protocols, deletion of images, as well as
acknowledgement of alerts etc.

Note You must have administrativprivileges andbe logged in
as an administrator to accedtie Audit Trail Viewer.

1. ClickCustomize > Systefinom the main menu
TheSystem Configuratiomdlialog boxappears

2. Click theAudit Trail Viewertab.

Figurel29: Audit TrailViewer tab

3. From theAudit Trail Viewertab, use the calendar to select a date range

to view.

1 To select a single date, position the mouse pointer in the top box
and click the date on the calender find audits for that date

1 To select alate range, click the desired start date on the calendar.
This will automatically populate the top box of tReomrange. Click
the desired end date on the calendar, which automatically fills the
bottom box of theFromrange.
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Figurel30: Adding a date or a date span

4. Click theAudit Type dropdownto selectthe type of audit you are
searching

e

Figurel31 Audit Trail Viewer Audit Typaropdown

\

5. From theUser IDdropdown click thetype of userto track
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Figurel32 Audit Trail Viewer User ID dropdw

6. Click theView button to seethe resultof audits that mé your criteria
S ——‘-’—‘

Figurel33 Audit results

7. Performone of the following:
1 Click theClearbutton to remove the audit results.
1 Click theExportbutton to export the audit resulthat you selected
to the audit backup file on the system
1 Click theExport Allbutton to export theaudit results to the audit
backup file on the system.
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8. Click theClosebutton to exit.

Setting imageorientation

NeuroLogicalescribegatient orientation as if the viewer weréooking
towards the front of the gantry.In other words, if theatient is lyingace

up with their head in the gantry, théd Y I 3 S
Right side on the Left side of the Viewet. T
thegantiz G KS AYLl 3S
side of the Viewer.

2NASY Gl (A2

idKS

2NASYGFGA2Y

z

LI G A Syu
RAAL

Note You must have administrativprivileges andbe logged in
as an administrator tanodify image orientation settings.

Changes toimage orientationsettings will modify the
displayed orientation markers on the images.

. ClickCustomize > Systerfinom the main menu
TheSystem Configuratiomlialog boxappears

. Click thelmage Orlentatlontab
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Figurel34: Image Orientationab
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The top half of theémageOrientation screen shows thavailable

patient orientations The blackmage orientatiorsquare represents the
viewingareaand shovs four different orientationmarkers A = anterior,

L = left, P = posterior and R = rightyou do not see letters in the image
orientation box, select an image orientation from the list.

3. Slectthe appropriate orientation from the list
For example, selecHead First 8pine. In the figure below, tk
highlighted selectiorshows the current orientation in th€urrent Flip
Orientation field, which isnot changeablehowever, theNew Flip
Orientation lets you change the orientation.

4. Click theNew Flip Orientationrdropdown to selecbne of the following
new-flip orientations:
17 NONE
9 LEFT_AND_RIGHT
9 TOP_AND_BOTTOM
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Figurel35: Image Orientatior» New FligDrientation dropdown

5. Click theSavebutton to save changes

6. TheSettings Savegopupappears
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Figurel36: Settings Saved popupessage; Image orientation settings saved
7. Click theOk button.

8. Click theClosebutton to exit.
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Setting Filter Kernels

Filter kernels allowouto activate custom kernel options for bo#kxial and
Helicalscango control the sharpness and smoothness of the images.

1. ClickCustomize > Systefinom the main menu.
TheSystem Configuratiomialog box appears.

2. Click theFilter Kernelgab.
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Figurel37: Filter Kernels tab

3. Perform one of the following:
1 To add new Axial kernels, select thrial radio button,then double-
click theValue cell next to thedesiredAxial kernel
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Figurel38 Selected Axial kernel

To add new Helical kernels, select tHelicalradio button, then double
click theValuecell next to the desired Helical kernel.
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Figurel39: Selected Helical kernel

4. Click theSavebutton.
TheSuccespopup appears.

5. Click theOkbutton.

6. Click theClosebutton to exit.
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User configuration

User configuration allows usewdth either Administrator or Limited
Operatoraccesso change the password for their own account

Updating your useraccount

1. ClickCustomize> Userfrom the main menu.
TheUser Configuratiordialog box appears.

Note You must have administrativer limited operator
privilegesto accessand modifyuser accounts.

Incorrect changes taiser accountsnay cause users to be
unable to access the system

The Update Accountgab is the default selection.

2. Modify the following field@ssociated with your user accouoy
entering relevant information

¢ Last Name

1 First Name

1 Password

1 Verify Pasgword .

Figurel4Q: Last Name, First Name, Password, and Verify Password fields
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3. Click theUpdatebutton.

4. TheUpdate Succeededopupappears.

.
Update Succeeded

Account has been updated.

]

Figurel4l Update Succeeded popupessage; Account updated

5. dick theOkbutton.

6. Click theClosebutton to exit.

Applying @lumn settingsto HIS/RIS Query

Allowsyouto customizethe columns of informatiorithat appear when
viewing theHospital Information SystenfHIS§ and/or Radiology
Information SystemgRIS information that is queried

All users can access user configuration and make changes to the column
settings; however limited and restricted operators cannot make their
changes to the column headings the defaulinlyusers withadministrative
accesgan make column settings a defaulising theMake Defaultoption.

1. ClickCustomize > Usdrom the main menu.
TheUser Configuratiordialog boxappears.

2. Click theColumn Settingsab.

3. There may be no entries that appear, initially.

Note When an option is selected (for exampHS/RIS Query
or Patient Browsel), a table is created that lists the
columns, along with a checlixox to indicate whether it
will be displayed within the table Required columns
cannotbe unchecked and are colored orange instead of
the default green.

4. Click theHIS/RIS Quergption.
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Figurel42 Column Settingdialog boxwith HIS/RIS Queigption

5. Double click the Checkmark undeisplayedcolumn for the row you
want to display or remove if it is already selected.

b by L2
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Figurel43 Column Settings with selected query in HIS/RIS

6. Notice that theUp and Dwn buttons are actie whena row is selected.

7. Click theUp or Dwn buttonsto movethe active selection up or down
the list.
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Figurel44: ColumnSettings with HIS/RIS Query option udifmand Dvn
buttons

8. If you have administrative privileges, click tiake Defaultoption to
make the selected column display the default for all gser
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Figurel45: Make Defaulbption

9. Click theSavebutton to keep changes

10. Click theClosebutton to exit.
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Applying column settings téatient Browser

Allows you to configure the columns of information seen inBagient
Browser.

1. ClickCustomize > Usdrom the main menu.
TheUser Configuratiordialog box appears.

2. Click theColumn Settingsab.

3. Click thePatient Browseroption.

e e

Shghered
v
v
v
v
4
v
v
%
7
v
v
4

Figurel46. Column Settings with Patient Browser option

4, Click one of the following options:

Information that appears on the top portion of the
Patient/Study| Patient Browserthat defines patient specific
information.

Information that appers on the lower portion of the
Patient Browser that defines series specific informatior

Series

5. Double click the Checkmark undeisplayedcolumn for the row you
want to display or remove if it is already selected.

6. Notice that theUp and Dwn buttons are actie whena row is selected.

7. Click theUp or DWNbuttonsto movethe active selection up or down
the list.
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Update Account | Column Settings | Scan e Report

Name isplay
(0008,0021) Series Date 4
(0008,0031) Series Time s
(0008,0060) Modality 7
(0008,103E) Series Description 7
(0018,1030) Protocol "3
(0018,5100) Position <
(0020,000E) Series Instance UID 7
(0020,0011) Series Number 4

(0010,2210) Anatomical Orientation Type
(0018,0015) Body Part Examined

(0008,1050) Performing Physicians Name
(0040,0254) Performed Procedure Step Description
(0020,0060) Laterality

(0028,0108) Smallest Pixel Value In Series
(0028,0109) Largest Pixel Value In Series.
(0040,0244) Performed Procedure Step Start Date
(0040,0245) Performed Procedure Step Start Time
(0040,0253) Performed Procedure Step ID

- dlose

Figurel47. Column Settings witRatient Browser Seriegption ¢ usingUp and
Dwn buttons

8. If you have administrative privileges, click tdake Defaultoption to
make the selected column displéye default for allusers

(0008,0031) Series Time

(0008,0060) Modality

(0008,103E) Series Description

(0018,1030) Protocol

(0018,5100) Position

(0020,000E) Series Instance UID

(0020,0011) Series Number

(0010,2210) Anatomical Orientation Type
(0018,0015) Body Part Examined

(0008,1050) Performing Physicians Name
(0040,0254) Performed Procedure Step Description
(0020,0060) Laterality

(0028,0108) Smallest Pixel Value In Series
(0028,0109) Largest Pixel Value In Series
(0040,0244) Performed Procedure Step Start Date
(0040,0245! Performed Procedure Step Start Time
3) Performed Procedure Step ID

QAR RRRR S

=

Figurel48 Make Defaulbption

9. Click theSavebutton to keep changes.

10. Click theClosebutton to exit.
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ViewingScan Dosage Report

1. ClickCustomize > Usdrom the main menu.
TheUser Configuratiordialog box appears.

2. Click theScanDosag Reportab.

Figurel49: Scan Dosage Report tab

3. To viewDosageReports click the date odate range on the calendar

Note If the date is left blank; all doses for all dates are
retrieved.

4. Click theProtocoldropdown to select a protocol.

Note If the protocol is left blank; all doses for all protocols
are retrieved.

5. Click themA Rangalropdown to select the mA range.
ThemA Rangalefault is 2030; it can be changed after data is retrieved.
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Figurel50. Date, Protocol, and mA Range filled

6. Click theView button to display a graph showing dosages performed by

the scannewusing the selected filters.
(O — . —— 5 — -

Note If you adjust the mAange, the graph displays those
ranges within the retrieved data.
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7. To clear thdilters selected, click th€learbutton.

Selecting a room for theBodyTom 64

Selecting a room ensures that the correct calibration is loaded or used when
the scanner has been calibrated in more than one location.

1. ClickCustomize > Select Room
2. Alist of the rooms available appear in the cascading menu.

File Tools Customize Help
System

User |
SelectRoom 2y Operating Koom 1
Operating Room 2
Figurel52 Available rooms before movirthe scanne

3. Click the roomn whichthe scannemill be used.

4. Move scanner to the selected room
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Chapter 6 t N2 1202t al yI 3SNJ

Note You must have administrative privilegasid be logged
in as an administrator, to acceshe Protocol
Manager.

Protocol Managerallows a user witladministrativeprivileges to create
new protocols, modify existing protocols and delete protocols from the
system. Protocol Managerprovidesthree patient options:Adult,

Pediatrig or Trauma® patient.

Table28: Protocol Manager commaniuttons

Button Action

e I Allowsyouto create a new protocol.

t'- auild From ' Allowsyouto create a new protocol from an
existing protocol.

F Fddit I Allowsyouto modify protocols.
E Delete ] Deletes a saved protocol.

E l.mpm't q," Imports previously exported protocols into the
workstation.

Export Exports protocols to a media device.

Closes thérotocol Managemialog box.

Moves a protocol up or down the ordered list.

1
! Save 1' Saves the order of the protocol list.
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Note: Protocol parameters are customized to your
requirements in conjunction with local and nationally
recognized published guidelines. These protocols
must be approved by your facility physicidtefore the
aeais vye@tanceé. 00

& WARNING Any modification to an existing protocol, or any new protocol creat:
should be reviewed, and approved by a radiologist and/or residing
medical physicist. Failing to do so could cause a patient to receive
excessive and/or unnecessary dose of ionizadjation.

Resources for radiation protection of pediatric patients appear belc
and are for referring physicians with a focus on radiation exposure

w American Academy of Pediatrics (AAR)S://www.aap.org
Search for radiation risk to children from Computed
Tomography

w Federal Drug Administration (FDA),
https://www.fda.gov/search

Search for guidelines for pediatricians regarding medical
radiation safety

w American College of Radiology (ACR):
https://www.acr.org/ClinicalResources/Clinicaloolsand
Reference/AppropriatenesSriteria

w Image Gently® and CT scans

https://www.imagegently.org/Procedures/Computed
Tomography

1 Image Gently/FDA Digital Radiography Safety Checklist
https://www.imagegently.org/Portals/6/Procedures/Attachmi
nt%20D.CR.DR%20%20checklist.pdf

Creating a new protocol

1. ClickTools >Protocol Managerom the main menu
TheProtocol Managedialogappears
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Figurel53: Protocol Managefor adult andpediatric

2. Click one of théollowing:
Tocreateand/or scan withadult scan protocols,

Adult which are stored by anatomical location.
... | Tocreateand/or scan withpediatric scan protocols,
Pediatric . . .
which are stored by anatomical location.
& TheTraumaorb can be used tstore protocols
Trauma

commonly used for emergency scans.
By selecting either aAdult or Pediatricpatient, the
- corresponding list of saved protocols becane
available.

3. Click thecolored orbcorresponding to theppropriatebody part

Flgure154 Adult and pedlatrlc a\atomlcal obs with Chest orb selected

Existing protocols in the selected Orb will appear inRhetocollist
box as seen below. TiNew button will become active.
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Figurel55: Adultand pediatric protocol lists

4. Click theNew button to create a new protocol
TheNew Protocoldialog box appears.

Figurel56: NewProtocoldialog box

EnterProtocol Informationin the text boxes:

The name of the protocol as it will be
displayed in protocol manageReference
Protocols begin with the letters Nind
cannot be deleted from the system
References the anatonthat will be
scanned

The DICOMimage tagif entered, this
Default Study Description| description will also appean PACSs a
StudyDescriptionDICOMtag (00081010)

Protocol Description

Anatomical Reference

Chapter 6 Protocol Manager Pagel88of 412



BodyTom64 User Manual Revision04

5. UnderPatient Position select one of the followingcanning positios
from the dropdown:

HFS HeadHrst-Qupine

HFP HeadFrst-Prone

HFDL Head Frst-DecubitusLeft

HFDR HeadHrst-DecubitusRght

FFS Feet Arst-Qupine

FFP Feet Frst-Prone

FFDL Feet Frst-DecubituslLeft

FFDR Feet Arst-DecubitusRight

You can also move the rotating positional handighoverng the

mouse pointer over the handle and clickittgselect a position

1 The arrows at the feet rotate the patient orientation frokead
Frst to Feet Arst.

1 Thearrow abovethe patient rotatesthe patient orientation from
Supineto Proneto Decubitus

Cancel

Figurel57: Patient position handles

6. Undert N2 (0 2 O 2 fcliziithelNedy Buktdh.a
TheNew Seriesdialogboxappears
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Figurel58 New Seriesdialog box

7. ForScan Typeselect one of the following:
Axial

Helical

Dynamic

Reference

Scout

= =4 =4 -4 A

Note ForHelicalscanning, the exposed area is extended by
at least % rotation to 1 full rotation at the start and
end of the planned scanbased on thesharpness
selected.

8. ForScout Typeselect one of the following:
1 AP
1 PA
1 Lateral
Scout Typas not available foAxial, Helical Dynamig and Reference
scan modes

9. ForkV (scan voltagg select one of the following:

T 80 To set thescan kMo 80.

¢ 100 Toset thescan k\to 100.

1 120 Toset thescan kMo 120.

1 140 To set thescan kMo 140.

kVis notselectable whermsing theDynamicand Referencescan
modes.

{ S 8lendfying load factors 2 y 248 3 S
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10. FormA (scancurrent), select thedesired valudrom the dropdown.
The availablenArange is 30 t&00 with an increment of 5SmA.
mA s notselectable when using thiReferencescan mode.

11. ForSlice Thickness/Spacingelectthe desired value from the
dropdown.
Slice Thickness/Spacing not available fo6coutand Referencescan
modes.

12. ForSharpnessselectthe image reconstruction kern&om the
following list ofkernels

Low Noise QA& Not for Clinical Use

Soft Tissue Available for Axial Scan Type only

Soft Tissue Headc Available for Helical Scan Type only

Soft Tissue Abdomencg Available for Helical Scan Type only

Pos. Fossa/VesseAvailable for Axial Scan Type only

Sharpg Available for Axial Scan Type only

Bone (No AE®)Available for Axial Scan Type only

Bone¢ Head (No AE@)Available for Helical Scan Type only

Bone¢ Abdomen (No AEG)Available for Helical Scan Type only

Sharp Lung (No AECAvailable for Axial Scan Type only

1 HighResQA (No AE@)Not for Clinical Use

Sharpness is naelectable when using thReferenceand Scoutscan

modes.

= =4 =4 4 -4 4 a4 -4 - -4

Note ThelLow Noise QAand High-ResQA (No AECyptions
should notbe used for clinical scanning.

13. ForResolution which also refers to scan timselectone ofthe
followingoptions:
1 1Second(s)
1 2 Second(s)
Resolutionin only available foAxial Scan Types.

14. ForPitch, which describes how fast the scanner is moving during one
rotation of the xray tube,selectone ofthe followingoptions:
1 0.4where the scannewill movel5.36mm per second.
1 0.8where the scanner will moveld372nm per second.
Pitchis only available foHelical Scan Types.

15. ForBody Part Examinedselectthe appropriateBody Parfrom the
drop-down menu.

16. ForWindow Width, enter the range of CT numbers that are
distributed over the viewable gray scale of the display device or film.
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17

18.

19.

20.

21.

22.

23.

24,

25.

26.

27.

28.

29

. ForWindow Center, enter the CT number in the center of the
viewable gray scale.

ForDescription enter the desiredstudy description.
ForStart Position enter the start scan position.
ForEnd Position enter the end scan position.

Coverageas a calculated value that automatically fills based on the
Startand Endposition values.

ForContrast enter the type of contrast giveior example

For Contrast Volumeenter the amount of the contrast given
Contrastis not available foReferenceand Scoutscan modes

ForDelay, enter the delay timehat will occurafter clicking the
STARDutton on the scamer control panel

Number of imagess a calculated value based on the Slice
Thickness/Spacing and length of the scan.

Scan Times a calculated value based on the protocol parameters
selected. Scan time is affected Rgsolution, Pitchand Scan Length.

ForCTDvo (MGY) if applicable, the calculated number appeaere,
depending on other selections

CT Dose Index Volum€TDlo) represents the dose for a specific
scan protocalwhichconsiderggaps andverlaps between the
radiation-dose profilesfrom consecutive rotations of the-ray
source The CT4iis calculated differently for both thAxialand the
Helicalscanmodes:

1 ForAxialscan modeCTDli= [(N x T)/lI] x CT®I

1 ForHelicalscan mode: CTRI= 1/pitch x CTEl

Dose LengthiProduct DLP (mGy.con))is the measure of ionizing
radiation exposure during the entire acquisition of images
Therefore, DLP (mGyn) = CTIM (mGy) x irradiated length (cm)

. Select the following options, if applicabl&eeScanning with special
featuresfor more details.

Allowsyou tomanually start theAxial scan

acquisitionfrom the workstationwhen

scanning gatient who is unable to remain

still.

Step & Shoot

Chapter 6 Protocol Manager Pagel920f 412



BodyTom64 User Manual

Revision04

Bolus Tracking

A CTangiography techniquéhat allows you
to monitor the administration of contrast
to initiate the scan at peakontrast
enhancement.

Enable AEC

Allows you to automatically adapt the tubg
current according to th&J- G A gyl Q4
habitusto achieve the specified image
guality at the lowest possible dose.

30. Toadda secondaryeconstruction for the protocolkclick theNew
button in theReconssection

TheNew Reconstructiorpopup appears.

New Reconstruction

Figurel59 New Reconstruction popup

31. Completethe followingin the New Reconstructiorpopup:
1 Enter a description in thBescriptiontext box to identify the new

reconstruction

1 Click theSlice Thickness/Spacing select a slice thickness and

spacing.

= =4 =4 -4 -4

text box.

Click theSharpnesslropdown to select a sharpness from the list
Enter the window width in th&indow Width text box

Enter the window center in th@&/indow Centertext box

If needed, entethe FOV width in th&OV Widthtext box.

If needed, entethe FOV top left x location in tHeOV Top Left X

1 If needed, ater the FOV top left y location in tHeOV Top Left Y

text box.
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32. Performone of the following:

1 Click theSavebutton to savethe reconstructionprotocol to the
list.
o The dialog boxlosesand your changes are added to the

Reconsarea.

1 Click theResetbutton to reset the fields to their original data.

1 Click theCancebutton to remove your changes and return to the
previous dialog box.

33. Click theSavebutton on the New Seriesdialog box.

Figurel60: Edit Series dialog box

34. Repeat the steps 6 thru 33 to add additional scans to the protocol.

35. When all requiredserieshave been created clidcke Savebutton on
the New Protocoldialog box.

Figurel6l Save New Protocol
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36. Click theClosebutton to exit.

Figurel62 Close Button

Using Build From to create a new protocol

The Build Frombutton is usedn Protocol Managemwhenyouwant to
create anew protocol from an existing protocol

1. ClickTools>Protocol Managefrom the main menu
TheProtocol Managerdialog appears

2. Click one of the following:

Tocreate and/or scan with adult scan protocols,
Adult ) ) .
which are stored by anatomical location.
Tocreate and/or scan with pediatric scan protocol

Pediatric . : .
which are stored by anatomical location.
& TheTraumaorb can be used to store protocols
Trauma
commonly used for emergency scans.
- By selecting either aAdult or Pediatricpatient, the
* corresponding list of saved protocols becasne

available.

Note Protocol parameters are customized to your
requirements in conjunction with local and nationally
recognized published guidelines. These protocols
must beapproved by your facility physicidstefore the
aeaisyqQa FFOOSWiIFyOSo
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& WARNING Any modification to an existing protocol, or any new protocol creat:
should be reviewed, and approved by a radiologist and/or residing
medical physicist. Failing to do so could cause a patient to receive
excessive and/or unnecessary dose of ionizadjation.

Resources for radiation protection of pediatric patients appear belc
and are for referring physicians with a focus on radiation exposure

w American Academy of Pediatrics (AAR)S://www.aap.org
Search for radiation risk to children from Computed
Tomography

w Federal Drug Administration (FDA),
https://www.fda.gov/search

Search for guidelines for pediatricians regarding medical
radiation safety

w American College of Radiology (ACR):
https://www.acr.org/ClinicalResources/Clinicaloolsand
Reference/AppropriatenesSriteria

w Image Gently® and CT scans

https://www.imagegently.org/Procedures/Computed
Tomography

1 Image Gently/FDA Digital Radiography Safety Checklist
https://www.imagegently.org/Portals/6/Procedures/Attachmi
nt%20D.CR.DR%20%20checklist.pdf

3. Click the colored orb corresponding to the appropriate body part

Figurel63 Anatomicabrbs

4. Click theprotocol you willBuild Fromin the Protocollist. TheBuild
Frombutton will become active.
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Chest/Abdomen/Pelvis
Che: en/Pelvis (AEC)

Figurel64: Build from protocol selected

5. Click theBuild Frombutton.

Figurel65: Build From button

6. TheNew Protocoldialog boxappears.
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