senrtec

Instruction Manual

for

V-STATS 4.00

with

V-CareNeT Package

Copyright:
SenTec AG

Ringstrasse 39
4106 Therwil
Switzerland

Tel.: +41 61 726 97 60
Fax : +41 61 726 97 61
info@sentec.ch

www.sentec.ch

HB-006042-g


mailto:info@sentec.ch
http://www.sentec.ch/

V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

Contents
Lo GENEEAI INOLES ...ttt Rt E R R R Rt R bt e Rt R e n et r e r s 5
2N [ oY a oo [N o u ol g WARS] aTod i fo[-T:Tod 7o) [o] o USRS 6
2.1 Downloading/importing, displaying, analyzing and reporting SDM Trend Data ............cccvvereeriinnreineeseeseseesneens 6
2.1.1  Patient Assignment while Downloading/ Importing SDM Trend Data ............ccverierinirerieineneeeese e seeene 6
2.1.2  Main WINAOW OF V-STATS ...ttt b et b et b bbbt £ bbb bbb b s b e b st b e b s e b e b e bt b et et et ne s 6

2.1.3 PCO2 Baseline and PO2 Baseline
2.1.4  Correction of residual PCO2 Drift

2.1.5 Data Analysis/ Analysis Criteria Profiles/ Analysis Interval/ Exclusion of data ranges ...........ccccevvrerverieiesesieiesesesiennns 7
2.1.6  Markers, Operator Events, and ANAIYSIS PEIIOGS .........c.cviirueiririeirisiee sttt 8
O A o (=T o To o A (oL IS (<=1 0 ) OSSOSO 8
2.1.8  Print-out Of the repOrt / PDF REPOI........ccviiieiitisieieisiesieie sttt te e e st saeseesesteseeseesesaeseseesesaeseesensessenennens 9
2.1.9 Channel Configuration
2.1.10 File manager / import and export of data in Various fOrMALS............ccvvreieiiniiiereise e 9
2.2 Configuration of the SDM (Parameters & SDM ProfileS) ........ccuceiiriiriieirieiieie et 10
2.3 V-CareNeT — Remote monitoring and alarm surveillance of multiple SDMS ..........cccooiiiiniiieiinnenee s 10
3. Installation and CONFIGUIATION ..........couiiiiiiiiii bbbttt b bbb n st b s ene e 11
3.1 Compatibility of V-STATS 4.00 With SDM firmWAare VEISIONS ..........ceeireiriiiireirieinisresisieesee s 11
3.2 System requIiremMents fOr V-STATS 4.00........ucuriieiriirieerieeniete sttt sttt be et se st eb et ete e be e stesesbebeneebe s ebe e seens 11
3.3 Installation of V-STATS 4.00 0N @ PC ..ottt bbbt b et nn e en s 12
34 PLINEET SEIBCTION ...ttt bbb bbb bbbttt b bbbttt 13
3.5 How to update YOUr V-STATS SOFIWAIE ......ocviuiiieeiieeiiiiee ettt ettt bbbttt b et st nn e 14
3.6 How to activate the V-CareNET PACKAGE .......corveuirieiiiiiiiiteisi ettt b ettt nn e 15
37 V=CAENET THHAL ..t e bbbt r e nr et n et 15
3.8 EXtended V-CareNET THHAI ....coiviiieiriiiierse bbb bbbt b ettt ek en et 15
4. Main WINAOW’ 0f V-ST AT S ..o e et e et e e st e e et e e s beeaate e s beeate e s taeanteesrraeannees 16
4.1  The ‘Main Window’ of V-STATS if no measurement is open (Start-up Window) ...........ccceevriinnenniieneeneeseeee 16
4.2  The ‘Main Window’ of V-STATS if & MeasuremMent iS 0PN ........ciuiiieiririiiriesiesie ettt 17
4.2.1  Control icons in the menu bar of the “Main WiInAOW’ ..........coiiiiiiiiiiiiie e 22
4.2.2  Scrolling through the MEASUIEMENT...........eieirereieisesese et e e see e reste e e e e sseseeseesesseseeseesesseseeneeseseeseenenseseeneanens 24
4.2.3 The Cursor .
4.2.4  Functions of the mouse in the MEASUIEMENT CUNVES .........cc.ciiiiiiiiiiiit ettt 25
4.2.5  LADRIS OF IMIBIKEIS ...t bbb bbb bbbt bt h bt bt n e bt bt n bt ene 28
4.2.6  EQIEING IMAIKEIS. .....eititieiiiite ettt bbbt b bbb e st E e b bR e bbb s e bt bt e bt bt st e bt bbbttt ene s 28
4.2.7  Editing OPErator EVENES ........cooiiiiiiiiiiiiiii bbbt 30
4.2.8  Determine duration of @ MeasuremMeNnt SEJMENT .........ccvverieiririeere e ste e e e see e see e sseseeseesesseseeseenesseseeneesenseseenens 30
5. RecOrding SDM TreNA DALA ........ccciueiiiiriiiiiiieieise ettt bbbt bbb bbb b et b es 31
5.1  Recording data in the internal Memory 0f the SDIM ........ccoiiiiiiiire e 31
6. Downloading / IMporting SDM Trend DAta..........cccooiiiiiiiiieieie et sbe b nnn 32
6.1  Dialog ‘Assign measurement Period(S) 10 PALIEIILS’ ..........eeiviiieriireeiteiiereesteet s e et e st sbe e e b e b sse e e sbe e b e sse e e e sbeenresnee e 32
S 1 =81 1= L PSP 35
7.1 Sub-menu ‘File / File MANAZEI™ ......cccvoiiiiueiiiiiiiiiiiteiseis et 35
7.2 SUD-MENU TFIIE / SBVE ..otttk b bbb e bbb b bbbttt nb bbbttt 37
7.3 Sub-menu ‘File / Print Report / PDF REPOIT’ .......ccuiiiiiuiiieitiiterieieieetieieste sttt ste e esessesbestesbeseesbeseessasessesbestesbeseensasessessas 37
7.3.1 Dialog "Report Profile DAtabase” ..........ccceieieiiieriiieese ettt ettt se e s e e ese st e e eneene st eneenennenaeneane 39
7.4 SUD-MENU ‘File / TMPOTE AALA" ...viveieieiieieitiie ettt sttt s et te st et e e e s e s e ebeebesbesbesbe b e e esseneebesbenbesbeseensesaeneans 42
7.5  Sub-menu ‘File / Export data’ .... .42
7.6 Sub-menu ‘File / Convert data to EDF+".......coiiiiiiiriiiiieisiei ettt ettt ettt s 45
7.7 Sub-menu ‘File / IMport SDM Trend DAta’ .........ccceiriiriirreiniinieenesiii et nn e ene s 46
7.8  Sub-menu ‘File / EXport SDM Trend DAta’ .........ccceiriiriiireinriinieenesiisre s nn s ene s 47
7.9  Sub-menu ‘File / Send SDM Trend Data by EMAil’ ........ccooiiriiiiiiiiniiiiiesie et 47
7.10  Sub-menu “File / IMPOrt V-STATS FlE™ ..ottt sttt s et eete et nesaereneereneene s 47

Page 2/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

10.
11.

12.

13.

7.11  Sub-menu “File / EXPOIt V-STATS FIlE ....i ittt sttt b ettt ne et et st b e e et esaeneens 47
7.12  Sub-menu “File / Send V-STATS File BY EMAIl" ......coociiiiiiiiiiiee et 48
7.13  Sub-menu ‘File / SDM Profiles Database (Stored in V-STATS)  ....vcciiiiiiiiiiiie ettt sttt s ens 48
7.14  Sub-menu “File / Analysis Criteria Profile” ..........ccoiiiiiiic et 49
7.15  Sub-menu ‘File / ClOSE MEASUIEIMIENIE ... c.ueuitereeeesieteateeteetestestes e eeseeseateaseseesbessenseseaseaseabeaseseebeseensaneaseeseseesbeseensaseaneasas 50
716 SUD-MENU “FIlE / EXI ootiuiitiuiiteiiititesieie ettt ettt bbbt bbb e bbbt e bbbt b et e bttt e n et s 50
COMMUNICATION IMBIU ...ttt b bbb bbbt bbbt bbbt e bbbttt et b e ns 51
8.1  Sub-menu ‘Communication / with SDM (via Serial INterface)’ ........cccvvreiiriiiiiiiiiisseseeee s 51
8.2  Sub-menu ‘CommuniCation / V=CarelNE T’ .........cecurririiieirieireeiinieie sttt sttt ettt s et e st b et st sbes e ntebenn b s 54
ANAIYSIS IMIENU ...t bbb h bt b h bbb bbb bbbt e bt bbbt bbbt 55
9.1 SUD-MENU “ANALYSIS / ANALYZE’ ....eiviieiieiieiteee ettt bbb 55
9.2  Sub-menu ‘Analysis / Analysis Criteria PrOfIIE’ .......ccoiiriiiiriiiiiiiiiise ettt 57
9.3  Sub-menu ‘Analysis / ANALYSiS INTETVAL ........covriiuirieiriiiieiee ettt sttt s ettt et ne b s et r e e ene s 64
9.3.1  V-ChECK MEASUIEIMENTS ......ecvieitiiieeteiest ettt b bbbt b b bbb bbb bbbt b bbbt b ettt b 65
9.4  Sub-menu ‘Analysis / EXcluded Data RANEZES’ .........cciriiviiiieiniiiiieiiesieiste sttt s 65
9.4.1 Edit/Add EXCIUAEA DAta RANGE ....cviveriiiteiiiiieiieie sttt bbbt b et b et b ettt b e
9.5 SUD-MENU “ANALYSIS / REPOTL ...oeuvieiieieiiteniitetesietesie ettt ettt et ettt se b ettt e et e s e et ene et e b e ne e b e s ebe e ebeneabesenterennene s
9.5.1 Description of the report window
9.5.2 Report page 1: Summary..................
9.5.3  RepOrt page 2: SPO2Z @NAIYSIS ...c.viirieieiiiiiesierieesesieeste e eere e steseesesteseeseese st et eseete st et eReere st e s ereerente e eneene st e e eneerenaeneene
9.5.4  RepOrt Page 3: PCO2Z ANAIYSIS. ....ccutiriiriririeiererereieteeeeeititste ettt b bbb bttt ettt bbb b sttt n e
9.5.5 Report page 4: PR-analysis ...........
9.5.6  Report page 5: Operator Events ....
9.5.7 Report page 6: SpO2 events...............
9.5.8 Report pages 7 and 8: PCO2 BVENTS ......ccccvieieirierieeeesiesieeesesteseeessesseseesessessessesessesseseesessesseseesessesseseesessessesessessesseneans 80
0.5.9  REPOIT PAGE 9: PR BVENTS ......eitiitiiiie ittt ettt bbbt bbbt e b e bt e bt e b e bt e b e ehe e bt eh e e b e et e ebeere et e nbe e e e ns 80
9.5.10 Report page 10: List of events.... ...80
9.5.11 Report page 11: COMMENL........cccerirerieeiereeienienieene .81
9.5.12 Report page 12: Applied ‘Analysis Criteria Profile’ .........cocoiiiiiiiiiiii e 81
Ao To] 1 08 1Y/ =T o 11 TP TSP T PR PP PP PP 83
MEASUIEMENT IMIBINU ...ttt e bbb bbb e b e e sr bbb
11.1 Sub-menu ‘Measurement / Operator Events’
11.2 Sub-menu ‘Measurement / Add OPerator EVENT .........cccoiiiiiiiiieneieieesiese et siesbe st teseesessesbesbestesbeseeneeseasens 87
11.3  Sub-menu ‘Measurement / PAtIENt AAA ..........cccceiuerieieiiieese et e ettt sttt eesestesbesbesse b e eeneesesbesbestenbeseensaseasens 88
11.4  Sub-menu ‘Measurement/ Measurement start’ .. ...89
115 Sub-menu ‘Measurement / Select PCO2 DASEINE’ .......cviuiiiiiiiierieieieieesies e sie e see e essestestestesseteseeseesestesbestesteseensaseasens 89
11.6  Sub-menu ‘Measurement / Correction of Residual PCO2 DIift” .........ccoiiiiiiriniiiiiieiisese e 89
11.7 Sub-menu ‘Measurement / SElect PO2 DASEINE’.......cc.eviuieiiiiiriiieieiee st e sttt e te e stesbeste b e saeseesessesbestesbessensaseasens 90
11.8  Sub-menu ‘Measurement / SHOW / HIAE ... ....ciiiiuiriiieiiise sttt sbe s be st b e e e st eseebesbestesbeseensasensens 91
119 Sub-menu ‘Measurement / Range & Horizontal Grid / <Channel™> .........c.cocooviiiiiiiniineiinseeseese e 91
SEELINGS IMIBNU ...ttt b bbb s bt e st bt e b e Rt bt s b e stk n e e s e e bt et e st e bt et e ekt e b et et e sbe e ebennes 93
121 Sub-menu ‘Settings / V-STATS SEHINES ......ceueriiririiiitiiiii sttt 93
12.1.1 Dialog ‘Channel-settings’
12.1.2 Dialog ‘Color of markers’
12.1.3 Dialog ‘Define Operator EVENLS .........ccuiiiiiiiiiiiiiiie ettt sb et sbe s 98
12.1.4 Dialog ‘Report HEAAING .....c.iiviiiiiiitiiiieii ittt bbbt b et b e bbbt bbb b et sbeasn e 100
12.1.5 Dialog ‘PDF Report CONfIGUIAtION ......cciiviiiiiriieiiiisreseeese et sr e e nn e ens 100
12.1.6 Dialog "Data EXPOrt CONTIGUIALION  .........ccieiiiiiiiieisesiesie sttt se s e ee e esesse e esessesseseenensesaenenns 102
12.1.7 Dialog "EDF+ EXPOrt CONFIGUIALION .....c.euiiitiiiiiiteteisieteist ettt ettt e e 103
12.2  Sub-menu ‘Settings / V-CareNET SEHHNES . .....couruiririririiieiitetirietisiete sttt et sb et e bbb et b b nn e ene e 105
12.3  Sub-menu ‘Settings / V-CareNeT Demo Mode’....
SDM Configuration - Profiles & Parameters..........ccccieiiiiiiiiieieesese st s sresnaenae e 112
131 INtroducCtion .......cceeevvirinieeiiisee e
13.2  Dialog ‘Profiles / SDM Settings - <SN>’
13.2.1 Selection of the ‘Profile MOAE™ .........ccciiiiiiiiiiiii e

Page 3/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

14,

15.

16.

133

13.2.1.1 Activating ‘InStitutional MO’ .........ccviiiririiiiiiii ettt nn e
13.2.1.2 Activating ‘Basic MOGE’ ........cviuiiiiriieiiiteiteeee sttt et r et h et b e Rt h et R et n e
13.2.2 Profiles 0N the SDIM .. ...ciiiiiiiieieiieee etttk bbb bbb bt bbb bbbt b e bt et b et et b et b bt e
13.2.3 SDM Profiles Database / customize and edit SDM Profiles.
13.2.3.1D1l0Z “StOre PIOfIlE @S ....uieuiiitiiiieiieitiiiieie ittt b bbbt et b bt s bbbt et e bt e bt e st e bt e he et e bt Rt ettt nneenren
13.2.4 Current settings of all parameters of the CONNECLEd SDM ........c.coviiiiiiiiiini e
13.2.4.1TaD CALAII SEHNES’ .. .eveiteeiteiteitieiee ittt ettt b ettt b e bt et bt b e ab e bt eb e e he e bt eb e e st e bt e b b e se e bt e hbene e bt eheeneeebeebeenn e benneennen
13.2.4.2Tab ‘Measurement SEHNES (1) ....cveiiiiiiiiiiiiie ittt b ettt b e bt e s bt e bt et be e st et e sbeebeenee s
13.2.4.3Tab ‘Measurement Settings (2)’....
13.2.4.4Tab “SYSIEIM SELUNES™ .. .cueiverireerirrereietesre ettt sttt ab st s bt bt e bt bt s b e s e bt ah e e st e bt e b e es e eh e eb e e e st eb e b e e esenb e nn e e enenb e e ens
13.2.4.5TAD INLETTACES’ ... veitieiiiiteitieiie sttt sttt sttt b ettt be bt e st e b e bt e s e b e s bt e R e e e b e e he e st e eheeb e e st e e beebe e st e sbesaeeseesbenbeesbenbenbenneen
13.2.4.6TAD “TTEIA DALA ......eeuviiviitieiie ittt sttt b ettt be s be e st e be e bt e st e sbe e bt e se e e besbe e st e e heebe e s s e ebeabees b e sbenbeaseesbenbeenbenbenbenneen

Configuring multiple SDM’S 1d@NtICAILY ......c..erviiiiieiiiiiitiit et bbb aes

V=CAFENET PACKAGE. ... v eeeteitirieieet ettt ettt bttt b et b bbb eb e e b e s e e bt eb e ekt s b e e ekt e bt et e e b et et e eb e e enennes

14.1
14.2
143

14.4

14.5

14.6
14.7

14.8

14.9

14.10

Tools
15.1
15.2
15.3
154

Safety INFOrMAtioN /MWEAIMINGS ......cviviiiiiiiee bbbt b bt e bbbttt e n b
Intended USe OF the V-CareNET SYSIEM ..ottt ettt sttt ettt e e e et s

INtrOdUCEION .....oveiiccece e
14.3.1 The V-CareNeT System / Required Components.......
14.3.2 Configuration of the network and NEtWOIK SEHINGS. .......covrirvriririiiiriee e
14.3.3 Monitoring data integrity and connection/network QUAITEY.............ovrrrririerercciceeee e
14.3.4 Avoiding potential mistake of SDMs/patients
14.3.5 Locking Mechanism..........cccccvrvennnieninnnenn

Starting-up V-CareNeT / V-CareNET IMaIN SCIEEMN.........cciiiiirieieieieeste ettt ste st st sbeseeseesessesbestesbeseenseseaneas
L1441 LSt V-CaAlENET SESSION ....ueiuirierietiriesiarestesteseeresteseeseasessesseseasesseeesessesseseasessesseseasessesseseesessessesessensessesessessessesensessensenes

V-CareNeT CONrOl WINGOW ...
14.5.1 Dialog ‘Edit SDM DeVIC/HOSt NAIMES’ .....cuviviriiieiiitiiteieiisiesi ettt sttt st be et ese st e e b b e st sbe b e e ese b e e ens
14.5.1.1Dialog ‘Add SDM t0 V-CareNeT’ ........cccouiiiiiaieitiiieie sttt bttt h et e e sbesbe et e bt eae e st e ebesbeeseenbenneeneens

Downloading SDM Trend Data Via the NEIWOTK ..........cviiiiiiiiieee et

Remote Monitoring — Patient AdMINISTTALION.........co.oiiiiiiiiie e
14.7.1 Admit a patient into V-CareNeT System ...

14.7.2 Editing patient data of a patient admitted t0 V-CareNET SYSIEM .......cccccrveiirirrieiririeeese e neenes
14.7.3 Assigning a patient to another location (Patient Transfer with SDM — Option A) ......cceovvvrerenererereee e
14.7.4 Assigning a patient to another station/SDM (Patient Transfer without SDM — Option B) .......ccccocvvvrveivrvicineneene 158
14.7.5 Discharging the patient from V-CareNET SYSIEM.......coccvreiiiiirireiee et nesne e eens 160

REMOLE IMIONITOTING ...ttt b bbbt bbbt E b et b bt b et bbbt ne et n e 162
14.8.1 Description of an individual remote MOoNItOring WINAOW ...........ccuiiririiiiiniiieieineseee e 162
14.8.2 Dialog ‘Additional DAta’........cveiiuiiiiiiiiiieiieieiest ettt bbb bbb s bbbt h bt h e e n e 166
14.8.2.1D1alog “REMOLE CONIIOL’ .....cuuiiiiiiiiieiti ittt b e bbbt e s e b e s bt et e ebeeheesbesbeebeentesbeebe e b e sbeeneenneas 169
14.8.3 Dialog “‘Set OPerator EVENES’ ........coiiiiiiiiitiriieie ittt sttt sttt sb ettt sb ettt e s bt s bt e st e sbesbeeabesbeeseenbesbeeseensesbeabeennens 170
Remote Monitoring - V-CareNeT’s AlArm SYSLEIM ........eiriiirireiiiiiireereeiesisre sttt n e 171
14.9.1 ViSUBL ALGIM SIGNAIS ....eviititiiciit bbb bbb bbbt b e s e bbbt b et e st bt b e bt b et ens 172
14.9.2 Auditory Alarm Signals / Inactivation of auditory alarm Signals ............c.ccceeiiiiniiiicii 173
14.9.3 Speaker Test
14.9.4  AlArm CONUITION GEIAY ........cveviiiieiiiitci bbbttt 176

Interruption of the connection between V-CareNeT and (8) SDIMI(S) .....ovevrveirieiriiininieiesieisiee e s 177

Sub-menu “Tools / REISTEr V-STATS’ .....oiiiiiiiireiieeiesree ettt ettt n e 179
Sub-menu ‘Tools / V-CareNeT Package ACtIVALION” ........ccooiireiriiirieiisicsre e 179
Sub-menu “To0IS / V=CareNET TIIAL ....c.coviviiiieririeiiieieiste ettt ekt bbbt b bt ne bbb e 180
Sub-menu ‘Tools / Extended V-CareNET TrIal’.......c.couiiiiiiiirieieieieieie ettt sttt sb e b b e enesne 181

[ [= TN Y =T o O OO URPR 184

16.1
16.2
16.3
16.4
16.5
16.6

Sub-menu “Help / Contents; SEATCH 01 ......c.iiiiiiriiiiee ettt et 184
Sub-menu ‘Help / INStrUCtION MANUAL ........iviiiieiirieiiieieist ettt ettt re e eb ettt b bbb e 184
SUD-MeNU HelP / LICENSE TEITS ....vvvuvetireirieiireiereeieiere sttt st s et sr e e st r et n et r et ne bt r et nn et r e e n e nn e 184
Sub-menu ‘Help / New features of V-STATS x.xx’.... .
SUD-MENU THEIP / HOHNE ...ttt r e r et nn et e en e

SUD-MENU THEIP / TNFO ...tttk b bbbk ekt b b e bbbttt b bbbt e e
16.6.1 Dialog ‘V-CareNeT Package Upgrade’....

Page 4/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

1. General Notes
V-STATS 4.00 is PC-based software that offers the following three main features:

1) Download of SDM Trend Data (6) stored in the internal memory of SenTec Digital Monitors (SDMs) via their serial or
their LAN interface for subsequent display (4.2), analysis (9, 9.2), and reporting within V-STATS (9.5, 7.3). The
analysis criteria (9.2) and the analysis interval (9.3) are adjustable. For split night analysis, for example, it is possible
to split a measurement into multiple analysis periods and to generate a report for each period. Multiple data ranges,
being separated from each other, can be excluded from data analysis (9.4). Reports (9.5) are highly customizable
and can be printed or stored as a PDF (7.3). To optimally fit the specific needs of varying clinical settings
customizable ‘Analysis Criteria Profiles” and ‘Report Profiles’ help to ensure that measurements can be analyzed and
reports can be printed/ saved in the desired way.

2) Configuration of the SDM connected to V-STATS via its serial interface (13). Within a password protected area it is
possible a) to configure all parameters of the connected SDM on an individual basis, b) to store up to 4 SDM Profiles
in the connected SDM and to select one of these profiles as ‘Standard Profile’ if the connected SDM is operated in
‘Institutional Mode’, and c) to customize/manage SDM Profiles stored in the 'SDM Profiles Database’.

3) Remote monitoring and secondary alarm surveillance of multiple SDMs being connected to the same network as the
PC with V-CareNeT (14, 14.3). ‘Operator Events’, ‘Baselines’ (for PCO, PO2, Sp0O2, and RHP), and certain SDM
settings can be set/ controlled remotely on the included SDMs (14.8.3, 14.8.2.1). With V-CareNeT download of SDM
Trend Data is simultaneously possible for multiple SDMs (14.6).

Note: To use V-CareNeT the V-CareNeT Package being incorporated within V-STATS must be activated (15.2). To
get familiar with V-CareNeT before its full activation you may use the 'V-CareNeT Demo Mode’ (12.3) or — after
registration of V-STATS (15.1) — activate a 'V-CareNeT Trial’ (15.3) or an 'Extended V-CareNeT Trial’ (15.4).

Note: The SDM and its use are described in the Technical Manual for the SDM (HB-005752) and in the
‘Instruction Manual’ for the SDMS (HB-005771).

A WARNING: V-STATS provides no diagnosis. The interpretation of the measurement data is the sole
responsibility of the investigator or medical practitioner.

A WARNING: See 14.1 for V-CareNeT specific warnings and cautions.

Warranty
SenTec AG guarantees the functionality of the software but not that it is absolutely free of mistakes.

Warranty Exclusions and System Performance
SenTec AG can neither guarantee or verify instrument performance characteristics nor accept warranty claims or product
liability claims if the recommended procedures are not carried out, if the product has been subject to misuse, neglect or
accident, if the product has been damaged by extraneous causes, if accessories other than those recommended by
SenTec AG are used, if the warranty seal on the lower side of the monitor is broken, or if instrument repairs are not
carried out by SenTec authorized service personnel.

Caution: Federal law (U.S.) restricts this device to sale by or on the order of a physician.

Patents/Trademarks/Copyright

International Industrial Design No. DM/054179, Japanese Design No. 1137696, U.S. Design Patent No. D483488.
Canadian Patent No. 2466105, European Patent No. 1335666, German Patent No. 50111822.5-08, Spanish Patent No.
2278818, Hongkong Patent No. HK1059553, U.S. Patent No. 6760610.

Chinese Patent No. ZL02829715.6, European Patent No. 1535055, German Patent No. 50213115.2, Spanish Patent No.
2316584, Indian Patent No. 201300, Japanese Patent No. 4344691, U.S. Patent No. 7862698.

SenTec™, V-Sign™, OxiVenT™, V-STATS™, V-CareNeT™, V-Check™, Staysite™, Advancing Noninvasive Patient
Monitoring™ and Illuminate Ventilation™ are trademarks of SenTec AG / © 2015 SenTec AG. All rights reserved. The
contents of this document may not be reproduced in any form or communicated to any third party without the prior
written consent of SenTec AG. While every effort is made to ensure the correctness of the information provided in this
document, SenTec AG assumes no responsibility for errors or omissions. This document is subject to change without
notice.

q

0 120 SenTec AG, Ringstrasse 39, CH-4106 Therwil, Switzerland, www. sentec.ch
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2. Introduction / Short description

V-STATS 4.00 is PC-based software that offers the three main features being summarized in sections 2.1, 2.2, and 2.3:

2.1 Downloading/importing, displaying, analyzing and reporting SDM Trend Data

2.1.1 Patient Assignment while Downloading/ Importing SDM Trend Data

Download of SDM Trend Data from the internal memory of a SDM is possible via the SDM’s serial interface (8.1) or with
V-CareNeT via its LAN interface (14.6). SDM Trend Data, furthermore, can be imported from a file stored on the PC or
an external drive (7.7). Initiating download/import of SDM Trend Data opens a dedicated dialog (6.1) displaying the
start- and end-times of all measurement period(s) available in the internal memory of the SDM or in the file. In this
dialog, the measurement period(s) to be downloaded/ imported can be selected and assigned to the respective patient.
The ‘Analysis Criteria Profile’ (9.2) that will be applied to analyze the data is indicated and can be changed with the ease
of a mouse click. Furthermore, automatic export of the data into a “*.vex-file’ (7.5) or an ‘EDF+-file’ (7.6) for subsequent
data processing by third party applications can be enabled in this dialog when downloading SDM Trend Data via the
SDM'’s serial interface. During download/import of the selected measurement period(s), the contained data are analyzed,
stored in the currently selected ‘Data Storage Folder’ (12.1), and subsequently displayed in V-STATS’ Main Window (4.2).

2.1.2 Main Window of V-STATS

If no measurement is open the Main Window of V-STATS features three buttons in the center which provide quick access
to the main functions of V-STATS (4.1). If a measurement is open (4.2) the Main Window of V-STATS displays for all
parameters/channels the measurement data versus the time along with the most important statistical results being
determined for the current ‘Analysis Interval’. TC-channels (PCO2 and PO2) additionally display ‘Baselines’ (11.5, 11.7)
and the PCO2 channel - if enabled - drift corrected data (11.6) as a blue curve. The name of the corresponding patient
(11.3), the recording date, and the filename of the displayed measurement are indicated at the bottom of the Main
Window. Colored markers in the curves highlight physiological events, artifacts, excluded data ranges, SDM events, or
invalid data (4.2.6, 12.1.2). If the cursor is set (4.2.3), the value of each parameter, the delta-baseline (dB) values for
PCO2 and PO2 (the difference between the PCO2 (PO2) value at the cursor position and the PCO2 (PO2) baseline) as
well as the date/time at the cursor position are indicated. Scrolling (4.2.2) and zooming in/out functions (10) permit to
adjust the 'Displayed Range’ being indicated in the top right of V-STATS’ Main Window.

The name of the currently selected ‘Analysis Criteria Profile’ (9.2) is displayed in the menu bar on the right of the ‘Help
Icon'. It displays in bold black if the settings of the currently selected ‘Analysis Criteria Profile’ and those that were last
used to analyze the open measurement are identical, otherwise in red with an asterisk (*). Left-click on the ‘Analysis
Criteria Profile’ opens a popup menu permitting to re-analyze the currently open measurement with the currently
selected or a different ‘Analysis Criteria Profile’ (9.1). The current ‘Analysis Interval’ (9.3) is indicated by a blue bold label
underneath the ‘Analysis Criteria Profile’ and visualized by a blue bar above the measurement curves and two blue
vertical lines at the start and end of the Analysis Interval, respectively. Left-click on the ‘Analysis Interval Indicator’
opens a popup menu permitting to select a different ‘Analysis Interval’. Colored triangles (if any) represent Operator
Events (11.1). If a measurement is split into multiple Analysis Periods (e.g. to analyze the different phases of a split
night) a grey vertical line at the position of an ‘Operator Event’ represents the start of a new Analysis Period (see below).

2.1.3 PCO2 Baseline and PO2 Baseline

After downloading / importing SDM Trend Data V-STATS sets the PCO2 baseline to the PCO2 reading at the end of the
(first) PCO2 stabilization period in the measurement and the PO2 baseline to the PO2 reading at the end of the (first)
PO2 stabilization period in the measurement. Optionally the PCO2 (PO2) baseline can be set manually (11.5, 11.7). If
drift corrected PCO2 data are displayed (11.6), the PCO2 baseline is determined using drift corrected data. The PCO2
(PO2) baseline is shown in the PCO2 (PO2) channel as a red-dashed horizontal line. A red vertical line indicates the
instant at which the PCO2 (PO2) baseline was determined. Subsequent deviations of the PCO2 (PO2) readings (e.g.
caused by nocturnal or sedation/ pain management induced hypoventilation) from the red-dashed horizontal lines are
readily seen. The numerical value of the PCO2 (PO2) baseline is displayed on the left of the PCO2 (PO2) channel. The
numerical value for the PCO2 baseline is also displayed at various locations of the report and is taken into consideration
when analyzing the PCO2 data for the criteria ‘Deviation from baseline’ (please note that PO2 data are currently not
included in the report). The delta-baseline (dB) value for PCO2 (PO2), finally, indicates the difference between the PCO2
(PO2) value at the cursor position (if set) and the PCO2 (PO2) baseline.
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2.1.4 Correction of residual PCO2 Drift

V-STATS' PCO2 drift correction recognizes the residual technical PCO2 drift of SenTec TC Sensors. Drift corrected PCO2
data (11.6) are available in V-STATS, if the PCO2 calibration data before and after the measurement are available. In the
PCO2 channel, drift corrected PCO2 data are displayed as blue curve (alone or in addition to the green curve of the
original PCO2 data). Note that if the drift corrected PCO2 curve is displayed, determination of the PCO2 baseline, the dB
value for PCO2, and statistical data analysis are performed using the drift corrected PCO2 data.

Note: Correction of residual PCOZ2 drift is important for longer measurements (e.g. sleep studies, etc.). Chhajed et
al., for example, have shown that with drift corrected PCOZ2 data the titration of NPPV pressures can be optimized.

Note: The PO2 measurement of SenTec TC Sensors is virtually free of drift and, hence, residual PO2 drift of SenTec
TC Sensors is usually minimal or even non-existent. Correction of residual PO2 drift, consequently, is usually not
required.

2.1.5 Data Analysis/ Analysis Criteria Profiles/ Analysis Interval/ Exclusion of data ranges

V-STATS' data analysis comprises a set of predefined statistical criteria as well as user adjustable analysis criteria (9.2)
for the detection of physiological events (PCO2, SpO2, PR) and artifacts as well as for the determination of the time
Sp02 readings were below and PCO2 readings were above a predefined value, respectively. V-STATS evaluates the
following physiological events:

e PCO2-related events: a) Dynamic Events (PCO2 Fall/ Rise), b) Baseline Events (*> PCO2 Baseline +X’; ‘< PCO2
Baseline — Y’), and c) Threshold Events (above upper threshold; below lower threshold).

e SpO2-related events: a) Dynamic Events (‘Desaturations’), b) Threshold Events (above upper threshold; below lower
threshold).

e PR-related events: a) Dynamic Events (PR Rise), b) Threshold Events (above upper threshold; below lower
threshold).

Note: Data analysis currently does not include analysis of PO2, PI, and HP data.

In order to ensure that you can analyze your measurement the way you want them to in varying clinical settings,
V-STATS provides ‘Analysis Criteria Profiles’ (9.2). It is possible to customize ‘Analysis Criteria Profiles’. Once you have
created your own ‘Analysis Criteria Profiles’ you can switch between them with the ease of a few ‘mouse-clicks’, for
example, a) before activating download/ import of SDM Trend Data to V-STATS (see 6) or b) to re-analyze the currently
open measurement with the currently selected or a different ‘Analysis Criteria Profile’ (4.2).The ‘Analysis Interval’ (9.3),
i.e. the time range of a measurement that is that is considered for data analysis, is also selectable. The ‘Analysis Interval'
can be set to ‘Full Measurement’, to ‘Displayed range’, to a range to be ‘manually’ spanned with the mouse in the curves,
or — if the measurement is split into multiple Analysis Periods — to one of the available Analysis Periods (AP x). In case of
a split night study, for example, a ‘Partial Report’ can be generated/printed for each ‘Analysis Period’ by setting the
‘Analysis Interval’ to one ‘Analysis Period’ after another.

V-STATS excludes episodes with invalid data, artifacts (either detected by V-STATS or marked by the operator with the
mouse (4.2.4)), and — if enabled by the operator (9.2) — certain SDM events (potentially containing data with
questionable quality) from statistical data analysis. Furthermore, the operator can exclude multiple data ranges (9.4),
being separated from each other, from statistical data analysis. Note that in contrast to episodes with invalid data,
artifacts, or excluded SDM events, such data ranges typically contain data of good quality being excluded from statistical
data analysis for other reasons. If data ranges are excluded from data analysis, an ‘Invert’ function permits to invert
data range exclusion with the ease of a mouse click. If for example, all episodes during which a patient was awake were
excluded from data analysis in order to analyze sleep episodes only, the ‘Invert’ function will exclude all sleep episodes
and, consequently, only those episodes during which the patient was awake will be analyzed.

Important Note: Unless otherwise specified, all statistical results are, for each channel, based on the evaluation of
the artifact free part of valid, non-excluded measurement data contained within the current 'Analysis Interval’.
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2.1.6 Markers, Operator Events, and Analysis Periods

Colored markers in the measurement curves (4.2) highlight a) physiological events for PCO2, SpO2, and PR evaluated by
V-STATS (9.2), b) artifacts evaluated by V-STATS (9.2) or manually marked by the operator (4.2.4), c) excluded data
ranges manually marked by the operator (4.2.4, 9.4), d) SDM events, or e) invalid data ranges. SDM Event Markers are
displayed separately from the other markers at the bottom edge of the channels. SDM Event Markers being related to
SDM Events that are excluded from data analysis (see 9.2) are duplicated by ‘Invalid Data Markers'. If the mouse is
hovered over an event marker a tooltip providing information on the respective event appears. Furthermore, markers are
labeled for displayed time ranges of up to 30 minutes (4.2.5). Note that in each channel physiological events are only
displayed for the event type (dynamic events; baseline events (for PCO2 only); threshold events) currently selected to
be visualized (9.2). The color of the markers is selectable (12.1.2). Markers related to physiological events, artifacts or
‘Excluded Data Ranges’ can be edited (4.2.6). Right-click on one of these markers, for example, activates a popup menu
permitting, among other, to reclassify or delete the selected marker (4.2.4). Markers exhibiting a black triangle in the
upper left corner identify physiological event or artifact markers that have been manually modified.

Operator Events (11.1) marked on the SDM during patient monitoring by using its ‘Quick Access Menu’ or remotely with
V-CareNeT (see 14.8.3) are displayed in the measurement curves as colored triangles. To unequivocally identify
‘Operator Events’ within V-STATS the colored triangles as well as the corresponding ‘Operator Events’ in the list of
operator events are alphabetically labeled in chronological order of their occurrence. If the mouse is hovered over a
colored operator event triangle a tooltip providing information on the respective ‘Operator Event’ appears. If a
measurement is split into multiple ‘Analysis Periods’ a grey vertical line at the position of an operator event indicates the
start of a new Analysis Period. It is possible to a) edit or delete existing Operator Events/Analysis Periods or b) to add
new Operator Events/Analysis Periods if a measurement is open.

2.1.7 Report (on screen)

A comprehensive report (9.5) can be generated and displayed on the screen for the current ‘Analysis Interval’.
Comments and findings can be added (9.5.2, 9.5.11).

Note: The report currently does not include statistical results for PO2, PI, and HP.

The report is organized in eleven sections and contains 12 pages/tabs. The ‘Summary’ page/tab (9.5.2) summarizes the
most important results for the PCO2, SpO2 and PR channels.

The report provides the following statistical results:

e Distribution curve and table, minimum, maximum, mean, median for the PCO2, SpO2 and PR channels, along with
standard deviation for PR;

e Sp0O2 only: Time below a selectable level (default 88%), number of events with SpO2 values smaller than a
selectable level (default 88%) that last longer than 5 minutes (according to NPPV Guideline, CHEST 1999; 116:521-
534);

e PCO2 only: Time above a selectable level (default 50mmHg), nhumber of events with PCO2 values above a selectable
level (default 50 mmHg) that last longer than 5 minutes (according to criteria recommended by various national
bodies (e.g. Haute Autorité de Santé in France) to identify nocturnal hypoventilation).

The report (9.5) provides for each of the 12 physiological events (PCO2, Sp0O2, and PR) the following information:

o Statistical results: Number of events, duration of the longest event, average duration of an event, time in events,
time in events/hour, index (number of events per hour).

e Event distribution: the number of events within a selectable time interval (0.25h, 0.5h, 1h, 2h, 4h) is displayed as a
function of the measurement time (9.5.7, 9.5.8, 9.5.9).

o List of Events: The list of events is a chronological list of all events and the time they occurred. A double click on an
event in the list of events brings the measurement curves to the front, positions the cursor at the beginning of the
selected event, activates the ‘15-minutes’ zoom level and centers the displayed time range around the cursor
(9.5.10).

Page 8/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

2.1.8 Print-out of the report / PDF Report

The print-out of the report is highly configurable / customizable (9.5). Among other it is possible to select the pages of
the report (7.3) and the individual elements of the report ‘Summary’ page (9.5.2) that will be printed/ stored. In order to
ensure that you can print/ save reports the way you want them to for various clinical settings, V-STATS provides ‘Report
Profiles’ (7.3.1). It is possible to customize ‘Report Profiles” (7.3.1). Once you have created your own ‘Report Profiles’
you can switch between the different available ‘Report Profiles” with the ease of a few ‘mouse-clicks’ before printing/
storing the report. Furthermore, the header of the report (12.1.4) as well as the ‘Font Size’, the ‘Language’, the ‘Format
of Date’, the ‘Unit of weight’, and the ‘Unit of length/height’ can be customized in a password protected area of V-STATS
(12.1).

The report can be stored as PDF. To ensure that the PDF Report can be integrated into ‘Electronic Medical Records’ the
‘Default File Name’ and ‘Default Storage Folder’ that are proposed when storing the report as PDF can be predefined
(12.1.5). The ‘Default Storage Folder’ can be located on a server of your institution’s network. The ‘Default File Name’
consists of up to 5 elements. Selectable options for each element include the Patient Number, the Last Name, the First
Name, the Date of Birth, the Date of Measurement Start, the Time of Measurement Start, the Date of Analysis Interval
Start, the Time of Analysis Interval Start, the Current Date, and the Current Time.

Note: The report currently does not include statistical results for PO2, PI, and HP.

2.1.9 Channel Configuration
With V-STATS the channels can be configured as follows:
e The channel labels are selectable (12.1.1).
e For each channel the colors used for the channel label/curve and channel background are selectable (12.1.1).

e For each channel the mode for the display range (‘autoscale’ or ‘manual’) and the horizontal grid (auto or manual
(only selectable if manual is selected for the display range)) are selectable (11.9, 12.1.1).

e The 'Displayed Range’ can be selected between 30 sec and 10 days with 15 zoom-levels (10). The mode used for the
vertical grid and time scale can be configured (4.2). Scrolling through the measurement is supported (4.2.2).

e Itis possible to show / hide individual channels (11.8).
e The pressure unit for PCO2/PO2 is selectable ‘mmHg’ or ‘kPa’) (12.1).

2.1.10 File manager / import and export of data in various formats

When downloading/importing SDM Trend Data to V-STATS the measurements are stored in the currently selected ‘Data
Storage Folder’ (12.1). In default settings, the ‘Target Folder of the File Manager’ is set to the ‘Data Storage Folder’, i.e.
when opening the ‘File Manager’ (7.1) it displays in default settings the list of measurements stored in the current ‘Data
Storage Folder’. Once the ‘File Manager’ is opened it is possible to select an arbitrary folder available in the file system
by using the file explorer on the left side of the ‘File Manager’'.

Note: The 'Data Storage Folder’ and the 'Target folder of File Manager’ are selectable within a password-protected
area of V-STATS (12.1). If located on a server of your institution’s network, these folders can be accessed from any
V-STATS client having read/write access. Furthermore, backup of the measurement data is accomplished in the
course of the server’s routine backup procedures.

For each measurement available in the selected folder, the File Manager displays information related to the patient (‘Last
name’, ‘First name’, ‘Date of birth’, ‘Patient number) and the measurement (‘Date of Registration’, ‘Comment’,
‘Measurement duration’, ‘Filename’). Available measurements can be opened, renamed, copied or moved to another
folder, or deleted. The list of measurements can be printed or searched for the ‘Last nhame’, the ‘First name’, the ‘Patient
number’, the ‘Comment’, or the ‘Filename’. Furthermore, each column of the ‘File Manager’ can be sorted in
increasing/decreasing order. Measurements can be exported in different file formats (SDM Trend Data files (7.8),
customized data files (7.5), EDF+-Files (7.6), and V-STATS Files (7.11)). Import of SDM Trend Data files (7.7), of
customized data files (7.4), or of V-STATS Files (7.10) is also possible.
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2.2 Configuration of the SDM (Parameters & SDM Profiles)

The Responsible Organization by using V-STATS 4.00 within a password protected area can configure SDMs with
firmware version SMB-SW V07.01 or higher (13). In particular it is possible to

1) configure all menu-parameters as well as all so-called safety relevant parameters of the connected SDM on an
individual basis (13.2.4). Safety relevant parameters cannot be changed in the menu of the SDM, several of these
parameters permit to disable or restrict operator-access to certain menu-parameters. Examples include the restriction
of the ‘Maximal selectable Sensor Temperature’, restriction of the ‘Maximal selectable Site Time’ or enabling/disabling
the possibility that the operator can switch-off the ‘AUDIO OFF Reminder’ in the menu of the SDM;

2) select the ‘Profile Mode’ of the connected SDM (13.2.1). In ‘Basic Mode’ the SDM at power-up maintains the
parameter settings from previous use. In ‘Institutional Mode’ it is possible to store up to 4 SDM Profiles in the
connected SDM and select one of these profiles as ‘Standard Profile’. If modified the operator can at any time restore
the ‘Standard Profile’ in the menu of the SDM. Furthermore, if at power-up of the SDM the LAST settings are
different from the settings of the ‘Standard Profile’ the menu *Profiles’ activates and offers the option to restore the
‘Standard Profile’, to keep the modified profile, or to select another *Profile’;

Note: A 'SDM Profile’ is a file which contains a specific setting for all those SDM parameters that are displayed in
black in the dialog 'Profiles / SDM Settings - <SN>" (see 13.2, 13.2.4). 'SDM Profiles’ therefore are helpful to
ensure that all SDMs within your institution work the way you want them to.

3) customize/manage ‘SDM Profiles’ stored in the ‘SDM Profiles Database' (7.13, 13.2.3). It is possible a) to import ‘SDM
Profiles’ to the database (either from the SDM or from the PC), b) to export *SDM Profiles’ from the database to the
PC (e.g. to exchange them with other users) as well as c) to rename, print or delete ‘SDM Profiles’ currently available
in the “SDM Profiles Database’.

Note: Upon installation of or upgrade to V-STATS 4.00 the following write-protected SDM Profiles preconfigured
by SenTec and tailored to optimally fit the specific needs of varying clinical settings are stored in the 'SDM
Profiles Database”: CRITICAL CARE, GEN. CARE FLOOR, HOME, NICU, OPERATING ROOM, PACU, SLEEP, SMB621
STYLE, V-CHECK (enabling Ventilation Spot Check), NEO _POZ2, and Adult POZ2. Please refer to 'RF-006679
Preconfigured SDM Profiles” to view all parameters and their respective settings in the preconfigured SDM
Profiles.

2.3 V-CareNeT — Remote monitoring and alarm surveillance of multiple SDMs

The V-CareNeT System (14, 14.3) enables remote monitoring and alarm surveillance for multiple SenTec Digital Monitors
(SDMs) being connected to the same network as the central station, i.e. the PC running V-STATS with activated
V-CareNeT Package. For all admitted patients the central station displays all relevant SDM data online; alarms appear
visually and audibly at the central station (14.4, 14.9). Furthermore, ‘Operator Events’, ‘Baselines’ (for PCO2, PO2, Sp02,
and RHP), and certain SDM settings can be set/ controlled remotely on the SDMs (14.8.3, 14.8.2.1). Trend Data stored
in the internal memory of the SDMs can be downloaded to V-STATS via the network (6, 14.6) for subsequent display,
analysis, and reporting within V-STATS (4.2, 9, 9.5, 7.3). Up to 40 SDMs can be included in V-CareNeT. Download of
SDM Trend Data is simultaneously possible for multiple SDMs.

Note: Remote Monitoring and alarm surveiflance is currently not supported for POZ,

Note: The number of beds/ patients being simultaneously available for remote monitoring is determined by the
number of beds/ patients included in the 'V-CareNeT Package Registration Code’ that was used to activate/ upgrade
the 'V-CareNeT Package’ (15.2, 16.6.1). 'V-CareNeT Package Registration Codes’ are available for 5, 10, 20, 30, or 40
beds/patients or upon request for a customized number of up to 40 beds/patients.

Note: V-CareNeT evaluates the size/resolution of the central station’s screen and limits the number of bedy/stations
being simultaneously available for remote monitoring to ensure that the 'V-CareNeT Control Window’ and all active
stations (remote monitoring windows) are fully visible and can be arranged without overlapping each other. For
remote monitoring of 40 beds/ patients a screen size/ resolution of approx. 2560 x 1440 is required (approx. 1024 x
768 for 5 beds/ patients, 1152 x 864 for 10 beds/ patients, 1600 x 1024 for 20 beds/ patients, 1920 x 1200 for 30
beds/ patients). Smaller screen sizes/resolutions will support fewer beds/patients regardless of the 'V-CareNeT
Package Registration Code’ that was used to activate/ upgrade the 'V-CareNeT Package.

Note: It is at any time possible to (further) upgrade V-CareNeT to a higher number of beds/ patients (see 16.6.1).
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3. Installation and Configuration

3.1 Compatibility of V-STATS 4.00 with SDM firmware versions

V-STATS 4.00 is compatible with SenTec Digital Monitors (SDMs) with firmware version SMB-SW V07.01.x, V07.02.x,
7.03.x or 8.00.x. The SMB firmware version is indicated in the SDM’s menu ‘System Information’.

Note: V-STATS 4.00 supports communication via the serial interface (see 8.1) only for SDMs with firmware versions
SMB-SW V07.01.x, V07.02.x, VO7.03.x or V08.00.x. You must use V-STATS 3.01.1 or 3.01 if your SDM uses firmware
version SMB-SW V07.00.x or V06.21.x. Contact your local SenTec distributor regarding V-STATS compatibility with
older SDM firmware versions.

Note: V-STATS 4.00 supports V-CareNeT (see 14) only for SDMs with firmware versions SMB-SW V07.01.x, V07.02.x,
V07.03.x or V08.00.x. Contact your local SenTec distributor to use V-CareNeT with SDMs with firmware version SMB-
SW V07.00.x. If your SDM uses a firmware version prior to SMB V07.00 V-CareNeT cannot be used.

Note: V-STATS 4.00 only supports import of SDM Trend Data (see 7.7) or **.vex-files’ (see 7.4) if the included data
has been downloaded from the internal memory of a SDM with firmware version SMB-SW V07.01.x, V07.02.x,
V07.03.x or V08.00.x. Use V-STATS 3.01.1 or 3.01 to import SDM Trend Data from a raw data file, if the data has
been downloaded from the internal memory of a SDM with firmware versions SMB-SW V07.00.x or V06.21.x. Contact
your local SenTec distributor regarding import of SDM Trend Data including data that has been downloaded with

older firmware versions.

3.2 System requirements for V-STATS 4.00

V-STATS 4.00 can be installed on most PCs. The minimum system requirements are:

V-STATS (without using V-CareNeT)

V-STATS with V-CareNeT activated

CPU

2 GHz and higher

Multi core at 2 GHz and higher

Operating System

Microsoft Windows XP (32 bits), Vista (32
and 64 bits), 7 (32 and 64 bits), 8 (32 and
64 bits), 8.1 (32 and 64 bits)

Microsoft Windows XP (32 bits), Vista (32
and 64 bits), 7 (32 and 64 bits), 8 (32 and
64 bits), 8.1 (32 and 64 bits)

Memory 4GB 4GB

Free space on hard disk 1GB 1GB

CD ROM YES YES

Communication Port (Serial or | YES YES

Serial via USB2Serial Converter

USB 2.0)

Network connection Recommended 100/1000 Mbit BaseT

Screen

XGA (1024 x 768)

approx. 1024 x 768 for 5 beds
approx. 1152 x 864 for 10 beds
approx. 1600 x 1024 for 20 beds
approx. 1920 x 1200 for 30 beds
approx. 2560 x 1440 for 40 beds

smaller resolutions will support fewer beds

AUDIO

Recommended

Integrated speaker system required for
auditory alarm signals

Printer

Recommended

Recommended
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3.3 Installation of V-STATS 4.00 on a PC
To install V-STATS 4.00 on a PC proceed as follows:
1) Switch on your computer and start Windows
2) Insert the V-STATS installation CD into the CD-ROM
3) Open Windows Explorer, select the CD-ROM drive, and double-click on setup.exe to start the installation.
4)  Select the desired language

5) Click on "Installation Manual” if you want to open the installation manual as .pdf file and then on “Next” to
resume the installation

6) A 'License Agreement Dialog’ displays. Press ‘I Agree’ to accept the license terms and to continue installation. If
you press ‘I do not agree’ the installation of V-STATS will be aborted. Press ‘Print’ to print the license terms.

7) Carefully read the dialog with information regarding V-STATS compatibility with SDM firmware versions open and
click “yes’ to acknowledge the information and to resume the installation

8)  Select the target drive

Note: All necessary files will be copied in the folder 'Target Drive:|fg|vstats’. Please note, that the installer will not
overwrite existing measurement files and patient data if a V-STATS license is alreadly installed on the target drive.

Important Note: During use V-STATS will read or write access certain files within the folder Target
Drive:|fg|vstats. To work with V-STATS, every user needs full access rights to this folder after installation.

9) If V-STATS is already installed on the target drive

a) the message ‘Take over the settings of the present installed version?’ prompts. Press ‘Yes’ to take over the
settings. To install V-STATS with factory settings click on *No’.

Note: During use it is at any time possible to restore factory settings for all V-STATS and V-CareNeT settings
In the dialog 'V-STATS Settings’ (see sub-menu Settings / V-STATS Settings’) (see 12.1).

Note: We recommend NOT taking over the present settings of the already installed V-STATS version when
updating to V-STATS 4.00.

b) an information dialog displays if user-configured SDM Profiles are already stored in V-STATS’ SDM Profiles
Database (see 7.10, 13.2.3) that have the same filename as SDM Profiles preconfigured by SenTec, that will
be added during the update, V-STATS will overwrite the former by the latter. Before overwriting user-
configured SDM Profiles an information dialog listing all the user-configured SDM Profiles that will be
overwritten opens. Therein check the user-configured SDM Profiles you want to save and click on ‘Yes' to save
the selected profiles in a backup folder on the desktop. Click on ‘No’ if you don’t want to save any of the listed
profiles. Click on ‘Cancel’ aborts the installation.

10)To install example measurements click on ‘Yes’" when the message ‘Install example measurements in the folder
Target Drive:\fg\vstats\daten\examples’ prompts.

Note: Before the new/ updated example measurements will be installed in the folder Target
Drive:|fg|vstats|daten|examples’ all files stored therein will be deleted.

11)To create a shortcut to your desktop click on ‘Yes’ when the message ‘Create a link to your desktop’ prompts.
Note: Regardless of your selection the installer will add a shortcut to the start menu.
Once the installation is completed, the message ‘Installation successful’ displays.

If a previously installed V-STATS license was registered, the installation of V-STATS is finished at this stage. If no
V-STATS license was previously installed or if a previously installed license was not registered the installer will
automatically start V-STATS and display the dialog ‘Settings for the communication with the SDM’:

Settings for the communication with the SDM I,&J

Com port: |COM1 - Communications Port (COM1) ~ |
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Select the appropriate COM port.

Note: During use of V-STATS you can change the COM port at any time in the dialog 'Communication with the SDM
(via Serial Interface)’ (see 8.1).

Finally, the installer will automatically display the following license information dialog:

Itis recommended to register your V-5TATS license.,

MNote:
Users that have registered their V-5TATS license will be notified
upon avaiability of @ new V-STATS version,

I Free Updates only can be made, and the "v-CareMeT Package™ only can be activated
if the V-5TATS license that s installed on your PC is registered.

I Do you want to register your V-5TATS license now?

|§ODK§|L0N0]

[ Do not display information any longer.

SenTec AG recommends that you register your V-STATS license, as registered users will be notified upon availability of
new V-STATS versions. Furthermore free updates can only be made and the ‘V-CareNeT Package’ only can be activated,
if the V-STATS license that is installed on your PC is registered.

Click on the 'OK’ button to open the dialog ‘Registration’ (see 15.1)
Click on the ‘No’ button to close the information dialog without activating the registration process.

Note: As long your V-STATS license is not registered the license registration information dialog will automatically
reappear after starting V-STATS 10-times. Check the respective box if you do not want this information to display
any longer.

Note: As long your V-STATS license is not registered you can access the dialog ‘Registration’ via the sub-menu
'Tools / Register V-STATS  (see 15.1) at any time.

Note: For the registration you need the license number which is printed on the CD cover. Remove the
installation CD after successful installation and keep it in safe custody.

Note: If the text within V-STATS dialog boxes is not displayed properly, select a smaller desktop text size in the
Windows control panel (i.e. select the appearance and personalization menu in the Windows control panel then
select “text size smaller — 100% °).

3.4 Printer Selection

With V-STATS the printout of various items such as reports (see 7.2) or SDM Profiles (see 7.10 and 13.2) can be done
on most ink jet, laser, or matrix printers that have been installed under Windows. Printer selection can be made in the
print dialog window that opens when attempting to print any of these items.

Note: If a PDF-printer is installed on the PC these items can be printed into a PDF-file.

Note: Reports, related measurement curves and various other items can be stored as a PDF (even if no PDF-printer
Is installed on the PC).
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3.5 How to update your V-STATS software

Starting from V-STATS 3.00 an installed and registered V-STATS license can be updated to the latest V-STATS version as
described below.

Important note: Please note that update to V-STATS 4.00 is only supported if the installed and registered V-STATS
license has a version 3.01 or newer.

1) Download the updater from http://registration.sentec.ch/downloads/updatervstats.zip

Note: This download-link is also accessible via SenTecs webpage (see www.sentec.ch/products/data-
management/V-STATStm. htmi)

2) Once the download is completed unzip the updater ‘updatervstats.zip'.

Note: The resulting folder “updatervstats” can be copied to a storage medium such as an USB-Stick or CD.
3) Open the folder “updatervstats” and double-click on setup.exe to start the update.
4)  Select the desired language

5) Click on "Installation Manual’ if you want to open the installation manual as .pdf file and then on “Next” to
resume the installation

6) A 'License Agreement Dialog’ displays. Press ‘I Agree’ to accept the license terms and to continue installation. If
you press ‘I do not agree’ the installation of V-STATS will be aborted. Press ‘Print’ to print the license terms.

7)  Carefully read the dialog with information regarding V-STATS compatibility with SDM firmware versions open and
click “yes’ to acknowledge the information and to resume the installation

8)  Select the target drive

Note: All necessary files will be copied in the folder 'Target Drive: |fg|vstats’. Please note that the updater will not
overwrite existing measurement files and patient data. -

Important Note: During use V-STATS will read or write access certain files within the folder 'Target
Drive:|fg|vstats’. To work with V-STATS, every user needs full access rights to this folder after the update.

Important Note:: If the installed license has a version prior to 3.01 you first must update this version to
V-STATS 3.01 or newer by using the appropriate updater before updating to V-STATS 4.00.

Note: If the installed V-STATS license is not registered you first must register the license before updating to
V-STATS 4.00. Please access the dialog 'Registration’ by using the sub-menu 'Tools/ Register V-STATS’ and then
follow the instructions provided therein to register the V-STATS license that is installed on your PC.

Note: If no license is installed on your PC contact your local distributor to purchase a V-STATS installation CD.

9) Thereafter the message ‘Take over the settings of the present installed version?’ will prompt. Press ‘Yes’ to take over
the settings. To install V-STATS with factory settings click on *No’.

Note: During use it is at any time possible to restore factory settings for all V-STATS and V-CareNeT settings in
the dialog 'V-STATS Settings’ (see 12.1).

Note: We recommend NOT taking over the present settings of the already installed V-STATS version when
updating to V-STATS 4.00.

7) If user-configured SDM Profiles are already stored in V-STATS' SDM Profiles Database (see 7.10, 13.2.3) that have
the same filename as SDM Profiles preconfigured by SenTec, that will be added during the update, V-STATS will
overwrite the former by the latter. Before overwriting user-configured SDM Profiles an information dialog listing all
the user-configured SDM Profiles that will be overwritten opens. Therein check the user-configured SDM Profiles you
want to save and click on ‘Yes' to save the selected profiles in a backup folder on the desktop. Click on ‘No’ if you
don’t want to save any of the listed profiles. Click on ‘Cancel’ aborts the update.

8) To install example measurements click on ‘Yes’ when the message ‘Install example measurements in the folder
Target Drive:\fg\vstats\daten\examples’ prompts.

Note: Before the new/ updated example measurements will be installed in the folder Target
Drive:|fg|vstats|daten|examples’ all files stored therein will be deleted.

9) To create a shortcut to your desktop click on ‘Yes’ when the message ‘Create a link to your desktop’ prompts.
Note: Regardless of your selection the updater will add a shortcut to the start menu.

Once the update is completed, the information dialog ‘Installation successful’ displays and a PDF-File summarizing the
most important new features and modifications being introduced by the new V-STATS version opens.
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3.6 How to activate the V-CareNeT Package

This requires V-STATS 3.00 or higher. To activate the V-CareNeT Package for the desired number of beds/ patients the
installed V-STATS license must be registered and you need a ‘V-CareNeT Package Registration Code” (CPRC) for the
corresponding number of beds/ patients. Once you have received the respective CPRC you must generate the
corresponding ‘V-CareNeT Package Activation Code’ (CPAC) on the website registration.sentec.ch/vstats CPAC.html. To
activate the V-CareNeT Package you finally must enter the CPAC within V-STATS into the appropriate field of the dialog
‘V-CareNeT Package Activation’ (see 15.2).

Note: To purchase a CPRC please contact your local SenTec representative or SenTec (info@sentec.ch/ www.sentec.ch).
CPRCs are available for 5, 10, 20, 30, or 40 beds/ patients or upon request for a customized number of up to 40
beds/patients.

Note: V-CareNeT evaluates the size/resolution of the central station’s screen and limits the number of bed/ patients
being simultaneously available for remote monitoring to ensure that the 'V-CareNeT Control Window’ and all active
statfons (remote monitoring windows) are fully visible and can be arranged without overlapping each other. For remote
monitoring of 40 beds/ patients, for example, a screen size/ resolution of approx. 2560 x 1440 is required (approx. 1024
x 768 for 5 beds/ patients, 1152 x 864 for 10 beds/ patients, 1600 x 1024 for 20 beds/ patients, 1920 x 1200 for 30
beds/ patients). Smaller screen sizes/ resolutions will support fewer beds/ patients regardless of the CPRC that was used
to activate the 'V-CareNeT Package".

Note: It is at any time possible to upgrade an activated V-CareNeT Package to a higher number of beds/ patients (see
16.6.1).

3.7 V-CareNeT Trial

This requires V-STATS 3.00 or higher. If the installed V-STATS license is registered it is possible to trial V-CareNeT. To
initiate the V-CareNeT Trial use the menu ‘Tools / V-CareNeT Trial’ (see 15.3). The trial time is 30 minutes. The
‘'V-CareNeT Trial’ can be (re)activated an unlimited number of times (after restarting V-STATS).

Note: During a 'V-CareNeT Trial” download of SDM Trend Data via the network is not supported, otherwise, V-CareNeT is
fully functional.

3.8 Extended V-CareNeT Trial

This requires V-STATS 3.01 or higher. If the installed V-STATS license is registered it is possible to activate an Extended
V-CareNeT Trial. To initiate the Extended V-CareNeT Trial use the menu ‘Tools / Extended V-CareNeT Trial’ (see 15.4).
The trial time is 10 days which have to be used within 4 weeks. An ‘Extended V-CareNeT Trial’ can be activated only
once.

Note: V-CareNeT is fully functional during an 'Extended V-CareNeT Trial’.
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4. ‘Main Window'’ of V-STATS

The ‘Main Window’ of V-STATS displays
e after starting-up V-STATS
e after closing V-CareNeT (see 14.5) or
e after bringing the ‘Main Window’ of V-STATS temporarily to the front while V-CareNeT is active.

If no measurement is open the ‘Main Window’ features three buttons in the center which provide quick access to the
main functions of V-STATS (see 4.1). If a measurement is open the ‘Main Window’ displays the trend data of the
respective measurement along with the most important statistical results for the current ‘Analysis Interval’ (see 4.2).

4.1 The ‘Main Window’ of V-STATS if no measurement is open (start-up window)
If no measurement is open the ‘Main Window’ of V-STATS features
o three buttons in the center which provide quick access to the main functions of V-STATS and

e a menu bar with pull-down menus and control icons in the top

n Analysis Zoom Measurement  Settings Tools Help

FH - HEe 00 00 Q0|06 i |E ) 2| ¥|@ CvrentAralysis Criteria Profile: default

Communication with SDM (serial)

File Manager

V-CareNeT

Button ‘Communication with SDM (serial)": Click on this button opens the dialog ‘Communication with SDM (via
Serial Interface)’ (see 8.1) which gives access to the functions a) to download SDM Trend Data from the internal
memory of the connected SDM (see 6), b) to clear the internal memory of the connected SDM, c) to set the ‘Date &
Time' of the connected SDM to the ‘Date & Time' of the PC, d) to configure profiles and settings of the connected
SDM (see 13), and e) to functions that are helpful for troubleshooting (Full Memory Dump’, ‘Raw Dump’,
‘Screenshots’, and 'SDM Factory Reset’).

Note: If the mouse is hovered over this button the text 'Trend Data Download from SDM / Configuration of the
SDM (Profiles / SDM Settings)’ appears in a tool tip.

Note: This button duplicates the sub-menu '‘Communication / with SDM (via Serial Interface)’ (see 8.1) as well as
the control icon ™" in the menu bar of the ‘Main Window’ (see 4.2.1).

Page 16 / 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

Button ‘File Manager’: Click on this button opens the dialog ‘File Manager’ which provides access to all
measurements stored in the ‘Target Folder of the File Manager’ (see 7.1). Measurements stored in other folders of
the PC’s file system to which the current user has read/write permission can be accessed as well. This also includes
folders that are localized on a server of your institutions network. Selecting and opening a measurement will display
the respective trend data in the ‘Main Window’ of V-STATS (see 4.2).

Note: The 'Target Folder of the File Manager’ can be configured in the dialog 'V-STATS Settings’ (see 12.1).

Note: If the mouse is hovered over this button the text Viewing, analyzing, printing of SDM Trend Data’ appears
in a tool tip.

Note: This button duplicates the sub-menu 'File / File Manager’ (see 7.1) as well as the control icon & in the
menu bar of the 'Main Window’ (see 4.2.1).

Button 'V-CareNeT': Click on this button first opens a dialog which offers the possibility to edit/ reactivate the ‘Last
V-CareNeT Session’ (see 14.4.1) and then activates V-CareNeT by opening the V-CareNeT Main Screen with the
‘V-CareNeT Control Window’ in the upper right or left (see 12.2, 14.4).

Note: As long as the 'V-CareNeT Package” has not been activated this button is not accessible (dimmed grey).
Refer to the sub-menu 'Tools / V-CareNeT Package Activation’ (see 15.2) to activate the 'V-CareNeT Package’. For
a trial activation of V-CareNeT please refer to the sub-menu 'Tools / V-CareNeT Trial’ (see 15.3) or the sub-menu
'Tools / Extended V-CareNeT Trial’ (see 15.4). Use the sub-menu 'Settings / V-CareNeT Demo Mode’ (see 12.3) to
use V-CareNeT in Demo Mode.

Note: If the mouse is hovered over this button the text 'Remote Monitoring and secondary alarm surveiflance of
SDMs’ appears in a tool tip.

Note: This button duplicates the sub-menu '‘Communication / V-CareNeT” (see 8.2) as well as the control icon

|

LRN jn the menu bar of the 'Main Window’ (see 4.2.1).

Menu Bar: A menu bar with pull-down menus (see 7, 8, 9, 10, 11, 12, 15, and 16) and control icons (see 4.2.1)
displays in the top of the ‘Main Window’. On the left of the ‘Help Icon’, furthermore, the ‘Analysis Criteria Profile
Indicator’ displays in bold, black the name of the currently selected ‘Analysis Criteria Profile’ (see 9.2).

Note: If no measurement is open, left click on the 'Analysis Criteria Profile Indicator’ in the V-STATS’ Main
Window opens a popup menu offering the possibility to select a different 'Analysis Criteria Profile’ from the
‘Analysis Criteria Profiles Database’ (see 9.2).

4.2 The '‘Main Window'’ of V-STATS if a measurement is open

If a measurement is open the ‘Main Window’ of V-STATS

o displays the trend data of the respective measurement along with the most important statistical results for the
current ‘Analysis Interval’

o features a menu bar with pull-down menus (see 7, 8, 9, 10, 11, 12, 15, and 16) and control icons (see 4.2.1).

The following elements are provided in the *Main Window’ of V-STATS

1) Trend Data Curves / Patient Name / File Name: For each channel the measurement data are displayed versus
the time. The channels are labeled on the left along with the unit of the respective parameter. The name of the
corresponding patient as well as the recording date and filename of the displayed measurement are indicated at the
bottom of the ‘Main Window’. A click on the patient name in the lower left corner of the window opens the dialog
‘Patient Data’ (see 11.3).

Note: For each channel a) the 'Parameter Label, b) the color used for the 'Parameter Label’ and the respective
curve as well as c) the background of the channel can be defined in the dialog 'Channel Settings’ (see 12.1.1).
The unit used for PCOZ/PO2 (mmHg or kPa) can be selected in the dialog 'V-STATS Settings’ (see 12.1).

2) Analysis Criteria Profile Indicator: On the left of the ‘Help Icon’ the ‘Analysis Criteria Profile Indicator’ - a bold,
black label in the control icon panel — indicates the profile name of the currently selected *Analysis Criteria Profile”
(see 9.2). If the settings of the currently selected ‘Analysis Criteria Profile’ and those that were last used to analyze
the open measurement are identical the profile name is displayed in black, otherwise (i.e. if the open measurement
has not yet been analyzed with the currently selected ‘Analysis Criteria Profile’) in red with an asterisk (*). Left click
on the ‘Analysis Criteria Profile Indicator’ opens a pop-up menu (see 9.1) offering the possibility a) to select and then
analyze the open measurement with a different ‘Analysis Criteria Profile’ (see 9.2) or b) to re-analyze all or individual
channels of the open measurement with the currently selected ‘Analysis Criteria Profile’ (options dimmed grey if the
settings that were last used to analyze the respective channel are identical with those of the currently selected
‘Analysis Criteria Profile”).
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Note: 'Analysis Criteria Profiles’ can be selected, created/ customized, and managed in the dialog 'Analysis Criteria
Profile’ (see 9.2). To open this dialog use a) the sub-menu 'Analysis / Analysis Criteria Profile’ if a measurement is
open (see 9.2) or b) the sub-menu ‘File / Analysis Criteria Profile’ if no measurement is open (see 7.14). It is
recommended to create/ customize 'Analysis Criteria Profiles’ if no measurement is open.

Note: Once you have created your own 'Analysis Criteria Profiles’ you can switch between them with the ease of a
few ‘mouse-clicks, for example, a) before activating download/ import of SDM Trend Data to V-STATS in the
dialog 'Assign measurement period(s) to patients’ (see 6.1) or b) to re-analyze the currently open measurement
with a different 'Analysis Criteria Profiles’ (see above).

Note: When saving a measurement (see 7.2), the settings last used to analyze the measurement are saved along
with the measurement, the name of the corresponding ‘Analysis Criteria Profile, however, is not saved.

7

Note: Opening a previously analyzed measurement (see 7.1) neither does activate the 'Analysis Criteria Profile
that was last used to analyze the measurement nor is the measurement automatically re-analyzed with the
currently selected 'Analysis Criteria Profile’. After opening a measurement, the name of the current 'Analysis
Criteria Profile, consequently, will display in black, if the settings that were last used to analyze the respective
measurement and those of the currently selected 'Analysis Criteria Profile’ are identical, otherwise it will display in
in red with an asterisk (*).

3) Analysis Interval Indicator: The ‘Analysis Interval Indicator’ - a blue, bold label displaying on the right of the
*Help Icon’ in the control icon panel — indicates the current Analysis Interval, i.e. the measurement’s time range that
is currently considered for data analysis (see 9.2, 9.5). In the example shown above it indicates ‘AP 2: 2| O2/min’.
The current Analysis Interval is visualized by a blue bar above the measurement curves and two blue vertical lines at
the start and end of the Analysis Interval, respectively. It can be selected/changed a) in the popup-menu which
opens after left click on the *Analysis Interval Indicator’, b) by using the sub-menu ‘Analysis / Analysis Interval’ (see
9.3), or c) by selecting the option ‘Analysis Period” which is selectable in the popup menu that activates after right
click on an operator event triangle, if at the position of the respective operator event a new ‘Analysis Period’ starts
(see 11.1).
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The ‘Analysis Interval Indicator’ displays

a) ‘Full Measurement’ if the Analysis Interval corresponds to the full measurement

b) ‘AP x: <description>’ if the Analysis Interval corresponds to an Analysis Period which starts at one of the
Operator Events and where x is the number of the Analysis Period (see 11.1), or
‘< Start-Date/Time>-<End-Date/Time>' if the Analysis Interval was determined by using the options ‘Displayed
Range’ or ‘Manually’.

4) Displayed range: Indicates the displayed time range at the top right in hh:mm:ss. Section 10 (menu ‘Zoom’)
describes how the displayed time range can be modified. Scrolling through the measurement is explained in 4.2.2.

5) Time Axis and Vertical Grid: The time axis (x-axis) is displayed below the measurement channels. Left mouse
click on the time axis opens the dialog ‘Vertical Grid’ where it is possible to select the mode that will be used for the
vertical grid and the time scale. Note that this selection will affect all measurements. If ‘In relation to time of day’ is
selected, the equispaced vertical grid lines are plotted such that the time scale indicated at the bottom of the vertical
grid lines corresponds — depending on the displayed time range - to full hours, full half-hours, full quarter-hours, full
minutes, etc.. If 'In relation to measurement begin’ is selected, the start and end time are considered as vertical grid
lines as well. Consequently the time scale indicated at the bottom of the equispaced vertical grid lines is in relation to
the time of the measurement begin.

6) Range & Grid: For each channel the mode currently active for the display range (y-axis) and for the horizontal grid
is indicated at the bottom left of the respective channel. Mouse click on the area highlighted yellow in figure below
(display range & horizontal grid indicator / y-axis) opens for the respective channel the dialog ‘<Channel>: Range &
Horizontal grid’ (see 11.9). In this dialog it is possible to adjust for the currently open measurement and the selected
channel the display range (y-axis) and horizontal grid settings.

18 -STATS 4.00ec08
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Note: The display range (y-axis) and horizontal grid settings that will be used by default when
downloading/importing SDM Trend Data to V-STATS can be predefined for each channel in the dialog 'Channel
Settings’ (see 12.1.1).

Note: If Autoscale’ is used for the display range of a channel, the respective channels display range is
determined based on valid, non-excluded data within the current 'Analysis Interval’ Furthermore, if drift
corrected PCO2 adata is displayed the display range of the PCO2 channel is determined using drift corrected PCO2
data if 'Autoscale’ is used for the display range (y-axis) of the PCO2 Channel.

7) Correction of Residual PCO2 Drift: If the sub-menu ‘Measurement / Correction of Residual PCO2 Drift’ (see 11.6)
is set to ‘Both’, drift corrected PCO2 data is displayed as a blue curve in addition to the green curve of the
uncorrected data. If set to ‘On’ only the blue curve representing drift corrected PCO2 data is displayed.

Note: The drift correction mode that will be used by default when downloading/importing SDM Trend Data to
V-STATS can be predefined in the dialog 'Channel Settings’ (see 12.1.1). For an open measurement the drift
correction mode subsequently can be changed by using the sub-menu ‘Measurement / Correction of Residual
PCO2 Drift’ (see 11.6). If for a measurement correction of the residual PCOZ drift is not possible the PCOZ2 drift
correction mode is automatically set to 'Off” for the respective measurement. If for a measurement uncorrected
PCOZ2 data is not available (e.g. after import of a '**.vex-file’ which contains only drift corrected PCOZ data (see
7.4 and 7.5)), the PCOZ drift correction mode is automatically set to 'On’ for the respective measurement.

Note: Whenever drift corrected PCOZ2 data is displayed the text 'Drift corrected’ is displayed in blue below the
PCO2 label. Statistical results for PCOZ2 are determined using drift corrected PCOZ2 data. If Autoscale’ is used for
the display range (y-axis) of a TC channel, the display range of the PCO2 channel is determined using drift
corrected data.
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Note: The color used for the PCOZ2 label and for the curve representing uncorrected PCOZ2 data can be selected in
the dialog 'Channel Settings’ (see 12.1.1). The default color for these PCO2 elements is green.

Note: If both uncorrected PCOZ2 data and drift corrected PCOZ2 data are displayed, the blue curve representing
drift corrected PCOZ2 data is displayed in the background of the green curve representing uncorrected PCOZ2 data.

Note: Print-out of uncorrected PCO2 data and drift corrected PCO2 data is made with different fonts to ensure
that the two curves can be distinguished if printing is made on a black&white printer. The 'drift corrected’ curve
Is printed in black, bold font whereas the uncorrected curve is printed in light, grey font.

8) PCO2 Baseline/PO2 Baseline: The PCO2 (PO2) baseline (see 11.5, 11.7) is shown in the PCO2 (PO2) channel as
a red-dashed horizontal line. A red vertical line indicates the instant at which the PCO2 (PO2) baseline was
determined. The numerical value of the PCO2 (PO2) baseline is displayed in red, bold on the left of the PCO2 (PO2)
graph. If drift corrected PCO2 data are displayed, the PCO2 baseline is determined using drift corrected PCO2 data
(see 11.6).

9) Sp02 Averaging / DRI: ‘SpO2 Averaging’ on the left of the SpO2 graph indicates the minimal and maximal setting
of the SDM internal parameter ‘SpO2 Averaging’ (see 13.2.4.6). The minimal and maximal values only differ if the
parameter ‘SpO2 Averaging’ was changed while recording the currently displayed measurement. Note that the longer
the averaging time the slower the SDM’s response to changes in patient’s oxygen saturation. ‘DRI’ on the left of the
Sp0O2 graph indicates the Data Recording Interval that was used while recording the currently displayed
measurement. DRI can vary between 1 sec and 8 sec. (for additional details refer to 13.2.4.6 and to the Technical
Manual of the SDM (HB-005752).

10)

11)

12)

Important Statistical Results: For each channel important statistical results are indicated in purple for the
current ‘Analysis Interval’. The ‘mean’ is indicated for all channels. Additionally indicated are ‘Time >XX.X mmHg’
for PCO2 as well as 'Time <YY%' and ‘Desaturations per hour’ for SpO2. In each channel the mean of the
respective parameter is furthermore displayed as a purple-dashed horizontal line. If drift corrected PCO2 data is
displayed, statistical results for PCO2 are determined using drift corrected PCO2 data (see 11.6).

Note: The levels XXX and YY used for 'Time <YY%’ (default=88%) and 'Time >XXX mmHg’
(default=50.0mmHg) are adjustable in the dialog 'Analysis Criteria Profile’ (see 9.2).

Important Note: Episodes with excluded data ranges (see 9.4), artifacts, and invalid data will be excluded from
statistical data analysis. Furthermore, episodes with certain SDM events optionally can be excluded from
statistical data analysis (see 4.2.5, 9.2). Unless otherwise specified for each channel all statistical results,
therefore, are based on evaluation of the analyzed duration, i.e. the artifact free part of valid, non-excluded
measurement data contained within the current 'Analysis Interval’.

Cursor/ numerical values at cursor position/ dB values for PCO2 and PO2: The Cursor (if set) is a bold,
orange, vertical line running from the top to the bottom of the graphs. The time corresponding to the cursor
position is indicated in the upper menu bar below the label ‘Displayed range’. The numeric values displayed below
each channel label correspond to the value of the respective parameter at the cursor position. Next to the numeric
PCO2 (PO2) value the delta-baseline (*dB”) value is displayed in brackets. This corresponds to the difference of
the PCO2 (PO2) value at the cursor position from the PCO2 (PO2) baseline (see 11.5, 11.7). See 4.2.3 for
additional information on the cursor and its usage.

Note: If drift corrected PCO2 data is displayed, a) the value of the drift corrected PCOZ2 curve at the cursor
position is displayed in blue below the blue colored label "Drift corrected, and b) the dB value for PCOZ2 is only
displayed for drift corrected PCOZ2 data.

Note: The dB value for PCO2 (POZ2) (see above) is only displayed if the cursor is set after the point the respective
PCOZ2 (POZ2) baseline was determined (visualized by a red vertical line).

Markers: Markers highlight a) physiological events for PCO2, SpO2, and PR evaluated by V-STATS by using
adjustable analysis criteria (see 9.2, 9.5.12), b) SDM events (see 9.2), c) artifacts evaluated by V-STATS (see 9.2,
9.5.12) or manually marked by the operator (see 4.2.4), d) ranges with invalid data, and e) ‘Excluded data ranges’
(see 9.4). Markers related to physiological events, artifacts or ‘Excluded Data Ranges’ can be edited (see 4.2.6,
12.1.2). In particular, right mouse click on one of these markers activates a popup menu permitting, for example,
to reclassify or delete the selected marker (see 4.2.4).

Note: To maintain lucidity in the graphs, physiological event markers are only displayed for the selected event
types (dynamic events; baseline events (for PCO2 only); threshold events). The type of events that will be
visualized for a channel can be changed in the dialog 'Analysis Criteria Profile’ (see 9.2) or in the pop-up menu
that opens after right click on the respective channel’s measurement curve (see 4.2.4).

Note: Automatically detected as well as manually marked artifacts (see 4.2.4) are independent from the type of
physiological event (dynamic events; baseline events (for PCOZ2 only), threshold events) that is currently selected
to be visualized with colored event markers.

Note: If the mouse is hovered over a marker a tooltip appears with information about the respective marker (see

Page 20 / 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

4.2.4, 4.2.6). Furthermore, markers are labeled for displayed time ranges up to 30 minutes (see 4.2.5).

Note: Markers exhibiting a black triangle in the upper left corner identify physiological events or artifacts that
have been manually modified (added, reclassified, modified duration). In the tooltip that appears when the
mouse is hovered over a modified physiological event or artifact marker (M)’ is added behind the event
description to indicate that the marker was manually modified. '(A)’ is added behind the event description if the
mouse is hovered over an unmodified marker.

Note: SDM Event Markers are displayed separately from the other markers at the bottom edge of the channels.
The color of SDM Event Markers can be selected in the dialog 'Color of Markers’ (see 12.1.2), their size is not
affected by the setting of the control icon 'Marker Size’ (see 4.2.1). SDM Event Markers being related to SDM
Events that are excluded from data analysis (see 9.2) are duplicated by 'Invalid Data Markers’, i.e. corresponding
episodes are not evaluated during data analysis.

Note: If a certain perfod of the measurement contains more than one colored marker, markers are displayed in
V-STATS 'Main Window ~ with the following priority, i.e. always the marker with the highest priority is displayed:
1) Excluded Data Range markers, 2) Invalid Data markers, 3) Artifact markers, and 4) Physiological event
markers.

13) Operator Events / Analysis Periods: Colored triangles (if any) represent Operator Events (see 11.1). Operator
Events typically are marked on the SDM during patient monitoring by using a) the respective functions of the SDM’s
‘Quick Access Menu’ or b) the dialog ‘Set Operator Events’ within V-CareNeT (see 14.8.3) and subsequently
transferred to V-STATS when downloading SDM Trend Data. To unequivocally identify ‘Operator Events’ within
V-STATS the colored triangles as well as the corresponding ‘Operator Events’ in the list of operator events are
alphabetically labeled in chronological order of their occurrence. If the mouse is hovered over a colored operator
event triangle a tooltip providing information on the respective ‘Operator Event’ appears (see 4.2.7). The triangle
color associated to a specific event type can be defined in the dialog ‘Define Operator Events’ (see 12.1.3). By
selecting the start of a new ‘Analysis Period’” at the position of ‘Operator Events’ it is possible to split a
measurement into multiple ‘Analysis Periods’. A grey vertical line at the position of an ‘Operator Event’ represents
the start of new Analysis Period. If a measurement is split into multiple ‘Analysis Periods’ (e.g. to analyze the
different phases of a split night) the current ‘Analysis Interval’ can be set to one ‘Analysis Period’ after another, i.e.
a report conveniently can be generated/printed for each ‘Analysis Period’.

Note: For the currently open measurement 'Operator Events’ and/or 'Analysis Periods’ can be
edited/added/deleted at any time (see 4.2.1, 4.2.7, 11.1, and 11.2).

Note: If the current 'Analysis Interval’ starts/ends at the beginnings of two new 'Analysis Periods’ the grey vertical
lines at the position of the respective 'Operator Events’ are in the background of the two blue vertical lines
Indicating the start and end of the current 'Analysis Interval’.

Note: In the example shown above the measurement is split into 4 'Analysis Periods’: 'Analysis Period 0’ (AP0)
corresponds to the Initial Phase (from the beginning to the first grey line), during 'Analysis Period 1’ (AP1) the
patient was breathing room air (from the first to the second grey line), during 'Analysis Period 2’ (AP2) two liters
of oxygen were administered (from the second to the third grey line), and during 'Analysis Period 3’ (AP3) one
liter of oxygen was administered (from third grey line to end). Please note that in the example shown above
Analysis Period 2’ (AP 2: 2| O2/min’) is selected as 'Analysis Interval” and, consequently, the second and third
grey lines are hidden by the two vertical blue lines indicating the start and end of the 'Analysis Interval’.

Note: In the dialog 'Define Operator Events’ (see 12.1.3) a) the standard description that will be assigned to
operator events of a specific type and b) whether or not a new 'Analysis Period’ shall start at each occurrence of
operator events of a specific type when downloading/importing SDM Trend Data to V-STATS can be predefined
for each operator event type. The dialog 'Define Operator Events’ can be printed such that its printout can be
used as a caption for the operator event types available in the 'Quick Access Menu’ of SDM's with firmware SMB-
SW V07.01.x and newer.

14) ‘Remote Monitoring Active’ Indicator: If at least one patient is admitted to V-CareNeT the red blinking
indicator ‘Remote Monitoring active’ displays at the bottom center of the ‘Main Window'.
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4.2.1

Control icons in the menu bar of the ‘Main Window’

Note: The control icons ‘File Manager, ‘Communication with SDM (via Serial Interface)’, 'V-CareNeT, and 'Help’ are
always operable. All other control icons are only operable if a measurement is open.

Symbol |Designation (Tool | Description
tip)
ey File Manager Opens the ‘File manager’ (see 7.1).
=] Save Saves changes made to measurement file (see 7.2)

Note: Dimmed grey if no changes were made since the measurement was
opened or last saved.

- Communication with Activates the dialog ‘Communication with SDM (via Serial Interface)’ (see 8.1).
SDM (via Serial
Interface)
AN V-CareNeT Opens a dialog which offers the possibility to edit/ reactivate the ‘Last V-CareNeT
Session’ (see 14.4.1) and then activates V-CareNeT by opening the V-CareNeT
Main Screen with the V-CareNeT Control Window' in the upper right or left (see
12.2, 14.4).
Note: As long as the 'V-CareNeT Package’ has not been activated this button is
not accessible (dimmed grey). Refer to 15.2 to activate the 'V-CareNeT Package:.
For a trial or extended trial activation of V-CareNeT please refer to 15.3 and 15.4.
7o use V-CareNeT in Demo Mode refer to 12.3.
EIE | Report Opens the report (see 9.5) for the current ‘Analysis Interval’ (see 9.3).
= Print Report / PDF Opens the dialog 'Print Report / PDF Report’ (see 7.2). Here it is possible to print
Report the report or to store the report as a PDF.
—@g Print Screenshot Prints the currently displayed range of the measurement curves.
Note: The default printer of your PC will be used.
L4 Show previous half of | Scrolls half a page to the left (backwards) — see 4.2.2.
the screen
O Show next half of the | Scrolls half a page to the right (forward) — see 4.2.2.
screen
Q Show previous screen | Scrolls one page to the left (backwards) — see 4.2.2.
[§) Show next screen Scrolls one page to the right (forwards) — see 4.2.2.
Q Move to the Scrolls to the beginning of the measurement — see 4.2.2.
beginning
Q Move to the end Scrolls to the end of the measurement — see 4.2.2.
o Zoom in Magnifies the displayed time range by one zoom-level — see 10.
© Zoom out Reduces the displayed time range by one zoom-level — see 10.
i Full Study Selects the smallest zoom level that contains the full (complete) measurement
curves — see 10.
ﬁ Vertical Cursor To activate/deactivate the display of the ‘Vertical Cursor’ (Note: not activated in

factory default settings).

If activated black cross-lines move with the mouse. For the channel in which the

mouse is currently positioned the following information appears in a box:

— Channel: displays the label of the channel in which the mouse is currently
positioned.

— Time: indicates the time at the current mouse position

— Value Curve: indicates the value of the parameter displayed in the respective
channel at the current mouse position (Note: the drift corrected PCOZ2 value
displays in parenthesis behind the uncorrected value if the uncorrected and
drift corrected PCOZ2 curves are displayed).
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Symbol

Designation (Tool

tip)

Description

Ay
8

Numeric  values
curve

in

To activate/deactivate the display of ‘Numeric values in curve’ (Note: activated in
factory default settings)

If activated, numeric values of local minima and/or maxima in the curves will
display if the ‘Displayed Time Range’ is smaller or equal to 1 hour.

Marker size

Changes the marker size.

Note: The size of the markers being related to SDM Events is not affected by the
setting of this parameter.

Add Operator Event

To add an Operator Event at the current cursor position. Click on this icon opens
the dialog ‘Edit/Add Operator Event’ (see 11.2). The date/time which will be
proposed for the new operator event corresponds to the date/time at the cursor
position.

Note: This control icon is only accessible if the cursor (see 4.2.3) is placed on a
measurement.

Note: Optionally the start of a new Analysis Period can also be added by checking
the respective box in the dialog 'Edit/Add Operator Event'.

Help

Click on this icon to open the context-sensitive on-line help.

Analysis Criteria Profile

Indicator

The currently selected *Analysis Criteria Profile” (see 9.2) is displayed in bold
black on the left of the ‘Help Icon'. If the settings of the currently selected
‘Analysis Criteria Profile’ and those that were last used to analyze the open
measurement are identical the profile name is displayed in black, otherwise in
red with an asterisk (*).

Left click on the *Analysis Criteria Profile Indicator’ opens a pop-up menu offering
the possibility a) to select/ analyze the open measurement with a different
‘Analysis Criteria Profile’ or b) to re-analyze all/ individual channels of the open
measurement with the currently selected ‘Analysis Criteria Profile’ (for details
refer to the description of an equivalent popup-menu in 9.1).

Analysis Interval Indicator

The current ‘Analysis Interval’ is indicated by the ‘Analysis Interval Indicator’, a
blue, bold label displaying in the upper menu bar on the right of the *Help Icon’.
It can be selected/changed in the popup-menu which opens after right click on
the *Analysis Interval Indicator’ (see 9.3).

Close

Click on this icon to close the open measurement.

Note: Upon closure of a measurement that contains unsaved changes VSTATS
prompts the messages "Do you want to save changes? Yes/ No/ Cancel”.

Note: When attempting to close a measurement that has been opened by
another user during your session a warning message displays indicating the ID of
the user that has opened the measurement and pointing out that your changes
may be overruled by the other user’s changes when he closes the measurement.
In this situation it is possible to close the measurement without saving the
changes.
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4.2.2 Scrolling through the measurement

Scrolling through a measurement can be done with the mouse or with the keyboard.

Scrolling with the mouse
Move the scroll bar below the graphs with the mouse to the left or right to scroll backwards or forward, respectively.

Scrolling can also be done by clicking on one of the following control-icons of the menu bar (see 4.2.1):

) : scroll half a page to the left (backwards). ) : Scroll half a page to the right (forwards)
) : scroll one page to the left (backwards). () : scroll one page to the right (forwards).
() : scroll to the beginning of the measurement. ) : scroll to the end of the measurement.

Scrolling with the keyboard

o (left arrow): Scroll a little step to the left (backw.). - (right arrow): Scroll a little step to the right (forwards).

1‘ (arrow up): Scroll half a page to the left (backw.). ,l, (arrow down): Scroll half a page to the right
(forwards).

Pg dn (page down):  Scroll a page to the left (backwards). Pg up (page up): Scroll a page to the right (forwards).

Home (Pos1): Scroll to the beginning of the meas. End (End): Scroll to the end of the measurement.

Note: You can scroll in arbitrary steps by locating the cursor at the new position and reselecting the current zoom
level using the Zoom Menu (see 10). The new time range will be centered on the cursor position.

4.2.3 The Cursor

Description of the cursor

The Cursor (if set) is a bold, orange, vertical line running from the top to the bottom of the graphs. If the cursor is set
on the graphs a) the time corresponding to the cursor position is indicated in the upper menu bar below the label
‘Displayed range’, b) for each channel the value at the cursor position is displayed below the channel label and c) the
delta-baseline value (‘dB’) is indicated for PCO2 (PO2), i.e. the difference between the PCO2 (PO2) value at the cursor
position from the PCO2 (PO2) baseline (see 11.5, 11.7).

Note: If drift corrected PCOZ2 data is displayed, a) the value of the drift corrected PCOZ2 curve at the cursor position is
displayed in blue below the blue colored label 'Drift corrected, and b) the dB value for PCOZ2 is only displayed for
drift corrected PCOZ data.

Note: The dB value for PCO2 (POZ2) (see above) is only displayed if the cursor is set after the point the respective
PCO2 (POZ2) baseline was determined (visualized by a red vertical line).

Place / move the cursor

Click with the left mouse key to place the cursor on the graphs.
To move the cursor to the right press down the <STRG> (or <CTRL>) key together with the -» key (right arrow).
To move the cursor to the left press down the <STRG> (or <CTRL>) key together with the + key (left arrow).

Remove the cursor from the graphs

Clicking on the text *Cursor <time>" in the upper right corner of the V-STATS Main Window (next to the close button)
removes the cursor from the graphs.

Note: Any action that moves/ places the cursor outside the displayed range, e.g. when scrolling through the
measurement (see 4.2.2) or zooming with the mouse (see 4.2.4), will also remove the cursor from the graphs.

Effect of the cursor on zooming

The zoom behavior (see 10) depends on the placement of the cursor on the graphs:

e If the cursor is not placed on the graphs, the left border of the displayed range is maintained.

e If the cursor is placed on the graphs, the new displayed range is centered around the cursor position.
Exception: Zoom with mouse (see below)

Note: The cursor will be removed from the screen if the measurement is zoomed outside of the cursor position.
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Place the cursor at the beginning of a marker

Double clicking on a marker in the list of events in the Report page ‘List of events’ (see 9.5.10)

e closes the report

e positions the cursor at the beginning of the selected event

e activates the “15-minutes” zoom level and centers the displayed time range around the cursor.

Place the cursor at the position of an operator event

Double clicking on an operator event in the list of operator events in the dialog ‘Operator Events’ (see 11.1)

e closes the dialog ‘Operator Events’

e positions the cursor at the selected ‘Operator Event’

e activates the ‘15-minutes’ zoom level and centers the displayed time range around the cursor.

Adding an Operator Event (start of a new Analysis Period) at the Cursor Position

e Place the cursor at the position where you want to add an Operator Event or the start of a new Analysis Period

o Click on the control icon ‘Add Operator Event’ (see 4.2.1) will open the dialog ‘Edit/add Operator Event’ (see 11.2).
The date/time of the cursor position will be proposed as date/time for the new operator event.

¢ Enter the requested information and then click on ‘OK’ to close the dialog ‘Edit/Add Operator Event’ and to add the
new Operator Event and — if the respective check box was selected — the start of a new Analysis Period.

4.2.4 Functions of the mouse in the measurement curves

The following table summarizes the various functions that can be activated with the mouse in V-STATS’ Main Window.

Action Location Action

Left-Click On ‘Analysis Criteria Profile Opens a pop-up menu offering the possibility a) to select/ analyze
Indicator’ the open measurement with a different ‘Analysis Criteria Profile’ or

b) to re-analyze the open measurement with the current ‘Analysis
Criteria Profile’ (also see 9.2).

Left-Click On ‘Analysis Interval Indicator’ Opens a popup menu that permits to select the ‘Analysis Interval’
(see 9.3)

Left-Click On 'Display range/horizontal grid | Opens the dialog ‘<Channel>: Range & Horizontal grid’ for the
Mode Indicator’ or on the y-axis | respective channel (see 11.9). In this dialog it is possible to adjust
(see 4.2) for the currently open measurement and the selected channel the

display range (y-axis) and horizontal grid settings.

Left-Click On time axis Opens the dialog ‘Vertical Grid" where it is possible to select the

mode that will be used for the vertical grid and the time scale (see
4.2).

Left-click Arbitrary position in curves Sets the cursor at the respective position (see 4.2.3)

Right-click Arbitrary position in curves Opens the dialog ‘Edit/Add Operator Event’ (see 11.2) to add an
(excluding click-on physiological | ‘Operator Event’ and (optionally) the start of a new Analysis Period
event, artifact, or excluded data | at the position the right click was made.
range markers)

Right-click On an ‘Operator Event Triangle’” | Opens a popup menu with the following options:

Edit Operator Event (Opens the dialog ‘Edit / Add Operator Event’

(see 11.2) where the respective information for the selected Operator

Event can be edited)

Delete Operator Event (Deletes the selected Operator Event)

Operator Events (Opens the dialog ‘Operator Events’ (see 11.1) with

the selected Operator Event being highlighted)

Analysis Period APx (sets the ‘Analysis Interval’ (see 9.3) to the

Analysis Period that starts at the position of the selected ‘Operator

Event’. Note that this option is dimmed grey, if no Analysis Period starts

at the respective Operator Event).

Cancel (Closes the popup menu without executing an action)
Right-click On a physiological event, Displays the duration and — in parenthesis — the start and end time

artifact, or excluded data range
marker

of the selected marker in red, bold font on the bottom right of
V-STATS' Main Window and opens the following pop-up menu with
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Action

Location

Action

See above for behavior after right-
click on a SDM Event or 'Invalid
Data’ marker

the selected marker being highlighted with a checkmark:
Zoom (dimmed grey in this situation)
Analyze <Channel> (Analyzes the respective channel of the open
measurement by using the currently selected ‘Analysis Criteria Profile’
(see 9.2). Option dimmed grey if the settings that were last used to
analyze the respective channel of the open measurement and those of
the current ‘Analysis Criteria Profile’ are identical. For a detailed
description see 9.1.)
Physiological Events » (Permits to select the type of physiological
events (dynamic events; baseline events (for PCO2 only); threshold
events) that will be visualized with colored markers (see 9.2). A check
mark indicates the current selection.)
Physiological Event 1 (, 2) (Converts the type of the selected marker.
The available selection(s) depend on the set of physiological events
currently selected to be visualized in the respective channel (see 9.2 and
option ‘Physiological Events ¥). Dimmed grey after click on an excluded
data range marker)
Artifact (converts the selected marker into an Artifact marker. Dimmed
grey after click on an excluded data range marker)
Artifact All Channels (Converts the selected marker into an Artifact
marker and adds Artifact Markers in all other channels at the
corresponding time range)
Delete (Deletes the selected marker)
Reset modified Marker(s) (Resets the selected marker (if modified).
Dimmed grey after click on an unmodified or an excluded data range
marker. Note that modified markers are identified by a black triangle in
the upper left corner. Also refer to 9.1, 9.2).
Reset all modified Markers (Resets all modified/ deleted markers in
the respective channel. Dimmed grey if the channel does not contain
modified/ deleted markers. Also refer to 9.1, 9.2).
Excluded Data Range (Opens the dialog ‘Edit / Add Excluded Data
Range’ (see 9.4.1). Therein the proposed data range to be excluded
corresponds to the range covered by the selected marker)
Add Operator Event (Opens the dialog ‘Edit/Add Operator Event’ (see
11.2) to add an ‘Operator Event’ and (optionally) the start of a new
Analysis Period at the position the right click was made. Dimmed grey
after click on an Excluded Data Range)
Cancel (Closes the popup menu without executing an action)

Spanning a
range with
left mouse

In curves

While spanning the range with the left mouse the duration and — in
parenthesis — the start and end time of the spanned range are
indicated in red, bold font on the bottom right of V-STATS’ Main
Window.
When releasing the mouse, the following pop-up menu opens:
Zoom (Positions the start time of the spanned range at the left border
and activates the smallest zoom level that completely contains the
spanned range (see 10)).
Analyze <Channel> (Analyzes the respective channel of the open
measurement by using the currently selected ‘Analysis Criteria Profile’
(see 9.2). Option dimmed grey if the settings that were last used to
analyze the respective channel of the open measurement and those of
the current ‘Analysis Criteria Profile’ are identical. For a detailed
description see 9.1.)
Physiological Events »(Permits to select the type of physiological
events (dynamic events; baseline events (for PCO2 only); threshold
events) that will be visualized with colored markers (see 9.2). A check
mark indicates the current selection.)
Physiological Event 1 (, 2) (Adds a new marker of the respective type
covering the spanned range. The available selection(s) depend on the
set of physiological events currently selected to be visualized in the
respective channel (see 9.2 and option ‘Physiological Events » ). Note:
If spanned range includes Invalid Data Ranges, multiple markers will be
added outside those ranges.
Artifact (Adds an Artifact Marker covering the spanned range) Note: If
spanned range includes Invalid Data Ranges, multiple markers will be
added outside those ranges.
Artifact All Channels (Adds Artifact Markers covering the spanned
range in all channels) Note: If spanned range includes Invalid Data
Ranges, multiple markers will be added outside those ranges.
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Action

Location

Action

Delete (dimmed grey in this situation)

Reset modified Marker(s) (Resets all modified/ deleted markers
within the spanned range. Dimmed grey if no modified/ deleted markers
are contained in spanned range. Note that modified markers are
identified by a black triangle in the upper left corner. Also refer to 9.1,
9.2).

Reset all modified Markers (Resets all modified/ deleted markers in
the respective channel. Dimmed grey if no modified/ deleted markers
are contained in the channel. Also refer to 9.1, 9.2).

Excluded Data Range (Opens the dialog ‘Edit / Add Excluded Data
Range’ (see 9.4.1). Therein the proposed data range to be excluded
corresponds to the spanned range)

Add Operator Event (dimmed grey in this situation)

Cancel (closes the popup menu without executing an action)

Spanning a
range with
left mouse
while
pressing the
‘CTRL"-key

In curves

While spanning the range with the left mouse the duration and — in
parenthesis — the start and end time of the spanned range are
indicated in red, bold font on the bottom right of V-STATS’ Main
Window.
When releasing the mouse, the following pop-up menu opens:
Zoom (dimmed grey in this situation).
Analyze <Channel> (dimmed grey in this situation).
Physiological Events »{(dimmed grey in this situation).
Physiological Event(s) (Converts the type of all markers fully included
within the spanned range. The available selection(s) depend on the set
of physiological event criteria selected for the respective (see 9.2 and
option ‘Physiological Events M. Dimmed grey if no marker is fully
included within the spanned range).
Artifact (Converts all markers fully included within the spanned range to
artifacts. Dimmed grey if no marker is fully included within the spanned
range)
Artifact All Channels (dimmed grey in this situation)
Delete (Deletes all markers fully included within the spanned range.
Dimmed grey if no marker is fully included within the spanned range)
Reset modified Marker(s) (dimmed grey in this situation).
Reset all modified Markers (dimmed grey in this situation).
Excluded Data Range (dimmed grey in this situation)
Add Operator Event (dimmed grey in this situation)
Cancel (closes the popup menu without executing an action)

Left-mouse
and shift key

Start or end of a physiological
event, artifact, or excluded data
range marker in curves

Once the mouse cursor has changed its shape to GI]]{> it is possible
decrease or increase the size of the marker by moving the mouse
while holding down the left mouse.

Note: Manually modified physiological event and artifact marker
exhibit a black triangle in the upper left corner.

Hovering
mouse over

A marker (in curves)

Activates a tooltip specifying the type of the marker. In case of
physiological event and artifact markers ‘(A)" or (M)’ is added behind
the event description if the marker is unmodified or has been
manually modified, respectively. Also displayed is the duration
followed by the start and end-time of the marker in parenthesis.
Note: By using the hotkeys defined in the dialog 'Color of markers’
(see 12.1.2) it is possible to reclassify the type of the selected
marker (see 4.2.6).

Hovering
mouse over

An Operator Event Triangle

Activates a tooltip providing the following information:

— ‘Analysis Period x’, where x is the number of the Analysis
Period that starts at the position of the ‘Operator Event’ (if
applicable)

— Description of the Operator Event and its type

— Date/time at the position of the ‘Operator Event'.
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4.2.5 Labels of Markers

If the displayed time range is smaller or equal to 30 minutes the markers in the measurement curves are labeled.

Label Description Specific to

D Desaturation (physiological event) Sp02

RI Rise (physiological event) PCO2, PR

FA Fall (physiological event) PCO2

AB Above Baseline (physiological event) PCO2

BB Below Baseline (physiological event) PCO2

uT Upper threshold (physiological event) PCO2, Sp02, PR

LT Lower threshold (physiological event) PCO2, Sp0O2, PR

EDR Excluded Data Range. Operator excluded corresponding data ranges from | all channels
data analysis (see 4.2.4, 9.4)

Art Artifact: Artifacts evaluated by V-STATS (see 9.2) or manually marked by | all channels
the operator. Corresponding episodes are excluded from data analysis.

INV Invalid Data. Corresponding episodes contain invalid data and are therefore | all channels
excluded from data analysis.

SQ Sp02 Signal Quality (SDM event*) Sp02, PR

LS Sp02 Low signal (SDM event*) Sp02, PR

HA High ambient light (SDM event*) PO2, SpO2,PR

Cs Calibration recommended (SDM event*) PCO2

PS PCO2 slow (SDM event*) PCO2

IC PCO2 In-Vivo Corrected (SDM event) PCO2

oT Temperature limiter was active after sensor over temperature was detected | all channels
(SDM event)

IH Sensor temperature was temporarily increased by INITIAL HEATING (SDM | all channels
event)

HR Sensor heating was reduced by SITE PROTECTION (SDM event) all channels

TE Site time was elapsed (SDM event) all channels

Note: 'SDM Event Markers’ are displayed separately from the other markers at the bottom edge of the channels.
SDM Events” marked with an asterisk (*) in the table above optionally can be excluded from data analysis by
checking the respective box in the dialog ‘Analysis Criteria Profile’ (see 9.2). Excluded SDM Events are duplicated by
‘Invalid Data Markers;, i.e. corresponding episodes are not evaluated during data analysis.

Note: Markers with a black triangle in the upper left corner identify physiological events or artifacts that have been
manually modified (see 4.2.6).

Note: Automatically detected as well as manually marked artifacts (see 4.2.4) are independent from the type of
physiological event (dynamic events; baseline events (for PCOZ2 only); threshold events) that is currently selected to
be visualized with colored event markers (see 4.2).

4.2.6 Editing Markers

‘Markers’ can be edited as follows.

To examine an existing marker:

Move the mouse over the marker and leave it there. After a short time a tooltip will appear specifying the type of the
marker. In case of physiological event and artifact markers *(A)’ or '(M)’ is added behind the event description if the
marker is unmodified or has been manually modified, respectively. Also displayed is the duration followed by the
start and end-time of the marker in parenthesis.

Note: After right click on a marker the duration and - indicated in parenthesis - the start and end-time of the
marker display at the bottom right of the screen in red, bold font.

To edit the color of markers:
The color used for the markers can be modified in the dialog ‘Color of markers’ (see 12.1.2), which can be opened by
click on the respective button in the dialog "V-STATS Settings’ (see 12.1).

To reclassify / delete a single existing marker:

With the mouse: Move the mouse over the marker and then click on the marker using the right mouse button. A
popup menu appears listing all marker types that make sense for this particular channel. A tick indicates the current
marker type. Now click the new marker type (select ‘Artifact’ or ‘Artifact all channels’ if the corresponding data range
contains data with questionable quality; select 'Delete' to delete the marker). The popup menu disappears and the
marker is reclassified.
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Note: If ‘Exclude Data Range’ is selected the dialog 'Edit/Add Excluded Data Range’ (see 9.4.1) opens. The
Indicated data range will correspond to the data range defined by the marker. Adjust the data range if necessary
and then press 'OK’ to exclude the corresponding data range (statistical results displayed in the V-STATS Main
Window (see 4.2)/ included in the report (see 9.5) will be updated, if excluded data ranges were modified/
addedy deleted within the current ‘Analysis Interval’).
With the keyboard: Position the mouse over the marker and press the desired hotkey defined in the dialog ‘Color of
markers’ (see 12.1.2) to reclassify the marker.
Note: Not applicable for SDM Event and Invalid Data markers

* To reclassify / delete several existing markers:
Press the <CTRL> key and keep it held down. Move the mouse in front of the first marker that you want to edit and
press the left mouse button without releasing it afterwards (keep holding down the <CTRL> key). Now, with the left
mouse button still held down, move the mouse all the way to the end of the last marker that you want to edit. As
you release the mouse a popup menu will appear listing all marker types that make sense for this particular channel.
Now click on the new marker type (select ‘Artifact’ or ‘Artifact all channels’ if the corresponding data range contains
data with questionable quality; select 'Delete’ to delete the markers). The popup menu disappears and the markers
are reclassified.
Note: Not applicable for Excluded Data Range, SDM Event and Invalid Data markers

* To edit the start or end of an existing marker:
While holding down the <Shift> key, move the mouse to the start or the end of an existing marker. The mouse

cursor will change into the shape . You can now decrease or increase the size of the marker by moving the
mouse whilst holding down the left mouse button.
Note: If an 'Exclude Data Range’is modified the dialog 'Edit/Add Excluded Data Range’ (see 9.4.1) opens. The
Indicated data range will correspond to the modified data range. Adjust the data range if necessary and then
press 'OK’ to exclude the corresponding data range (statistical results displayed in the V-STATS Main Window
(see 4.2)/ included in the report (see 9.5) will be updated, if excluded data ranges were modified/ added/
deleted within the current 'Analysis Interval’).
Note: Markers highlighting Invalid Data and SDM Events can’t be modified.

¢ To add a new marker: Move the mouse to the position where the marker shall start and press the left mouse
button without releasing it. Now, with the mouse button still held down, move the mouse to the end of the
maker. Now release the left mouse button. A popup menu appears listing all marker types that make sense for
this particular channel. Click on the desired marker type (select ‘Artifact’ or ‘Artifact all channels’ if the
corresponding das range contains data with questionable quality).
Note: If ‘Exclude Data Range’ is selected the dialog 'Edit/Add Excluded Data Range’ (see 9.4.1) opens. The
indicated data range will correspond to the data range spanned with the mouse. Adjust the data range if
necessary and then press 'OK’ to exclude the corresponding data range (statistical results displayed in the
V-STATS Main Window (see 4.2)/ included in the report (see 9.5) will be updated, if excluded data ranges
were modified/ added/ deleted within the current ‘Analysis Interval’).
Note: Not applicable for SDM Event and Invalid Data markers

¢ To reset manually modified/ deleted physiological event or artifact markers: To reset an individual

manually modified marker right-click on the marker to open a pop-up menu and therein select the function

“Reset modified Marker(s). To reset all modified/ deleted markers within a certain time range, span the range

with the left mouse to open a pop-up menu and therein select the function *Reset modified Marker(s)’. To reset

all manually modified/ deleted markers within the entire channel select the function ‘Reset all modified Markers’ in

the aforementioned pop-up menu (also see 4.2.4 and 9.1).
Note: Modified physiological event and artifact markers are identified by a black triangle in the upper left
corner. Deleted markers are not shown or specifically labeled.
Note: If the measurement contains manually modified/ deleted physiological event or artifact markers, V-STATS
prompts the message 'Reset all modified markers? (Yes/ No/ Cancel)’ before executing data analysis (see 9.1,
9.2). If Yes’ is selected, all manually markers (including the manually modified markers) are replaced by the
newly evaluated event markers. If 'No’ is selected manually modified markers are maintained. Similar, if analysis
Is executed only for an individual channel (see 9.1, 4.2.4).
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4.2,7 Editing Operator Events
‘Operator Events’ can be edited as follows:

¢ To edit the color of operator events triangles:
The color used for the operator event triangles can be selected in the dialog ‘Define Operator Events’ (see
12.1.3), which can be opened by click on the respective button in the dialog ‘V-STATS Settings’ (see 12.1).

¢ To examine an existing ‘Operator Event’:
A tooltip providing the following information appears if the mouse is hovered over a colored operator event triangle:
- ‘Analysis Period x’, where x is the number of the Analysis Period that starts at the position of the ‘Operator Event’
(only if applicable)
- Description of the Operator Event and its type
- Date/time at the position of the ‘Operator Event'.

¢ To edit an existing ‘Operator Event’ or to add/delete the start of an Analysis Period:

Right click with the mouse on a colored ‘Operator Event’ triangle opens a popup menu. Selection of

1) 'Edit Operator Event’ opens the dialog ‘Edit/Add Operator Event’ (see 11.2) where it is possible to edit the
date/time (position), the type and the description of the selected ‘Operator Event'. Furthermore the start of an
Analysis Period can be added/deleted at the position of the ‘Operator Event’ by checking/unchecking the
respective box in the dialog ‘Edit/Add Operator Event'.

2) 'Delete Operator Event’ will delete the respective ‘Operator Event’ and — if applicable — merge the ‘Analysis
Periods’ ending/starting at the position of the ‘Operator Event'.

3) _‘Operator Events’ opens the dialog ‘Operator Events’ listing all ‘*Operator Events' of the actual measurement
and providing various options to edit ‘Operator Events’ and ‘Analysis Periods’ (see 11.1).

* To add a new ‘Operator Event’ or the start of a new Analysis Period

There are three options to add a new ‘Operator Event’ and — optionally — the start of a new Analysis Period:

1) Set the cursor at the position where you want to add the new ‘Operator Event’ and then click on the control
icon ‘Add Operator Event’ or use the sub-menu ‘Measurement / Add Operator Event’ (see 11.2) to open the
dialog ‘Edit/Add Operator Event'. Therein, the date/time proposed for the new operator event will correspond
to the date/time at the cursor position. If necessary adjust the date/time and then enter the information
required to specify the new Operator Event. Click on ‘OK’ to close the dialog ‘Edit/Add Operator Event’ and to
create the ‘Operator Event'.

2) Right click with the mouse at the position you want to add a new ‘Operator Event’ opens the dialog ‘Edit/Add
Operator Event’. Therein, the date/time proposed for the new operator event will correspond to the date/time
of the position the right mouse click was made. If necessary adjust the date/time, enter the information
required to specify the new Operator Event. Click on ‘OK’ to close the dialog ‘Edit/Add Operator Event’ and to
create the ‘Operator Event'.

Note: Right click with the mouse on an existing marker will open a popup menu. Selection of the option
‘Add Operator Event’ therein will also open the dialog 'Edit/Add Operator Event’.

3) Open the dialog ‘Operator Events’ and use the option provided therein to add a new ‘Operator Event’ (see

11.1).

Note: If changes affect the 'Analysis Period’ that is currently selected as 'Analysis Interval” a warning dialog
will prompt when attempting to delete an Operator Event or to close the dialog 'Edit/Add Operator Events’
indicating that if you proceed the Analysis Interval will be set to the Full Measurement instead.

4.2.8 Determine duration of a measurement segment
To determine the duration of a measurement segment in the graphs proceed as follows:
1) Move the mouse to the start of the segment and press the left mouse button without releasing it again afterwards.

2) Now, with the left mouse button still held down, move the mouse to the end of the segment. As you move the
mouse the selected region will be highlighted in black and you can read the duration and — indicated in parenthesis -
the start and end-time of the selection at the bottom right of the screen in red, bold font.

3) Now release the left mouse button. A popup menu appears. Click ‘Cancel’ to close the popup-menu.
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5. Recording SDM Trend Data

With V-STATS SDM Trend Data can be downloaded from the internal memory of SenTec Digital Monitors (see 6).

5.1 Recording data in the internal memory of the SDM

The SDM automatically stores the measured data in its internal memory according to the FIFO (First In, First Out)
principle. To avoid overwriting of measurement data, the data must be downloaded prior the memory is full. For
additional information refer to the Technical Manual for the SenTec Digital Monitor (HB-005752).

SDM Trend Data can be downloaded with V-STATS either via the serial interface (see 8.1) or — if the V-CareNeT Package

has been activated (see 15.2) — via the network if the PC with V-CareNeT is connected to the same network as the SDM
(see 14.6).

Note: On the SDM the free and total memory capacities are displayed in the menu 'Trend Data’. Within V-STATS the
free and total memory capacities are indicated in the dialog 'Assign measurement period(s) to patients’ (see 6.1) and
'‘Communication with SDM (via Serial Interface)’ (see 8.1).

Note: It is recommended to clear the data stored in the internal memory of the SDM and to set the '‘Date & Time’ of
the SDM to the 'Date & Time’ of the PC after download of SDM Trend Data to V-STATS.

Note: With V-CareNeT download of SDM Trend Data is simultaneously possible from multiple SDMs (see 14.6).

A WARNING: If the internal memory of your SDM is volatile, the Trend Data will be deleted if the SDM is
switched off!

A WARNING: The SDM automatically stores the measured data in its internal memory according to the FIFO

(First In, First Out) principle. Once the memory is full, the oldest data will be continuously overwritten. To
avoid overwriting of measurement data, the data must be downloaded prior the memory is full.

Note: The memory type of your SDM s indicated in the SDM’s menu 'Trend Data’.
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6. Downloading / Importing SDM Trend Data

V-STATS offers three options to download/import SDM Trend Data:
1) Download of SDM Trend Data from the internal memory of the SDM via the SDM’s serial interface (see 8.1).

Note: When downloading SDM Trend Data from an SDM with V08.00.x download speed may be reduced
compared to earlier monitor firmware versions, since more data are included in the download.

2) Download of SDM Trend Data from the internal memory of the SDM with V-CareNeT (see 14.6).
Note: With V-CareNeT download of SDM Trend Data is simultaneously possible for multiple SDMs.
3) Import of SDM Trend Data from a file stored on the PC or an external drive (see 7.7).

Note: See 3.1 for compatibility information between V-STATS 4.00 and the various SDM firmware versions/ the
various file versfons containing SDM Trend Data. See 7.4 for import of '**,vex-files’ (vex=V-STATS Export File).

Irrespective of the selected option the dialog ‘Assign measurement period(s) to patients’ (see 6.1) will open when
initiating download/import of SDM Trend Data.

6.1 Dialog ‘Assign measurement period(s) to patients’

The dialog ‘Assign measurement period(s) to patients” which opens when initiating download/import of SDM Trend Data
(see above) permits to assign measurement periods to patients by means of the start-time and end-time of the
respective measurement periods.

r v
Assign measurement period(s) to patients [iE-J

Current Analysiz Critenia Profile: Sleep
Data Storage Folder: C:\ighwstatshdaten
Minimal Measurement Duration = 5 ming
Mo, From: [M-DD-YY) To: ID: Type:
4. 2014-02-24 13:51:0% - Z014-02-24 14:01:28 =--- Rdult -
Jl 3. 2014-02-24 13:34:21 - 2014-02-24 13:48:26 --- RAdulc Last name Smith
2. 2014-02-24 12:47:27 - 2014-02-24 12:55:31 --- Rduls First
1. 2014-02-24 12:30:00 - 2014-02-24 12:44:44 --—  Neo st name dohn
Date of birth (MM-DD-) 01-10-1970
Height [cm) 189 Clear
“weight [ka) S0
Sex ]
Comment COPD
Fat. number P4178
Automatic Export: Export D ata EDF+ Export
Reset 'i:;' Convert l | 0 Cancel | ? Help |
Selection of two or more iods will tically Memory Capacity [hrs]: 127.7 (128.5)
merge the periods with zero values added to fill the gaps.
It is recommended to clear the Trend Data of SDM after the data-download.

The left hand side of the dialog displays for all available measurement periods that are longer than the ‘Minimal
Measurement Duration’ (see top left in bold, red) the start-time, the end-time, the patient ID, and the patient type.
To assign a measurement period to a patient check the box on the left of the respective measurement period and enter
the data of the corresponding patient into the patient data fields on the right hand side of the dialog (max. 25 characters
supported for ‘Last name’ and ‘First name’). Enter the patient's date of birth, height, and weight by using the
format/units indicated in parenthesis.

Note: The format used for dates and the units used for height and weight can be changed in the dialog V-CareNeT
Settings (see 12.1).

Note: Measurement periods that are shorter than the 'Minimal Measurement Duration’ indicated in the bold, red
information text are not displayed in the dialog 'Assign measurement period(s) to patients’. To adjust this parameter
please see 13.2.4.6 when downloading data from the SDM or 7.7 when importing SDM Trend Data from a file.

Note: A measurement period starts when the SDM detects that the sensor has been applied to the patient. A
measurement period terminates when the SDM detects that the sensor has been removed from the patient 2 minutes
ago or if the sensor is inserted into the Docking Station (for additional cases when a measurement period ends refer
to the Technical Manual of the SDM (HB-005752)).

Page 32 / 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

Note: Selection of two or more measurement periods will automatically merge the measurement periods with zero
values added to fill the gaps when downloading / importing SDM Trend Data to V-STATS.

Note: Patient data later on can be edited in the dialog 'Patient Data’ (see 11.3).

Note: The button ‘Admitted Patient’ /s only available when downloading SDM Trend Data with V-CareNeT (see
14.6 and screenshot below). Click on this button fills in the data of the patient that was last admitted to the
respective remote monitoring station (see 14.7 and 14.8) into the patient data fields. If a measurement is ongoing a
click on this button will fill in the data of the patient currently being admitted to the respective station.

Note: Click on the button 'Clear’ on the right of the patient data fields to clear the patient data fields.

Note: When downloading SDM Trend Data from the internal memory of a SDM with V-CareNeT a status message
displays above the patient data fields (see screenshot below). Remember, that correction of residual PCOZ2 drift for a
measurement is only possible if the PCO2 calibration data before and after the measurement are available (to obtain
drift corrected TC data follow detailed description under 11.6). Furthermore note that if the message 'Monitoring in
progress’ displays (i.e. sensor on patfent) download of SDM Trend Data is significantly slower than if no
measurement is ongoing (i.e. sensor not on patient). Also note that an ongoing (not terminated) measurement can
only be downloaded via V-CareNeT (see 14.6); it cannot be downloaded via the Serial Interface.

Note: When downloading SDM Trend Data from the internal memory of the SDM via the SDM’s serial interface (see
screenshot above), it is optionally possible — after the data download is finished - to automatically export the data
as *.vex*-file’ (see 7.5) or as EDF+-File’ (see 7.6) in a 'Default Storage Folder’ with a 'Default File Name, both
predefined in the dialog ‘Data Export Configuration’ (see 12.1.6) or in the dialog 'EDF+ Export Configuration’ (see
12.1.7), respectively. If the filenames contain patient and measurement specific information third party applications
which subsequently import these files can assign each file to the respective patient and intervention/investigation. To
automatically export data as '*.vex-file’ or as 'EDF+-File’ after the data download is finished via the serial interface
check the box 'Automatic Export’ and then select the respective radio button.

Click on the button ‘Convert’ downloads / imports the selected measurement period(s) to V-STATS, assigns it to the
patient specified in the dialog, analysis it by using the currently selected ‘Analysis Criteria Profile’ being indicated in
bold, black in the top left corner of the dialog window and stores it in the ‘Data Storage Folder’ being indicated in
bold, blue in the top left of the dialog window.

Note: Before activating download/ import of SDM Trend Data Mouse-click on the 'Analysis Criteria Profile Indicator’
opens a popup menu permitting to select a different 'Analysis Criteria Profile’ from the 'Analysis Criteria Profiles
Database’ (see 9.1, 9.2).

Note: The 'Data Storage Folder’ can be selected in the dialog 'V-STATS Settings’ (see 12.1). The default Data Storage
Folder is <Installation-Drive>:|fg|vstats|daten.

Note: If within your institution you use multiple PC’s with V-STATS we recommend for all V-STATS installations a) to
select the same 'Data Storage Folder’ being localized on a server of your institutions network and b) to set the
'Target Folder of File Manager’ to 'Data Storage Folder’. All V-STATS installations will then store measurements in the
same folder when downloading / importing SDM Trend Data and the File Managers of all V-STATS installations will
access by default this common 'Data Storage Folder’. Furthermore, if the 'Data Storage Folder’ is localized on a
server of your institutions network backup of the measurement data can be accomplished in the course of the
server’s routine backup procedures.

Note: If no measurement period is selected when clicking on the button 'Convert’ the following error message is
triggered.

Error = 8
|'®I Please select at least one measurement

Click on 'OK” to acknowledge the message and to return to the dialog 'Assign measurement period(s) to patients’,

The dialog ‘Assign measurement period(s) to patients’ remains open as long as not all currently available measurement
periods have been downloaded / imported to V-STATS whereby measurement periods that have already been
downloaded / imported to V-STATS are dimmed grey and the respective check boxes remain selected. In analogy to the
above-discussed procedure additional measurement period(s) can be selected, assigned to a patient and imported /
downloaded to V-STATS.

Note: Click on the button 'Reset’ below the list of measurement periods to reset the list of measurement periods, i.e.
to uncheck the boxes on the left of the measurement periods.
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Once all currently available measurement periods have been downloaded / imported to V-STATS or when clicking on the

button ‘Cancel’

1) while importing SDM Trend Data from a raw data file the dialog ‘Assign measurement period(s) to patients’ closes
and the measurement period(s) that was (were) assigned to the last patient is (are) displayed in V-STATS' Main
Window (see 4.2). If more than one measurement period(s) to patient assignments were made while importing SDM

Trend Data from a raw data file use the file manager to open the (other) measurements (see 7.1).

2) while downloading SDM Trend Data from the SDM the dialog shown below is displayed in front of the dialog ‘Assign

measurement period(s) to patients’.

15: SenTec-50M304279 - Assign measurement period(s) to patients

Current Analysis Criteria Profile: Sleep
Data Storage Folder: C-A\fghvstats\daten

Minimal Measurement Duration = 5 mins Ready for use

Mo, From: [M-DD-YY) To 1D: Type:

3. Z014-02-24 13:34:21 - 2014-02-24 13:46:26 --- BRAdult Last name
2. 2014-02-34 12:47:27 - 2014-02-24 12:55:31 --—— RAdulc -

1. 2014-02-24 12:30:00 - 2014-02-24 12:44:44 - 45 GenTec-SDM304279

4l
| Set "Date & Time" of SOM |

| Clear Trend Diata of SO |

| 0 Cancel | | ?  Hep |

‘ Fat. number

s

Selection of two or more ement p will automatically Mermory Capacity [hrs]: 127.7 (128.5)
merge the periods with zero values added to fill the gaps.

It is recommended to clear the Trend Data of SDM after the data-download.

Admitted Patient

Clear

Click on the button ‘Set Date & Time of SDM’ sets the ‘Date & Time' of the SDM to the ‘Date & Time’ of the PC,
clears the Trend Data stored in the internal memory of the SDM, and closes the dialog ‘Assign measurement

period(s) to patients’.

Click on the button ‘Clear Trend Data of SDM'’ clears the Trend Data stored in the internal memory of the SDM and

closes the dialog ‘Assign measurement period(s) to patients’.

Note: Trend Data cannot be deleted during an ongoing measurement. Therefore, the buttons Set Date & Time of

the SDM’ and 'Clear Trend Data of SDM’ are not accessible (dimmed grey) during patient monitoring.

Note: It is recommended to clear the data stored in the internal memory of the SDM and to set the ‘Date & Time
of the SDM to the 'Date & Time’ of the PC after download of SDM Trend Data to V-STATS. The free and total

memory capacities are displayed in the bottom of the dialog 'Assign measurement period(s) to patients’.

Click on the button ‘Cancel’ closes the dialog ‘Assign measurement period(s) to patients’.

If SDM Trend Data were imported from file or downloaded via the SDM’s serial interface the measurement period(s) that
was (were) assigned to the last patient is (are) displayed in V-STATS' Main Window (see 4.2). If more than one
measurement period(s) to patient assignments were made or if SDM Trend Data that were downloaded with V-CareNeT

use the file manager to open the (other) measurements (see 7.1).
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7. File Menu

7.1 Sub-menu ‘File / File manager’

The dialog ‘File Manager’ can be opened a) by selecting the sub-menu ‘File / File Manager’, b) by clicking on the -
icon in the menu bar of V-STATS’ Main Window (see 4.2.1) or c) by clicking on the File Manager Button which
displays in the center of the V-STATS’ Main Window if no measurement is open (see 4.1).
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The ‘File Manager’ displays on the right side all measurements that are stored in the folder whose path is indicated in the
top left of the dialog. For each measurement information related to the patient (‘"Last name’, ‘First name’, ‘Date of birth’,
‘Patient number”) and to the measurement (‘Date of Registration’, ‘Comment’, ‘Measurement duration’, " Filename ") is
displayed. A measurement can be selected with the mouse. Multiple measurements can be selected with the mouse
while holding the <ctrl> or >STRG> key down.

Note: Left-click on one of the column headers sorts the list of measurements in increasing/decreasing order by
the criteria indicated in the respective column header.

Note: The folder that the 'File Manager’ accesses by default when it is opened is the so-called 'Target Folder of
the File Manager'. In the dialog 'V-STATS Settings’ (see 12.1) the 'Target Folder of the File Manager’ can be set to
either 'Data Storage Folder’ (default setting) or to 'Last’. If set to ‘Data Storage Folder’ the folder which the File
Manager’ accesses by default when it is opened, is identical to the folder into which V-STATS stores
measurements when importing/downloading SDM Trend Data (see 6). If set to 'Last’ the folder which the 'File
Manager’ access by default when it is opened, is identical to the folder in which the measurement the 'File
Manager’ last opened is stored.

Note: If within your institution you use multiple PC'’s with V-STATS, we recommend for all V-STATS installations
a) to select the same ‘'Data Storage Folder’ being localized on a server of your institutions network and b) to set
the 'Target Folder of File Manager’ to 'Data Storage Folder. All V-STATS installations will then store
measurements in the same folder when downloading / importing SDM Trend Data, and the File Managers of all
V-STATS installations will access by default this common 'Data Storage Folder’. Furthermore, if the ‘Data Storage
Folder’ is localized on a server of your institutions network, backup of the measurement data can be
accomplished in the course of the server’s routine backup procedures.

Note: Once the ‘File Manager’ is opened it is possible to select an arbitrary folder available in the file system by
using the file explorer on the left side of the 'File Manager.

Note: The folder 'Target Drive:|fg|vstats|daten|examples’ (see figure above) contains several example
measurements from different application areas (sleep, exercise testing, recovery room, OR). Three examples of
split night studies contain multiple 'Analysis Periods’. AP 5 is selected in Example 01, APZ2 is selected in Example
02, and AP1 is selected in Example 05. In Example 03 the Analysis Interval’ was selected by using the option
‘manually’ or 'displayed range".

Note: If at least one patient is admitted to V-CareNeT the red blinking message 'Remote Monitoring active’
displays on the top right of the File Manager.

The buttons provided in the bottom of the ‘File Manager’ enable to perform the following actions.
Button ‘Open’: Click on this button opens the selected measurement (see 4.2)
Note.: Double-Click on a measurement opens the measurement as well.

Note: This button is dimmed grey (not selectable) if no measurement is selected or if multiple measurements are
selected.

Note: Opening a previously analyzed measurement neither activates the 'Analysis Criteria Profile’ that was last used
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to analyze the measurement nor is the measurement automatically re-analyzed with the currently selected 'Analysis
Criteria Profile’. In the V-STATS Main Window (see 4.2) the name of the current 'Analysis Criteria Profile,
consequently, will - after opening a measurement - display in black, if the settings that were last used to analyze the
respective measurement and those of the currently selected '‘Analysis Criteria Profile’ are identical, otherwise it will
display in red with an asterisk (*).

Note: When attempting to open a measurement that is already opened by another user a warning message
displays indicating the ID of the user that has already opened the measurement and that — if proceeding - you
may overrule changes made by the other user.

Button ‘Find: After click on this button a drop-down list and a text input field appear at the bottom of the list of
measurements.

fg 202h R e Exampie 12 HECOVERY FO0M [FALL) [ b o e il B [ T ATEHME SUrgER, Ao L | LUsmin
fg_3gg [AN 13.  Examnple13  Recovers Boom (FACLN  06-25-1950 After limb surners. ASA 2. 41 02/min
fg_300_notR -
fg_300_notRs_FDABeispiele il Mmﬂ‘ LD J »| X

First name

Data Storage Folder (Chfghwstatshdatent) Patient nurmber:

Comment:
‘ Cop: Filena:'n? elete ‘ ‘

Find

Print ‘ ‘ 0 Cancel H @ Help ‘

':_;' Open ‘

15 EXASL002.0HD

Use the drop-down list to select the search criteria (Last name, First name, Patient number, Comment, or Filename) and
enter the search string in the text input field. The first matching measurement will be highlighted. Click on the double-
arrow on the right of the text input field to find other matching measurements.

Button ‘Copy’: Click on this button opens a pop-up dialog with the following options:

- Data Storage Folder (<path>): The selected measurement(s) will be copied into the ‘Data Storage Folder’. Note:
Dimmed grey if the selected measurement(s) is(are) already located in the 'Data Storage Folder.

- Target Folder of File Manager (<path>): The selected measurement(s) will be copied into the ‘Target Folder of the
File Manager’

Note: Dimmed grey if the selected measurement(s) is(are) already located in the 'Data Storage Folder’ or if the
‘Data Storage Folder’ and the 'Target Folder of File Manager’ are identical.

- Select Folder: Opens a Windows-Dialog which permits to select the folder into which the selected measurement(s)
will be copied.

Note: The button 'Copy’ is dimmed grey (not selectable) if no measurement is selected.
Button *Move’: Click on this button opens a pop-up dialog with the following options:

- Data Storage Folder (<path>): The selected measurement(s) will be moved into the ‘Data Storage Folder’. MNote:
Dimmed grey if the selected measurement(s) is(are) already located in the 'Data Storage Folder".

- Target Folder of File Manager (<path>): The selected measurement(s) will be moved into the ‘Target Folder of the
File Manager’

Note: Dimmed grey If the selected measurement(s) is(are) already located in the 'Data Storage Folder’ or if the
‘Data Storage Folder’ and the 'Target Folder of File Manager’ are identical.

- Select Folder: Opens a Windows-Dialog which permits to select the folder into which the selected measurement(s)
will be moved.

Note: The button 'Move’ is dimmed grey (not selectable) if no measurement is selected.
Button ‘Delete’: Click on this button will delete the selected measurement(s).

Note: The button 'Delete’ is dimmed grey (not selectable) if no measurement is selected.

Note: The 'Delete’ key also deletes the selected measurement(s).

Button ‘Print’: Click on this button will allow printing the list of measurements contained in the folder which the ‘File
Manger’ currently accesses either a) on paper (select ‘Printer’) or b) as pdf-file (select ‘PDF’). If ‘Printer’ is selected a
dialog opens in which it is possible to select the printer and print settings such as paper size. If 'PDF’ is selected a
windows dialog opens permitting to specify the storage folder and filename of the pdf-file.

Button ‘Cancel’: Click on this button closes the File Manager

Note: The 'Esc’ key also closes the File Manager.

Page 36 / 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

7.2 Sub-menu File / Save’

Saves changes to the currently open measurement.

Note: Dimmed grey if no changes were made since the measurement was opened or last saved.

Note: When saving a measurement, the settings last used to analyze the measurement are saved along with the
measurement, the name of the corresponding 'Analysis Criteria Profile’ (see 9.2), however, is not saved.

7.3 Sub-menu ‘File / Print Report / PDF Report’
Note: The report currently does not include statistical results for PO2, PI, and HP.

The dialog ‘Print Report / PDF Report’ can be opened

e by selecting the sub-menu ‘File / Print Report / PDF Report’ or by clicking on the “=-icon in the menu bar if a
measurement is open (see 4.2.1)

e by selecting the sub-menu ‘Report / Print Report / PDF Report’ or by clicking on the ==-icon in the menu bar if the
report window is open (see 9.5.1).

Print Report / PDF Report

Current Analysis Criteria Profile: Sleep®
AP 2:2102/min

Current Report Profile: Default Report* (modified) Feset Save Save as

Pages/elements to be printed:

¥|Report Pages ¥| Measurement Curve
V| Summary | Full Measurement
Sp02 Analysis Time resolution per page: Auto -
PCO2 Analysis
PR Analysis Analysis Interval
YEE T EE Displayed range
SpO2 Events

V| Markers on Measurement Curves
PCO2 Events

PR Events
List of events
Comment

*[7] Applied Analysis Criteria Profile

‘ & Prnt || = PDF H E-Mail H Q) cancel || ?  Hep

The following elements are provided in dialog ‘Print Report/ PDF Report’

1) Analysis Criteria Profile Indicator: The currently selected ‘Analysis Criteria Profile’ (see 4.2, 9.2) is indicated in
bold, black in the top left corner of the dialog window. If the settings of the currently selected ‘Analysis Criteria
Profile’ and those that were last used to analyze the open measurement are identical the profile name is displayed in
black, otherwise (i.e. if the open measurement has not yet been analyzed with the currently selected ‘Analysis
Criteria Profile”) in red with an asterisk (*).

Note: The 'Analysis Criteria Profile’ cannot be changed in the dialog 'Print Report/ PDF Report’. Refer to 4.2, 9.1,
and 9.2 for a description how the open measurement can be (re-)analyzed with the currently selected or another
‘Analysis Criteria Profile’.

Note: The Analysis Criteria Profile Indicator’ will be included in the report print-out/ PDF- Report (underneath the
box with the patient related data)

2) Analysis Interval Indicator: The current ‘Analysis Interval’ (see 4.2, 9.3), which will be considered when
generating the report, is indicated in bold, blue in the top left corner of the dialog window.

Note: The Analysis Interval’ cannot be changed in the dialog 'Print Report/ PDF Report’. Refer to 4.2, 9.3 for a
description how the 'Analysis Interval’ can be changed.

Note: The 'Analysis Interval Indicator’ will be included in the report print-out/ PDF-Report.

3) Report Profile Indicator: The currently selected ‘Report Profile’ (see ‘Note’ below) is indicated in bold, green
below the ‘Analysis Interval Indicator’. If at least one of the parameters of the current ‘Report Profile’ differs from the
respective parameter of the currently selected ‘Report Profile’, ** (modified)’ is added to the profile name and an
asterisk (**") displays adjacent to each parameter that differs from its setting in the currently selected ‘Report Profile’.
Left click on the ‘Report Profile Indicator’ opens the dialog “Report Profiles Database’ (see 7.3.1). Therein a
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different ‘Report Profile’ can be selected and ‘Report Profiles’ can be managed (renamed, deleted, imported to/
exported from ‘Report Profiles Database’ ...).

Note: A 'Report Profile’ (see 9.5) specifies a setting for each parameter included in the dialog 'Print Report/ PDF
Report’ and for each parameter included in the 'Report Summary’ page (se€ 9.5.2).

Note: Upon installation of or upgrade to V-STATS 3.02 or higher the preconfigured and write-protected 'Report
Profiles’ ‘Default Report, ‘Full Report, and 'V-CHECK Report’ are installed in the 'Report Profiles Database’.

The buttons ‘Reset’, ‘Save’, and ‘Save as’ on the left of the ‘Report Profile Indicator’ are duplicated in the middle
section of the dialog ‘Report Profiles Database’ (see 7.3.1) and in the ‘Report Summary’ page (see 9.5.2). Please
refer to 7.3.1 for a description of their function and how to create a customized ‘Report Profile’.

4) Pages/ Elements to be printed — Report Pages: The pages of the report (see 9.5.2 to 9.5.12) to be printed can
be selected on the left side of the dialog ‘Print Report / PDF Report’ by checking the respective boxes.

Note: Report Pages that are not available for the currently open measurement are dimmed grey (not selectable).

Note: Uncheck the box ‘Report pages’ if you do not want to print any of the report pages. Note that the individual
sub-boxes will be dimmed grey but their settings will be maintained when unchecking the box 'Report pages’.

Note: Statistical data for the PO2, PI, HP channels is currently not available and are thus not included in the
report. However, PO2, PI, and HP measurement curves can optionally be printed (see below).

5) Pages/ Elements to be printed — Measurement Curve: To print the measurement curve select the respective
check boxes on the right side of the dialog ‘Print Report / PDF Report'.

Note: Uncheck the box 'Measurement curve’ if you do not want to print the measurement curve on individual
pages. Note that the three sub-boxes will be dimmed grey but their settings will be maintained when unchecking
the box ‘Measurement curve’.

Note: If the box ‘Full Measurement’ is checked, the full measurement curve will be printed with the time
resolution per page specified in the respective drop-down menu. If the measurement duration, for example, is 8
hours and the parameter 'Time resolution per page’ is set to 30 minutes, the measurement curve will be printed
on 16 pages. If the parameter 'Time resolution per page’is set to 'Auto’ V-STATS automatically adjusts the time
resolution per page to ensure that the full measurement curve, regardless of the measurement duration, will be
printed on one single page. Warning.: Selection of a small 'Time resolution per page’ may cause the printout of
the measurement curve to require a large number of pages.

Note: If the box 'Analysis Interval’ is checked V-STATS will print the range of the measurement curve that
corresponds to the current 'Analysis Interval’ (see 9.3) on one page. Note that if the current ‘Analysis Interval’
corresponds to the full measurement curve V-STATS dims this box grey and inhibits twofold printout of the full
measurement curve (even if the box 'Analysis Interval’ is selected).

Note: If the box 'Displayed range’ is checked V-STATS will print the range of the measurement curve that is
currently displayed in V-STATS’ Main Window on one page. Note that if the full measurement curve is displayed
V-STATS dims this box grey and inhibits twofold printout of the full measurement curve (even if the box
‘Displayed range’ is selected).

Note: Print-out of uncorrected PCO2 data and drift corrected PCOZ data is made with different fonts to ensure
that the two curves can be distinguished if printing is made on a black&white printer. The 'drift corrected’ curve
is printed in black, bold font whereas the uncorrected curve is printed in light, grey font.

Note: PO2, PI, and HP measurement curves can be included in the report provided a) the respective parameter is
included in the measurement file; b) the respective measurement curve is displayed in the currently open
measurement, and c) in the Print Report / PDF Report ~ dialog box the checkbox for ‘Measurement curves ” is
selected.

6) Pages/ Elements to be printed — Markers on Measurement Curve: To print/ store the measurement curve
with markers select the respective check boxes on the right side of the dialog ‘Print Report / PDF Report'.

Note: The printout of the measurement curve on the 'Report Summary’ page (if enabled) is also affected by the
setting of this check box (see 9.5.2).
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7) Report Printout / PDF Report:

Button 'Print": Opens a windows dialog permitting to select the printer/ printer settings (e.g. paper size), and then
to activate printing of the report for the currently open measurement.

Important Note: Reports may contain patient data. Make sure that patient privacy will be warranted in

accordance with local ordinances. It is your responsibility to ensure that non-authorized persons cannot access
reports.

Button ‘PDF’: Opens a warning dialog (see ‘Important Note’ below) and then a Windows dialog permitting to
specify the storage folder and filename for the PDF Report.

Note: In order to ensure that PDF Reports can be integrated into 'Electronic Medical Records’ the 'Default File
Name’ and 'Default Storage Folder’ that are proposed in this dialog can be predefined in the dialog 'PDF Report
Configuration’ (see 12.1.5). If PDF Reports are stored in a dedicated folder an application may automatically
Integrate PDF Reports into the 'Electronic Medical Records’. If the filenames contain patient and measurement

specific information, it will be possible for this application to assign each PDF Report to the respective patient and
Intervention/investigation.

Button ‘E-Mail’: Opens a warning dialog (see ‘Important Note’ below), then the standard email client and creates a
new Email with the PDF Report attached

Note: The 'Default File Name’ predefined in the dialog 'PDF Report Configuration’ (see 12.1.5) will be used as file
name for the attached PDF Report.

Important Note: The resulting PDF Report may contain patient data. Prior generating a PDF Report
containing patfent information make sure that patient privacy will be warranted in accordance with local
ordinances. It is your responsibility to ensure that non-authorized persons cannot access PDF Reports

containing patient information. Before generating a PDF Report V-STATS will prompt a corresponding warning
dialog.

7.3.1 Dialog 'Report Profile Database’

In order to ensure that you can print/ save reports the way you want them to in varying clinical settings, V-STATS
provides ‘Report Profiles’ (see 9.5) that are stored in the ‘Report Profiles Database’. A ‘Report Profile’ specifies a setting

for each parameter included in the dialog ‘Print Report/ PDF Report’ (see 7.3) and for each parameter included in the
‘Report Summary’ page (see 9.5.2).

To open the dialog ‘Report Profile Database’ click on the ‘Report Profile Indicator’ in the dialog ‘Print Report/ PDF Report’
(see 7.3) or in the ‘Report Summary’ page (see 9.5.2).

Report Profiles Database @

Select Profile X

Select Profile
Default Report ‘

Full Report
V-CHECK Report

Import
Current Report Profile:

Default Report” [modified)

Save as

X o | L2 b
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The following functions are provided in the upper section of the dialog ‘Report Profiles Database’

Control Description
Drop-down list Lists all ‘Report Profiles” currently available in the Report Profiles Database in alphabetical order
‘Select Profile’ and permits to select one of these profiles.

Note: The buttons Set To, 'Save as, 'Export, 'Delete, and ‘Email’ are dimmed grey (no function)
as long as no 'Report Profile’ is selected.

Button 'Set To’ Click on this button to apply/ confirm the ‘Report Profile’ selected in the drop-down list.

Thereafter each parameter in the dialog ‘Print Report/ PDF Report’ (see 7.3) and in the ‘Report
Summary’ (see 9.5.2) page will be set to the respective setting stored in the just selected ‘Report
Profile” and the ‘Report Profile Indictor’ will display the respective profile name.

Note: This button is dimmed grey (not selectable) if in the drop-down list ‘Select Profile’ the
currently selected 'Report Profile’ is chosen.

Button ‘Save as’ Permits to store the ‘Report Profile’ selected in the drop-down list with a different name to the
Report Profiles Database.

Click on this button opens the dialog ‘Save Report Profile’ permitting to specify a different profile
name and then to store a copy of the selected ‘Report Profile’ with the specified nhame to the
‘Report Profiles Database’.

Note: Maximum 16 characters permitted for file names of 'Report Profiles’

Button ‘Delete’ Click on this button activates a confirmation dialog and — after confirmation - deletes the ‘Report
Profile” selected in the drop-down list.

Note: This button is dimmed grey (not selectable) if in the drop-down list ‘Select Profile” a write-
protected Report Profile preconfigured by SenTec or the current ‘Report Profile’ is selected.

Button ‘Export’ Click on this button opens a windows dialog permitting to export the ‘Report Profile’ selected in the
drop-down list to the PC as “*.rpf file’, e.g. for importing to another V-STATS application.

Note: Maximum 16 characters permitted for file names of 'Report Profiles’

Button ‘Import’ Click on this button first opens a windows dialog which permits to select a ‘Report Profile’ stored
on the PC. After selection of the ‘Report Profile’ to be imported the dialog ‘Save Report Profile’
opens. In this dialog it is then optionally possible to modify the profile name. Click on ‘OK’ imports
the selected ‘Report Profile’ with the specified name to the Report Profiles Database.

Note: Maximum 16 characters permitted for file names of 'Report Profiles’. The file extension of
Report Profile Files is '*.rpf.

Button ‘Email’ Click on this button opens the standard email client and creates a new Email with the ‘Report
Profile” selected in the drop-down list attached.
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The following information/ functions are provided in the middle section of the dialog ‘Report Profiles Database’

Note: These elements are duplicated in dialog 'Print Report/ PDF Report’ (see 7.3) as well as on the 'Report
Summary’ page (see 9.5.2).

Control Description
Report Profile The currently selected ‘Report Profile’ is indicated in bold, green. If at least one of the settings of
Indicator the current ‘Report Profile’ differs from the respective setting of the currently selected ‘Report

Profile’, ** (modified)’ is added to the profile name and an asterisk (‘*’) displays adjacent to each
setting that differs from its setting in the currently selected profile.

Note: A 'Report Profile’ specifies a setting for each parameter included in the dialog 'Print Report/
PDF Report’ (see 7.3) and for each parameter included in the ‘Report Summary’ page (see 9.5.2).

Button ‘Reset’ Resets all settings currently selected in the dialog ‘Print Report/ PDF Report’ (see 7.3) as well as on
the ‘Report Summary’ page (see 9.5.2) to those of the currently selected ‘Report Profile’

Note: This button is dimmed grey (not selectable) if all currently selected settings are identical
with those of the currently selected 'Report Profile’,

Button ‘Save’ Save changes to the currently selected ‘Report Profile’

Note: This button is dimmed grey (not selectable) if the currently selected 'Report Profile’ is write-
protected or if all currently selected settings are identical with those of the currently selected
‘Report Profile’.

Button ‘Save as’ Click on this button opens the dialog ‘Save Report Profile” which allows to specify a profile name
and then to store the currently selected settings as a new profile to the ‘Report Profiles Database’.
Note that thereafter the new, just saved ‘Report Profile’ is activated as currently selected ‘Report
Profile’.

Note: Maximum 16 characters permitted for file names of 'Report Profiles’

Write-protected ‘Report Profiles’ preconfigured by SenTec:

Note: The report currently does not include statistical results for PO2, PI, and HP.

Upon installation of or upgrade to V-STATS 3.02 the following write-protected ‘Report Profiles’ preconfigured by SenTec
are stored in the " Report Profiles Database”:

e Default Report: Select this profile to generate two-page reports containing on the first page the ‘Report
Summary’ page (see 9.5.2) with all elements but the ‘Measurement Curve’ and the ‘System Information’ and on the
second page the full measurement curve with the ‘Time resolution per page’ set to Auto and the check box
‘Markers on curve’ selected.

Note: If the printer supports two-sided printing the ‘Report Summary’ page and the full measurement curve can be
printed on one sheet of paper.

e V-CHECK Report: Select this profile to generate one-page reports containing the ‘Report Summary’ page (see
9.5.2) with the following elements only: a) minimum, maximum mean, and median for PCO2, SpO2, PR and b) the
range of the measurement curve that corresponds to the current ‘Analysis Interval’.

Note: Reports generated with the profile 'V-CHECK Report’ provide the same information as is available on the
SDM'’s V-Check Results Screen (for details refer to 9.3.1 and to the Technical Manual for the SDM (HB-005752)).

o Full Report: Select this profile to generate full reports (see 9.5.2 to 9.5.12) including the full measurement curve
(time resolution set to Auto), the displayed range of the curve (if different from full measurement curve), and the
range of the measurement curve corresponding to the current ‘Analysis Interval’ (if different from full measurement
curve). Measurement curves include markers.

To create a customized ‘Report Profile’ please proceed as follows:

1) Open the ‘Report Summary’ page (see 9.5.2). Select the check boxes of all elements of the ‘Report Summary’
page you want to include in your reports, deselect the other elements.

2) Open the dialog ‘Print Report/ PDF Report’ (see 7.3). Select the check boxes of all report pages (see 9.5.2 to
9.5.12) you want to include in your reports, deselect the other pages. Select the desired ‘Time resolution per
page’ if the ‘Full Measurement’ curve will be included in the reports. If the measurement curves will be included
in the reports (on the ‘Report Summary’ page and/ or on (an) individual page(s)) specify whether or not
markers shall be added to the measurement curves.

3) In the dialog ‘Print Report/ PDF Report’ (see 7.3) (or in the ‘Report Summary’ page (see 9.5.2) or in the dialog
‘Report Profiles Database’ (see below)) click on the button ‘Save as’ to store the customized settings. This will
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open the dialog ‘Save Report Profile’ permitting to specify a profile name and then to store your customized
‘Report Profile” with the specified name to the ‘Report Profiles Database’. Note that thereafter the just saved
‘Report Profile’ is activated as currently selected ‘Report Profile’.

7.4 Sub-menu ‘File / Import data’

The functions “Export data’ (see 7.5) and ‘Import data’ allow the exchange of data between different V-STATS
applications. As the data export is highly configurable (see 7.5 for details) the format of the resulting, so-called “*.vex-
files" (vex=V-STATS Export File) can be customized. This helps to ensure that ‘“*.vex-files’ can be imported into various
third party applications such as Excel.

To import a “*.vex-file’ select the sub-menu ‘File / Import data’. First an information dialog indicating the current ‘Data
Storage Folder’ (see 12.1) opens. After acknowledgement of this dialog a windows dialog to select the “*.vex-file’ to be
imported opens. The selected file will be stored in the ‘Data Storage Folder’ and the corresponding measurement will be
displayed in V-STATS' Main Window.

Note: V-STATS 4.00 only supports import of *.vex-files” which have been generated by V-STATS 3.00 or newer
provided a) the included data has been downloaded from the internal memory of a SDM with firmware version
SMB-SW V07.01.x, V07.02.x, VO7.03.x. or V08.00.x and b) the files contain heading lines, data for at least one
measurement parameter as well as the status code and date/time columns (refer to 7.5 for details). Please see
3.1 for additional compatibility information between older V-STATS versions and the varfous versions of '*.vex-
files’.

Note: If the *.vex-file’ that is imported contains only drift corrected PCO2 data, uncorrected PCO2 data are not
available. Consequently drift correction mode (see 11.6) will be automatically set to 'On’ for this measurement.

Note: The 'Data Storage Folder’ can be selected in the dialog 'V-STATS Settings’ (see 12.1). The default Data
Storage Folder is <lInstallation-Drive>:|fg|vstats|daten.

Note: If within your institution you use multiple PC's with V-STATS we recommend for all V-STATS installations a)
to select the same 'Data Storage Folder’ being localized on a server of your institutions network and b) to set the
'Target Folder of File Manager’ to 'Data Storage Folder’. All V-STATS installations will then store measurements in
the same folder when downloading / importing SDM Trend Data and the File Managers of all V-STATS
Installations will access by default this common 'Data Storage Folder’. Furthermore, if the 'Data Storage Folder’ is
localized on a server of your institutions network backup of the measurement data can be accomplished in the
course of the server’s routine backup procedures.

7.5 Sub-menu ‘File / Export data’

The sub-menus "File/ Export data’ and ‘File/ Import data” (see 7.4) allow the exchange of data between different
V-STATS applications. As the data export is highly configurable (see below for details) the format of the resulting, so-
called “*.vex-files” (vex=V-STATS Export File) can be customized. This helps to ensure that ‘*.vex-files’ can be imported
into various third party applications such as Excel.

Note: The sub-menu 'File / Export data’is dimmed grey, if no measurement is open.

Note: If PCO2 drift correction (see 11.6) is set to 'ON’ only drift corrected PCOZ2 data will be exported. Consequently,
the resulting '*.vex-file’ does not contain uncorrected data and vice versa if PCO2 drift correction is set to 'OFF"
Select '‘Both, for exporting the drift corrected as well as the uncorrected PCOZ data.

Note: The function 'Export data’ does not export the results of data analysis (e.g. physiological events, artifacts,
etc.). To exchange the complete data set contained within V-STATS for a measurement please use the functions
‘Export/ Import V-STATS File’ (see 7.10, 7.11).

Select the sub-menu ‘File / Export data’ to export the currently opened measurement in a “*.vex-file’. This will open the
dialog ‘Export data”:
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There are numerous options to configure the format and content of the resulting “*.vex-file'.

‘Channel Selection’: The data columns that will be exported can be selected/deselected by moving the corresponding
parameter labels from the box ‘Available channels’ to ‘Selected channels’ and vice versa, respectively.

The field ‘Data Export Options’ offers various options to configure the content of the exported file:

1) Data range: The data range to be exported can be specified by selecting one of the three available options: ‘Analysis
Interval’, ‘Displayed Range’, and ‘Full Measurement'.

Note: If Analysis Interval’ is selected, the data ranged spanned by the current Analysis Interval’ (see 9.3) will
be exported. If 'Displayed range’ is selected the data range currently displayed in V-STATS’s Main Window (see
4.2) will be exported.

Note: The setting of the last use will be proposed at next use. 'Full Measurement’ is the factory default setting.

2) Data from cursor position: if this box is checked, data export starts from the current cursor position

Note: This check box is dimmed grey, if the cursor is not set within the data range to be exported.

3) Omit Excluded Data Ranges: if this box is checked numerical values within excluded data ranges (see 9.4) are
omitted while exporting the data into the “*.vex-file.

Note: This check box is always selectable (even if the range to be exported contains no excluded data ranges).

Note: If this box is checked 'Excluded Data Ranges’ (if any) are exported, and, consequently, are available after
re-importing the resulting '*.vex-file’.

4) Omit Ranges with Artifacts: if this box is checked numerical values within ranges marked as artifacts are omitted
while exporting the data into the “*.vex-file'.

Note: This check box is always selectable (even if the range to be exported contains no artifacts).

5) Omit Ranges with Excluded SDM Events: if this box is checked values within ‘Excluded SDM Event’ ranges (see 9.2)
are omitted while exporting the data into the “*.vex-file’.

Note: This check box is always selectable (even if the range to be exported contains no Excluded SDM Events).

Note: Ranges that have been omitted during data export by one of the three options explained above, will be

displayed as 'Invalid data’ (see 4.2.5, 12.1.2) after re-importing the corresponding *.vex-file’ into V-STATS (see
7.4).

6) Heading lines: if this box is checked, the data will be exported with heading lines (default: box checked).

Note: The heading lines contain the following information: Patient (Last name, First name, date of birth, height,
weight, sex, Pat. Number, and Comment); Name of corresponding raw data file; Date at which the measurement
has been performed; Time at which the measurement was started, V-STATS version used to export the data into
the present file; Monitor used to perform the measurement (Serial number, MPB software version; SMB firmware
versfon),; Sensor used to perform the measurement (serial number of the sensor; software version of the sensor),
Indication whether or not the exported PCOZ data are drift corrected.
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7) Status Codes: if this box is checked, the data will be exported with Status Codes (default: box checked).

Note: Status Codes carry important information on the quality/validity of the measurement (see Technical Manual
for the SenTec Digital Monitor (HB-005752) for a complete list of Status Codes).

8) Operator Events: if this box is checked, the data will be exported with Operator Events (see 11.1) (default: box
checked).

The field ‘Column separator’ offers the possibility to select the symbol that will be used to separate columns (default:
Tabulator)

The field ‘Format’ offers additional format options
1) Decimal separator: the decimal separator can be defined (default: *.")

2) Fixed column width: if this box is checked, the values will be arranged in a tabular form (default: box checked)

3) Time column: if this box is checked a time column in the ‘YYYY-MM-DD hh:mm:ss’ format will be saved along with
the measurement values (default: box checked)

4) Compression (sec): if this box is checked the file size will be down-sampled according to the selectable compression
factor. Check the box ‘Filtering’ if you want to filter the data with a moving average prior down sampling. Example:
To get a data-point once every twenty (20) minutes in the resulting **.vex-file’ set this parameter to 1200 secs.

Click on the button ‘OK’ opens a warning dialog (see ‘Important Note’ below) and then a windows dialog permitting to
specify the storage folder and filename of the “*.vex-file'.

Note: In order to ensure that '*.vex-files’ can be automatically integrated into third party applications the ‘Default File
Name’ and ‘Default Storage Folder’ that are proposed in this dialog can be predefined in the dialog 'Data Export
Configuration” (see 12.1.6). If '*.vex-files’ are stored in a dedicated folder a (third party) application may
automatically import '*.vex-files’. If the filenames contain patient and measurement specific information, it will be
possible for this application to assign each '*.vex-file’ to the respective patient and intervention/investigation.

Note: When downloading SDM Trend Data from the internal memory of the SDM via the SDM’s serial interface, it is
optionally possible (see 6.1) — after the data download is finished - to automatically export the data as '*.vex*file’
into the 'Default Storage Folder’ and with the 'Default File Name’ predefined in the dialog 'Data Export Configuration’
(see 12.1.6)

Click on “E-Mail’ opens a warning dialog (see ‘Important Note’ below), then the standard email client and creates a new
Email with the “*.vex-file’ attached.

Note: The ‘Default File Name’ predefined in the dialog 'Data Export Configuration’ (see 12.1.6) will be used as file
name for the attached "*.vex-file’.

Important Note:

If data are exported with heading lines then the '*.vex-file’ may contain patient data. Prior generating a '*.vex-file
containing patient information make sure that patient privacy will be warranted in accordance with local
ordinances. It is your responsibility to ensure that non-authorized persons cannot access '*.vex-files’ containing
patient information.

Before exporting data that contain heading lines V-STATS will prompt a corresponding warning dialog.

Click on the button ‘Default values’ to reactivate the factory default values of the adjustable parameters contained in
this dialog.

Page 44 / 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

7.6 Sub-menu ‘File / Convert data to EDF+’
The sub-menu ‘File / Convert data to EDF+’ permits to convert the currently opened measurement into an ‘EDF+-File’

Note: The European Data Format (EDF), published in 1992, is a simple and flexible format for exchange and storage
of multichannel biological and physical signals. Since then, EDF became the de-facto standard for EEG and PSG
recordings in commercial equipment, An extension of EDF, named EDF+, was published in 2003. For additional
Information refer to www.edfplus.info. EDF+ data can be imported into most PG and PSG software packages.

Note: The sub-menu ‘File / Convert data to EDF+’is dimmed grey, if no measurement is open.

Note: If PCO2 drift correction (see 11.6) is set to 'ON’ only drift corrected data will be converted. Consequently, the
resulting 'EDF+-file” does not contain uncorrected PCOZ2 data and vice versa if PCOZ2 drift correction is set to 'OFF.
Select 'Both, for converting the drift corrected as well as the uncorrected PCOZ2 data.

Note: EDF+ files cannot be imported into V-STATS.

Select the sub-menu ‘File / Convert data to EDF+’ to convert the currently opened measurement into an ‘EDF+-File’. This
will open the dialog ‘EDF+ Export”:

H1d EDF+ Export =HRCN X

Selected channels: Available channels:

PCOZ(0)
PO2(1)
Sp02(2)
PR (3]

Pl 4
HP (5]

Y| v Al A

Data range Full Measurement -
D ata from Curzor Position
Omit Excluded Data Fanges
Omit Banges with Artifacts
Omit Ranges with Excluded SDM Events

I’J ‘\I
W/

Corprert || E-tail | ]

Cancel || ? Help |

e

‘Channel Selection’: The data columns that will be exported can be selected/deselected by moving the corresponding
parameter labels from the box ‘Available channels’ to ‘Selected channels’ and vice versa, respectively.

The following options permit to specify the data range to be converted:

1) Data range: The data range to be exported can be specified by selecting one of the three available options: ‘Analysis
Interval’, ‘Displayed Range’, and ‘Full Measurement'.

Note: If ‘Analysis Interval’is selected, the data range spanned by the current ‘Analysis Interval’ (see 9.3) will be
converted. If ‘Displayed range’ is selected the data range currently displayed in the V-STATS Main Window (see
4.2) will be converted.

Note: The setting of the last use will be proposed at next use. 'Full Measurement’is the factory default setting.

2) Data from cursor position: if this box is checked, data conversion starts from the current cursor position

Note: This check box is dimmed grey, if the cursor is not set within the data range to be exported.

3) Omit Excluded Data Ranges: if this box is checked numerical values within excluded data ranges (see 9.4) are
omitted while converting the data into the ‘EDF+-file’.

Note: This check box is always selectable (even If the range to be converted contains no excluded data ranges).

4) Omit Ranges with Artifacts: if this box is checked numerical values within ranges marked as artifacts are omitted
while converting the data into the ‘EDF+-file’.

Note: This check box is always selectable (even if the range to be converted contains no Artifacts).

5) Omit Ranges with Excluded SDM Events: if this box is checked values within ‘Excluded SDM Event’ ranges (see 9.2)
are omitted while converting the data into the ‘EDF+-file’.

Note: This check box is always selectable (even if the range to be converted contains no Excluded SDM Events).
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Click on the button ‘Convert’ opens a warning dialog (see ‘Important Note’ below) and then a windows dialog
permitting to specify the storage folder and filename of the ‘EDF+-file’.

Note: In order to ensure that 'EDF+-files’ can be automatically integrated into third party applications the 'Default
File Name’ and 'Default Storage Folder’ that are proposed in this dialog can be predefined in the dialog 'EDF+ Export
Configuration’ (see 12.1.7). If 'EDF+-files’ are stored in a dedicated folder a (third party) application may
automatically import 'EDF+-files’. If the filenames contain patient and measurement specific information, it will be
possible for this application to assign each 'EDF+-file’ to the respective patient and intervention/investigation.

Note: When downloading SDM Trend Data from the internal memory of the SDM via the SDM’s serial interface, it is
optionally possible (see 6.1) — after the data download is finished - to automatically export the data as 'EDF+-file’
into the ‘Default Storage Folder’ and with the 'Default File Name’ predefined in the dialog 'EDF+-Export Configuration’
(see 12.1.7)

Click on *E-Mail’ opens a warning dialog (see ‘Important Note’ below), then the standard email client and creates a new
Email with the ‘EDF+-file’ attached.

Note: The 'Default File Name’ predefined in the dialog 'EDF+ Export Configuration’ (see 12.1.7) will be used as file
name for the attached '‘EDF+-file’,

Important Note:

‘EDF+-files” may contain patient data. Prior generating an 'EDF+-file’ make sure that patient privacy will be
warranted in accordance with local ordinances. It is your responsibility to ensure that non-authorized persons cannot
access 'EDF+-files’ containing patient information.

Before generating an 'EDF+-Files’ V-STATS will prompt a corresponding warning dialog.

7.7 Sub-menu ‘File / Import SDM Trend Data’

The sub-menus " File/ Import SDM Trend Data’ and ‘File/ Export SDM Trend Data” (see 7.8) allow the exchange of data,
e.g. for trouble-shooting. SDM Trend data contain: status codes, operator events, information on calibration and PCO2
drift. SDM Trend Data do not contain patient data, settings of applied analysis criteria, or analysis results.

Select the sub-menu *File / Import SDM Trend Data’ to import SDM Trend Data from a file to V-STATS, e.qg.
1) after receiving a SDM Trend Data file by Email (see 7.9).

2) after exporting a SDM Trend Data file, e.g. on an external drive (see 7.8).

The sub-menu ‘File / Import SDM Trend Data’ opens the dialog ‘Import SDM Trend Data’.

U1E Import SDM Trend DataA C=nies X

Minimal rmeasurement period duration: 5 % {rmin)
O Irmpart H 0 Cancel H ?  Help |

e —

h =

Click ‘Import’ and then select the raw data file to be imported. Thereafter the dialog ‘Assigh measurement
period(s) to patients’ displays (see 6.1). As described in 6.1 the selected measurement period(s) therein can be
assigned to a patient and then be imported, analyzed and displayed in the V-STATS Main Window (see 4.2).

Note: The parameter 'Minimal measurement period duration’ defines how long a measurement must /last to be
accepted by V-STATS as a valid measurement period. Measurement periods that are shorter than the time selected
here will not be listed in the dialog 'Assign measurement period(s) to patients’ (see 6.1) and, consequently, are not
available to be imported to V-STATS. The setting of the parameter 'Minimal measurement period duration’ is
Indicated in the dialog 'Assign measurement period(s) to patients’ in the top left as ‘Minimal Measurement Duration’.

Note: Please see 3.1 for compatibility information between V-STATS and the various versions of SDM Trend Data
files.
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7.8 Sub-menu ‘File / Export SDM Trend Data’

The sub-menus " File/ Import SDM Trend Data’ (see 7.7) and ‘File/ Export SDM Trend Data” allow the exchange of data,
e.g. for trouble-shooting. SDM Trend data contain: status codes, operator events, information on calibration and PCO2
drift. SDM Trend Data do not contain patient data, settings of applied analysis criteria, or analysis results.

Note: The sub-menu ‘File / Export SDM Trend Data’ is dimmed grey, if no measurement is open or if no '*.sdl’ file is
available for the open measurement.

Note: Data that have been downloaded from the SDM are stored in files with the extension '*.sdl’. Optionally it is
possible to store the SDM Trend Data as "*.txt’ files.

To export the SDM Trend Data of the currently open measurement select the sub-menu *File / Export SDM Trend Data’.
This opens a Windows dialog permitting to specify the storage folder and filename of the SDM Trend Data File.

Note: SDM Trend Data can be imported to V-STATS with the sub-menu ‘File / Import SDM Trend Data’ (see 7.7).

Note: Provided you do not indicate any patient information in the file name, SDM Trend Data do not contain any
patient data. SDM Trend Data therefore can be shared with third parties without the risk to violate patient privacy.

7.9 Sub-menu ‘File / Send SDM Trend Data by Email’

Selecting the sub-menu ‘File / Send SDM Trend Data by Email’ opens the standard email client and creates a new Email
with the SDM Trend Data file of the currently opened measurement attached. Enter the Email address of the recipient
and send the Email.

Note: The sub-menu ‘File / Send SDM Trend Data by Email’ is dimmed grey, if no measurement is open or if no
* sdl’ file is available for the open measurement.

Note: The recipient can import SDM Trend Data files into V-STATS by using the sub-menu ‘File / Import SDM Trend
Data’ (see 7.7).

Note: Provided you do not indicate any patient information in the file name, SDM Trend Data files do not contain any
patient data. SDM Trend Data files therefore can be shared with others without the risk to violate patient privacy.

7.10 Sub-menu “File / Import V-STATS File’

The sub-menus " File/ Import V-STATS File’ and ‘File/ Export V-STATS File” (see 7.11) allow to exchange all information
(i.e. the complete data set) contained within V-STATS for a measurement (patient data, measurement data with status
codes, channel settings last used to display the measurement, operator events, start/end of analysis periods, current
analysis interval, results of data analysis (including the settings of applied analysis criteria), event markers (including
manually modified/ deleted markers), excluded data ranges,...).

Note: V-STATS Files have the file extension 'sdmzip’.

Note: As V-STATS Files contain the complete data set related to a measurement they are helpful to troubleshoot
problems/ errors related to measurements that are already imported/ downloaded to V-STATS. In this case
please send the corresponding V-STATS File to SenTec authorized technicians or to SenTec along with the
description of the problem andj/or your question.

Select the sub-menu ‘File / Import V-STATS File’ to import V-STATS files (" *.sdmzip-file "), e.g.
1) after receiving a " *.sdmzip-file " by Email (see 7.12).
2) after exporting a " *.sdmzip-file*, e.g. on an external drive (see 7.11).

First an information dialog indicating the current ‘Data Storage Folder’ (see 12.1) opens. After acknowledgement of this
dialog a windows dialog to select the ‘*.sdmzip-file’ to be imported opens. The selected file will be stored in the ‘Data
Storage Folder’ and the corresponding measurement will be displayed in the V-STATS Main Window.

7.11 Sub-menu "File / Export V-STATS File’

The sub-menus " File/ Import V-STATS File’ (see 7.10) and ‘File/ Export V-STATS File” allow to exchange all information
(i.e. the complete data set) contained within V-STATS for a measurement (patient data, measurement data with status
codes, channel settings last used to display the measurement, operator events, start/end of analysis periods, current
analysis interval, results of data analysis (including the settings of applied analysis criteria), event markers (including
manually modified/ deleted markers), excluded data ranges,...).
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Note: V-STATS Files have the file extension 'sdmzip’.

Note: As V-STATS Files contain the complete data set related to a measurement they are helpful to troubleshoot
problems/ errors related to measurements that are already imported/ downloaded to V-STATS. In this case
please send the corresponding V-STATS File to SenTec authorized technicians or to SenTec along with the
description of the problem and/or your question.

Note: The sub-menu ‘File / Export V-STATS File’ is dimmed grey, if no measurement is open.

Select the sub-menu ‘File / Export V-STATS File’ to export the V-STATS File of the currently open measurement. This will
first open a warning dialog (see ‘Important Note’ below) and then a windows dialog permitting to specify the storage
folder and filename of the “*.sdmzip-file'.

Important Note:

'V-STATS Files” may contain patient data. Prior generating a '*.sdmzip-file’ make sure that patient privacy will be
warranted in accordance with local ordinances. It is your responsibility to ensure that non-authorized persons cannot
access *.sdmzip-file’ containing patient information.

Before generating an '*.sdmzip-file’ V-STATS will prompt a corresponding warning dialog.

7.12 Sub-menu "File / Send V-STATS File by Email”

Select the sub-menu ‘File / Send V-STATS File by Email’ to email the V-STATS File of the currently open measurement.
This will first open a warning dialog (see ‘Important Note” below) and then the standard email client and creates a new
Email with the " *.sdmzip-file” of the currently open measurement attached.

Note: The sub-menu ‘File / Export V-STATS File’ is dimmed grey, if no measurement is open.

Important Note:

'V-STATS Files” may contain patient data. Prior generating a '*.sdmzip-file” make sure that patient privacy will be
warranted in accordance with local ordinances. It is your responsibility to ensure that non-authorized persons cannot
access '*.sdmzip-file’ containing patient information.

Before generating an '*.sdmzip-file’ V-STATS will prompt a corresponding warning dialog.

7.13 Sub-menu ‘File / SDM Profiles Database (stored in V-STATS)’

Select the sub-menu ‘File / SDM Profiles Database (stored in V-STATS)’ to open the dialog ‘SDM Profiles Database
(stored in V-STATS)'. In this dialog it is possible to import a SDM Profile to the ‘SDM Profile Database’ or to print, delete,
export, or rename a SDM Profile available in the *SDM Profiles Database’ (see 13.2.3).

Note: Upon installation of or upgrade to V-STATS 4.00 the following write-protected SDM Profiles preconfigured by
SenTec are stored or updated in the 'SDM Profiles Database: ADULT PO2 [Adult pO2], CRITICAL CARE
[CRITICAL_CARE], GEN. CARE FLOOR [GCF], HOME [HOME], NICU PO2 [NICU pO2], NICU [NICU], OPERATING
ROOM [OR], PACU [PACU], SLEEP [SLEEP], SMB621 Style [SMB621_Style], V-CHECK [V_CHECK]

Note: Please refer to 13.2 for a description of the syntax that is used for the profile name of SDM Profiles.

Note: If a corrupt profile is detected when opening the dialog "SDM Profiles Database (stored in V-STATS)’ the
following warning dialog displays: 'The following profiles seem to be corrupt and will be deleted (list with profile
names). Do you want to save these profiles in another folder before (Yes | No)?” Click on 'Yes’ to create a backup
folder and to move the corrupt profile(s) into this folder, click on 'No’ to delete the corrupt profile(s) without a
backup copy.

SDM Profiles Database (stored in V-STATS) —— [ S|
Select Profile vI [ Import Store as
l > Close I | ‘? Help
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Control

Description

Drop-down list
‘Select Profile’

Lists all 'SDM Profiles’ currently available in the SDM Profiles Database in alphabetical order and
permits to select one of these profiles.

Note: The buttons Store as, 'Print, ‘Export, 'Delete;, and 'Email’ are dimmed grey (no function)
as long as no 'SDM Profile’ is selected.

Note: Elements of the following syntax can be available in this drop-down list '<Display Name>
[<File Name>]’ or [ <File Name>]".

Button ‘Import’

Permits to import a ‘'SDM Profile’ from the PC to the SDM Profiles Database.

Click on this button opens a windows dialog which permits to select a ‘SDM Profile’ stored on the
PC. Upon selection of a ‘SDM Profile’ the dialog ‘Store profile as’ (see 13.2.3.1) opens. Click on
‘OK’ imports the selected ‘SDM Profile’ with the specified display and file name to V-STATS' SDM
Profiles Database.

Note: The file extension of SDM Profile files is .spf.

’

Button ‘Store as

Permits to store the ‘SDM Profile’ selected in the drop-down list in the SDM Profiles Database
with a different display name and/or file name.

Click on this button opens the dialog ‘Store profile as’ (see 13.2.3.1). In this dialog it is possible
to modify the display and/or filename. Click on ‘OK’ stores a copy of the selected ‘SDM Profile’
with the specified display and file name to the SDM Profiles Database.

Note: If a different file name is selected in the dialog 'Store profile as’ (see 13.2.3.1) a copy of
the selected SDM Profile will be stored in the SDM Profiles Database with the specified file name.

If only a different display name is selected but the file name is not modified in the dialog 'Store
profile as’ (see 13.2.3.1) the display name of the selected SDM Profile will be modified
accordingly.

Button ‘Print’

Click on this button opens a windows dialog permitting to print the ‘SDM Profile’ selected in the
drop-down list either a) on paper (select ‘Printer’) or b) as pdf-file (select ‘PDF’).

If ‘Printer’ is selected a dialog opens in which it is possible to select the printer and print settings
such as paper size. If ‘PDF’ is selected a windows dialog opens permitting to specify the storage
folder and filename of the pdf-file. The syntax of the proposed file nhame is ‘SDM Profile <Display
Name> [<File Name>].pdf".

Refer to 13.2.3 for a description of the elements that are included in the print-out.

Button ‘Export’

Click on this button opens a windows dialog permitting to export the ‘SDM Profile’ selected in the
drop-down list to the PC.

Note: When exporting a 'SDM Profile’ to the PC only the file name can be modified but not the
display name.

Button ‘Email’

Click on this button opens the standard email client and creates a new Email with the ‘SDM
Profile’ selected in the drop-down list attached. Enter the Email address of the recipient and send
the Email.

Button ‘Delete’

Click on this button activates a confirmation dialog and — after confirmation - deletes the ‘SDM
Profile’ selected in the drop-down list.

Note: This button is dimmed grey (no function) if one of the write-protected SDM Profiles
preconfigured by SenTec is selected.

7.14 Sub-menu 'File / Analysis Criteria Profile”

The sub-menu "File / Analysis Criteria Profile’ opens the dialog *Analysis criteria” (see 9.2). In this dialog it is possible to
create/ customize ‘Analysis Criteria Profiles’ and to change the settings of all analysis criteria on an individual basis.

Note: The sub-menu ‘File/ Analysis Criteria Profile’ is not accessible (dimmed grey) if a measurement is open. In this
case use the sub-menu ‘Analysis/ Analysis Criteria Profile’ (see 9.2) to open the dialog 'Analysis Criteria Profile’.

Note: It is recommended to create/ customize Analysis Criteria Profiles’ if no measurement is open.
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7.15 Sub-menu ‘File / Close measurement’
The open measurement can be closed in the sub-menu ‘File / Close measurement’.

If the measurement file contains unsaved changes when attempting to close the measurement V-STATS will prompt the
following message:

Confirmation &J

Do you want to save changes of C:\fglwvstats\daten\EXASLO09 7

ves || No || Cancel

Note: A measurement can also be closed by clicking on the respective icon in the menu bar of the V-STATS Main
Window (see 4.2.1).

Note: When attempting to close a measurement that has been opened by another user during your session a
warning message displays indicating the ID of the user that has opened the measurement and pointing out that your
changes may be overruled by the other user’s changes when he closes the measurement. In this situation it is
possible to close the measurement without saving the changes.

Note: Do not turn off the computer before saving/ closing the measurement or exiting V-STATS. Otherwise changes
you have made may be lost!

7.16 Sub-menu ‘File / Exit’
Use the sub-menu ‘File / Exit’ to exit V-STATS. If V-CareNeT is active this will also terminate V-CareNeT (see 14.4).

Note: If a measurement is open that contains unsaved changes VSTATS prompts the messages "Do you want to save
changes? Yes/ No/ Cancel” before exiting.

Note: When exiting V-STATS while patients are admitted to the V-CareNeT System, the alert dialog 'Discharge All
Patients’ displays (see 14.7.5). In this case V-STATS will terminate only after you have confirmed the discharge
request.

HMY Discharge All Patients | S

Patients currently are admitted to the V-CareMNeT System.
If you continue all patients will be discharged from the V-CareMeT System,

Please confirm the discharge request

Mote: If active, this will also stop recording andjor plotting of data for the respective patient(s).

| O Ok | ‘_ Cancel J
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8. Communication Menu

8.1 Sub-menu ‘Communication / with SDM (via Serial Interface)’
A: Setting up the SDM and V-STATS

1. On the SDM: Selection of the serial protocol and the baud rate
1) Set the menu option ‘Interfaces / Serial Interface / Protocol’ to ‘SenTecLink’
2) Select the baud rate in the menu ‘Interfaces / Serial Interface / Baud rate’.

Note: It is recommended to use the maximal baud rate (155°200), as download of Trend Data is faster the higher
the baud rate. However, in certain cases, e.g. if older PCs or a long/old serial cable is used, it might be necessary
to reduce the baud rate in order to obtain a stable communication.

2. Establish the connection between the SDM and the PC with V-STATS

Connect one end of a serial cable to the serial data port (RS-232) of the SDM and connect the other end of the cable to
the serial port of your PC. If your computer has no serial port but USB-ports an USB232 Converter Cable can be used.

Important Note: Ensure to use good quality USB2.0 USB232 Converter Cables
3. In V-STATS: Adjust the Communication Settings

Select the appropriate COM-port in the dialog ‘Communication with SDM (via Serial Interface)’ (see below).

B: Communication with the SDM (via the Serial Interface)

The dialog ‘*Communication with SDM (via Serial Interface)’ can be opened by selecting the sub-menu ‘Communication /

with SDM (via Serial Interface)’, by clicking on the ™ -icon in the menu bar of the V-STATS Main Window (see 4.2.1) or
by clicking on the button *Communication with SDM (serial)’ which displays in the center of the V-STATS Main Window if
no measurement is open (see 4.1).

The dialog ‘*Communication with SDM (via Serial Interface)’ gives access to the functions a) to download SDM Trend
Data from the internal memory of the connected SDM (see 6), b) to clear the internal memory of the connected SDM, c)
to set the ‘Date & Time’ of the connected SDM to the ‘Date & Time’ of the PC, d) to configure profiles and settings of the
connected SDM (see 13), and e) to functions that are helpful for troubleshooting (‘*Full Memory Dump’, ‘Raw Dump’,
‘Screenshots’, and 'SDM Factory Reset’).

Note: V-STATS does not support communication via the Serial Interface to a SDM with a firmware older than V07.01.

o i AW =] In the top of the dialog ‘Communication with SDM (via Serial
Interface)’ the drop-down list *Com port:” permits to select
one of the PC’s currently available COM ports.

Com port COME - USE Serial Port (COMB) "

L Cania S Note: COM ports assigned to a USB232 Converter Cable
- usually are available only if the USB232 Converter Cable
ER—— Is connected to the PC.

Not Connected

Sat"Date & Tims" of SDM The ‘Connection Status’ indicator lights red if V-STATS is
unable to establish communication with the connected SDM.
The various control buttons are dimmed grey. The red

| © concol || 2 tew | blinking text displayed in the bottom summarizes how to set-
up the SDM and V-STATS (see A above).
Note:
For the communication with the SDM NLte" '45 /0/79 as V_STA 7—5 /:s Unab/e to eStab//Sh
a.) the protocol "SenTecLink" must be activated on the SDM Commun/cat/on Wlth the SDM the d/a/O_l] ‘Communication W/th
) e e M Ty e SDM (via Serial Interface)’ will remain in this state.

c.) the appropriate COM port must be selected (see above)

Note: The dialogs which open after click on the buttons
'‘Download data from SDM, '‘Download data from SDM (ID),
‘Patient ID;, 'Profiles / SDM Settings, and 'Special Functions’
will be closed if the communication interrupts.
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Communication with SDM (via Serial Interface)
il

AL ™ &S Connected

Com port ‘COME*USB Serial Port (COME)

-

Once communication between V-STATS and the connected

‘ Download data from SDM

‘ Patient 1D

‘ Clear Trend Data of SDM

‘ Set"Date & Time" of SDM

‘ Profiles § SO Settings

SDM is established

@ Connection Status
- the ‘Connection Status’ indicator lights green

-

= - the red blinking text disappears

SDM176125 - various buttons (see below) become accessible
SMB Software Version: V07.02.2

- the serial number and the SMB firmware version of the
connected SDM are displayed. The free and total
memory capacities are also displayed.

Memory Capacity [hrs]: 229.9 (230.0)

‘ Special Functions

| 0 Cancel

(2]

Buttons of the dialog ‘Communication with SDM (via Serial Interface)’

Button

Description

Download data from SDM

Click on this button opens the dialog ‘Assign measurement period(s) to patients’ (see
6.1) where all measurement periods stored in the internal memory of the SDM that are
longer than the current setting of the SDM internal parameter ‘Minimal Measurement
Duration’ are listed. As described in 6.1 the selected measurement period(s) therein can
be assigned to a patient and then be downloaded, analyzed and displayed in V-STATS’
Main Window.

Note: An ongoing (not terminated) measurement can only be downloaded via
V-CareNeT (see 14.6), it cannot be downloaded via the Serial Interface.

Note: On SDM’s with firmware version SMB V07.00.x or newer the current setting of the
SDM internal parameter ‘Minimal Measurement Duration’ is displayed in the menu
'Trend Data’. It only can be changed by the Responsible Organization by using V-STATS
(see 13.2.4.6).

Download data from SDM
(ID)

The popup menu on the right of this button displays all patient IDs for which
measurement periods are available in the internal memory.

Click on this button opens the dialog ‘Assign measurement period(s) to patients’ (see
6.1) where for the selected Patient ID all measurement periods stored in the internal
memory of the SDM that are longer than the current setting of the SDM internal
parameter ‘Minimal Measurement Duration’ are listed. As described in 6.1 the selected
measurement period(s) therein can be assigned to a patient and then be downloaded,
analyzed and displayed in V-STATS' Main Window.

Note: The same notes as for the function 'Download data from SDM’ (see above) apply.

Patient ID

This function will change the Patient ID. The patient ID that is active at the beginning
of a new measurement period will be assigned to this measurement period.

The patient ID that is currently active on the SDM is displayed on the left of the
respective control.

Note: The patient ID cannot be changed during a running measurement.

Note: The patient ID can only be changed by using V-STATS, i.e. it cannot be changed
/n the menu of the SDM.

Clear Trend Data of SDM

Deletes the data stored in the internal memory of the SDM.

Note: Trend Data of the SDM cannot be deleted during a running measurement.

Set ‘Date & Time’ of the SDM

This function will set the ‘Date & Time’ of the SDM to the ‘Date & Time’ of the PC.
Note: ‘Date & Time’ of the SDM cannot be changed during a running measurement,
Note: The Trend Data of the SDM are deleted when setting '‘Date & Time".
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Button

Description

Profiles / SDM Settings

Opens a password-dialog and — after having successfully entered the password - the
dialog ‘Profiles / SDM Settings - <SN>’, where <SN> is the serial number of the
connected SDM. Please see 13.2 for details.

Note: The dialog 'Profiles / SDM Settings - <SN>"is not accessible if patient monitoring
Is ongoing with the connected SDM.

Note: The default password is the Identification Code, which is displayed in the dialog
Product-Info’ (see 16.6). The password can be changed in the dialog 'Change
Password’. In case you have forgotten your password enter the Password Unlock Key
'RememberPassword’ in the field ‘Current Password’ and select a new password.

Note: The password to open the dialog 'Profiles / SDM Settings - <SN>" is the same

password that is required to open the dialog 'Special Functions’ (see below) and the
dialog 'V-STATS Settings’ (see 12.1).

Special Functions

Opens a password-dialog and — after having successfully entered the password - the
dialog ‘Special Functions’. The following special functions are supported.

Special Function | Description

Full Memory Reads the entire internal memory of the connected SDM and
Dump stores the data in a file on the PC. Therein numeric values of
measurement parameters that are flagged as unstable or
invalid are replaced by ‘u’ or ‘', respectively. The ‘Current SDM
Profile’ is additionally stored at the end of the file.

Note: The default file name proposed by V-STATS is
‘MemoryDump_SDMxxxxxx.txt (where xxxxxx corresponds to
the Serial Number of the SDM. If the Serial Number of the SDM
s not available the default file name will be
‘MemoryDump_SDM. txt”.

Note: This function mostly will be used for troubleshooting
purposes. Please send the Full Memory Dump File to SenTec
authorized technicians or to SenTec along with the description
of the problem andj/or your question.

Raw Dump Reads the entire internal memory of the connected SDM and
stores the data in a file on the PC. Irrespective of the quality
numeric values of parameters are output, i.e. a ‘Raw Dump’
provides even more details than a ‘Full Memory Dump’. The
‘Current SDM Profile’ is additionally stored at the end of the file.

Note: The default file name proposed by V-STATS is
‘RawDump_SDMxxxxxx.txt (where xxxxxx corresponds to the
Serial Number of the SDM). If the Serial Number of the SDM is
not available the default file name will be '‘RawDump_SDM. txt”.

Note: This function mostly will be used for troubleshooting
purposes. Please send the Raw Dump File upon request of
SenTec.

Screenshot Captures a screenshot of the SDM’s currently active screen and
permits to save it as a bitmap (*.bmp file) on the PC.

Note: This function can be useful to prepare educational
material or for troubleshooting. Please send the Screenshot to
SenTec authorized technicians or to SenTec along with the
description of the problem and/or your question.

SDM Factory Restores the connected SDM’s factory configuration and clears
Reset the Trend Data of the connected SDM

Note: The default password is the Identification Code, which is displayed in the dialog
Product-Info’ (see 16.6). The password can be changed in the dialog 'Change
Password’. In case you have forgotten your password enter the Password Unlock Key
'RememberPassword’ in the field ‘Current Password’ and select a new password.

Note: The password to open the dialog ‘Special Functions’is the same password that is
required to open the dialog 'Profiles / SDM Settings - <SN>" (see above) and the dialog
'V-STATS Settings’ (see 12.1).
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8.2 Sub-menu ‘Communication / V-CareNeT’

[}
V-CareNeT can be activated a) by selecting the sub-menu ‘Communication / V-CareNeT’, b) by clicking on the LAH-jcon in
the menu bar of V-STATS’ Main Window (see 4.2.1) or c) by clicking on the button ‘V-CareNeT’ which displays in the
center of V-STATS' Main Window if no measurement is open (see 4.1). All these options will first open a dialog which
offers the possibility to edit/ reactivate the ‘Last V-CareNeT Session’ (see 14.4.1) and then activate the V-CareNeT Main
Screen with the V-CareNeT Control Window’ in the upper right or left (see 12.2, 14.4).

Please refer to 14 for a comprehensive description of V-CareNeT, which offers the following main features:
e Remote monitoring and secondary alarm surveillance for up to 40 beds/ patients (see 14.7).

e Downloading SDM Trend Data from the internal memory of SenTec Digital Monitor (SDMs) via their LAN interface
(see 14.6). Please note that with V-CareNeT Download of SDM Trend Data is simultaneously possible from multiple
SDMs.

e Setting ‘Baselines’ (for PCO2, PO2, SpO2, and RHP) & *Operator Events’ on the included SDMs remotely (see
14.8.3).

e Setting certain parameters/ settings of included SDMs remotely (see 14.8.2.1).
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9. Analysis Menu

Note: The sub-menus and functions of the Analysis Menu are accessible only if a measurement is open. Changes that
are made with functions of the Analysis Menu will only affect the measurement that is currently displayed in the
V-STATS Main Window.

Note: Data analysis currently does not include analysis of PO2, PI, and HP data.

WARNING: V-STATS provides no diagnosis. The interpretation of the measurement data is the sole
responsibility of the investigator or medical practitioner.

V-STATS' data analysis comprises a set of predefined statistical criteria as well as user adjustable analysis criteria (see
9.2) for the detection of physiological events (PCO2, SpO2, PR) and artifacts as well as for the determination of the time
SpO2 readings were below and PCO2 readings were above a predefined value, respectively. Furthermore, in the dialog
‘Analysis Criteria Profile’ episodes with certain SDM Events optionally can be excluded from data analysis (see 4.2.5). In
this dialog, the settings of these criteria can be changed on an individual basis.

In order to ensure that you can analyze your measurement the way you want them to in varying clinical settings,
V-STATS provides ‘Analysis Criteria Profiles’ (see 9.2). It is possible to customize ‘Analysis Criteria Profiles’ (see 9.2).
Once you have created your own ‘Analysis Criteria Profiles’ you can switch between them with the ease of a few ‘mouse-
clicks’, for example, a) before activating download/ import of SDM Trend Data to V-STATS (see 6) or b) to re-analyze the
currently open measurement with a different ‘Analysis Criteria Profiles’ (see 4.2).

The current ‘Analysis Interval’ (see 9.3), i.e. the time range of a measurement that is currently considered for data
analysis, can also be selected/ modified with a few mouse clicks (see 4.2). Note that in the V-STATS Main Window the
current ‘Analysis Interval’ is unambiguously identified by the ‘Analysis Interval Indicator’, a blue bold label, and by a blue
bar above the measurement curves. User selectable data ranges can be marked as artifacts (see 4.2.6) or can be
excluded from data analysis (see 9.4).

Important Note: Unless otherwise specified for each channel all statistical results are based on the evaluation of
the analyzed duration, i.e. of the artifact free part of valid, non-excluded measurement data contained within the
current ‘Analysis Interval’.

Once data analysis with the currently selected ‘Analysis Criteria Profile’ is accomplished for the selected ‘Analysis Interval’
markers highlight the detected physiological events and artifacts on the measurement curves and the most important
statistical results are displayed on the left of the respective channel (see 4.2). The associated report (see 9.5) comprises
numerous pages displaying all results of the data analysis for the open measurement. In the report, finally, it is possible
to add comments and findings (see 9.5.2, 9.5.11).

The report print-out/ PDF Report is configurable/customizable (see 7.3). Among other it is possible to select the pages of
the report and the individual elements of the report ‘Summary’ page (see 9.5.2) that will be printed/ stored. In order to
ensure that you can print/ save reports the way you want them to for various clinical settings, V-STATS provides ‘Report
Profiles’ (see 7.3.1). It is possible to customize ‘Report Profiles’ (see 7.3.1). Once you have created your own ‘Report
Profiles” you can switch between the different available ‘Report Profiles” with the ease of a few ‘mouse-clicks’ before
printing/ storing the report.

Note: Currently V-STATS " 'Analysis Criteria’ are only available for the parameters PCO2, SpO2 and PR. This means
that the report contains statistical analyses for PCO2, SpO2 and PR only. However, PO2, PI, HP measurement curves
can optionally be included in the report and the report-printout. Please note that in order to include the
measurement curves in the report a) the respective parameter must be included in the measurement file; b) must be
displayed in the currently open measurement file (see 11.8); and c) must be selected to be included in the print-out
of the report (see 7.3).

9.1 Sub-menu ‘Analysis / Analyze’

The sub-menu ‘Analysis / Analyze’ opens a pop-up menu offering various options to re-analyze the open measurement
without the need to open the dialog ‘Analysis Criteria Profile’ (see 9.2).

Note: If a measurement is open, an equivalent popup-menu opens after left click on the 'Current Analysis Criteria
Profile Indicator’ in both, the V-STATS Main Window (see 4.2) and the V-STATS Report Window (see 9.5.1).

Note: If no measurement is open, left click on the '‘Analysis Criteria Profile Indicator’ in the V-STATS Main Window
(see 4.2) opens a popup menu just offering the possibility to select a different 'Analysis Criteria Profile’ from the
Analysis Criteria Profiles Database’ (see 9.2).

Note: Before activating download/ import of SDM Trend Data (see 6) the 'Analysis Criteria Profile’ optionally can be
selected in the dialog 'Assign measurement period(s) to patients’ (see 6.1). In this dialog left click on the 'Analysis
Criteria Profile Indicator’ opens a popup-menu listing all 'Analysis Criteria Profiles’ currently available in the 'Analysis
Criteria Profiles Database’ (see 9.2).
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The following options are selectable in this popup-menu:

*Select Analysis Criteria Profiles ": Opens a further popup-menu listing all ‘Analysis Criteria Profiles’ currently
available in the ‘Analysis Criteria Profiles Database’ (see 9.2) with a check mark identifying the currently selected
‘Analysis Criteria Profile’. Select the desired ‘Analysis Criteria Profile’ with the mouse. If the settings that were last
used to analyze the open measurement and those of the selected ‘Analysis Criteria Profile’ are identical the selected
profile is directly applied. Otherwise the following dialog is triggered:

Confirmation ‘ l&]

'.6.' Analyse measurement with selected profile Sleep?

[ Yes H Neo || Cancel ‘

Click on ‘Cancel’ to abort the process without applying the ‘Analysis Criteria Profile’ just selected in the popup-
menu. Select 'No’ to apply the ‘Analysis Criteria Profile’ just selected in the popup-menu without analyzing the
measurement. Select ‘Yes' to analyze the measurement with the ‘Analysis Criteria Profile’ just selected in the
popup-menu. Note that if in this case manually modified/ deleted physiological event or artifact markers (see 4.2,
4.2.4, 4.2.6) are present in the measurement the following dialog triggers prior analyzing the measurement:

Confirmation ~ LJ&
[Q] Reset all modified markers?
[ Yes ] | No | | Cancel |

Click on ‘Cancel’ to abort the process without applying the just selected ‘Analysis Criteria Profile’/ without analyzing
the measurement. Click on ‘No’ to analyze the measurement with the just selected ‘Analysis Criteria Profile’ without
resetting manually modified markers. Click on ‘Yes’ to reset all modified/ deleted markers and to analyze the
measurement with the *Analysis Criteria Profile’ just selected in the popup-menu.

*Analyze All Channels": If the settings that were last used to analyze the open measurement and those of the
currently selected ‘Analysis Criteria Profile’ are identical this option is dimmed grey and cannot be selected.
Otherwise, selection of this option triggers the following dialog:

Confirmation X L&_._J

‘0‘ Re-Analyse measurement with current profile default.apf?

Yes ( No |

Click on '‘No’ to abort the process without re-analyzing the measurement. Select ‘Yes' to re-analyze the
measurement with the currently selected ‘Analysis Criteria Profile’. Note that if in this case manually modified/
deleted physiological event or artifact markers (see 4.2, 4.2.4, 4.2.6) are present in the measurement the following
dialog triggers prior analyzing the measurement:

Confirmation el LJ&
':6:‘ Reset all modified markers?
[ Yes ] | No | | Cancel |

Click on ‘Cancel’ to abort the process without re-analyzing the measurement. Click on ‘No’ to re-analyze the
measurement with the currently selected ‘Analysis Criteria Profile’ without resetting manually modified markers.
Click on ‘Yes’ to reset all modified/ deleted markers and to re-analyze the measurement with the currently selected
‘Analysis Criteria Profile’.

“Analyze PCO2": If the PCO2 related analysis settings that were last used to analyze the open measurement and
those of the currently selected ‘Analysis Criteria Profile’ are identical this option is dimmed grey and cannot be
selected. Otherwise, selection of this option triggers the following dialog:
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Confirmation ‘ Xy

'9‘ Re-Analyse PCO2 channel with current profile Sleep.apf?

I

Click on ‘No’ to abort the process without re-analyzing the PCO2 channel. Select ‘Yes’ to re-analyze the
measurement’s PCO2 channel with the currently selected ‘Analysis Criteria Profile’. Note that if in this case manually
modified/ deleted physiological event or artifact markers (see 4.2, 4.2.4, 4.2.6) are present in the measurement’s
PCO2 channel the following dialog triggers prior analyzing the measurement’s PCO2 channel:

Confirmation ‘ e S

|é'l Reset all modified markers in the PCOZ2 channel?

[ Yes H Mo || Cancel |

Click on ‘Cancel’ to abort the process without re-analyzing the measurement’s PCO2 channel. Click on ‘No’ to re-
analyze the measurement’s PCO2 channel with the currently selected ‘Analysis Criteria Profile’ without resetting
manually modified markers in the measurement’s PCO2 channel. Click on ‘Yes’ to reset all modified/ deleted
markers in the measurement’s PCO2 channel and to re-analyze the measurement’s PCO2 channel with the currently
selected ‘Analysis Criteria Profile’.

Note: Re-Analysis of the PCO2 channel can also be initiated in the popup-menu which opens upon right click on
plus spanning a range with the mouse in the PCO2 channel’s measurement curve (see 4.2.4).

Note: Resetting all modified markers in the PCO2 channel can also be initiated in the popup-menu which opens
upon right click on plus spanning a range with the mouse in the PCO2 channel’s measurement curve (see
4.2.4). Resetting modified markers individually is possible in the popup menu that opens after right click on a
modified marker (in this situation the popup menu will offer the option to reset just the selected marker).

e “Analyze Sp02°: If the SpO2 related analysis settings that were last used to analyze the open measurement and
those of the currently selected ‘Analysis Criteria Profile’ are identical this option is dimmed grey and cannot be
selected. Otherwise, selection of this option is possible. Refer to the description of the equivalent option ‘Analyze
PCO2' above.

e “Analyze PR’: If the PR related analysis settings that were last used to analyze the open measurement and those
of the currently selected ‘Analysis Criteria Profile” are identical this option is dimmed grey and cannot be selected.
Otherwise, selection of this option is possible. Refer to the description of the equivalent option ‘Analyze PCO2’
above.

9.2 Sub-menu ‘Analysis / Analysis Criteria Profile’

In the dialog ‘Analysis Criteria Profile’ V-STATS provides numerous customizable analysis criteria for the detection of
physiological events (PCO2, Sp0O2, PR) and artifacts as well as for the determination of the time SpO2 readings are
below and PCO2 readings are above a predefined value, respectively. Furthermore, in the dialog ‘Analysis Criteria Profile’
episodes with certain SDM Events optionally can be excluded from data analysis (see 4.2.5). The settings of these
criteria can be changed on an individual basis.

In order to ensure that you can analyze your measurement the way you want them to in varying clinical settings,
V-STATS provides ‘Analysis Criteria Profiles’ that are stored in the ‘Analysis Criteria Profiles Database’ (see below). An
‘Analysis Criteria Profile’ specifies a setting for each parameter included in the dialog ‘Analysis Criteria Profile’. As
described below it is possible to customize/ create/ manage ‘Analysis Criteria Profiles’ in the dialog ‘Analysis Criteria
Profile’. Once you have created your own ‘Analysis Criteria Profiles’ you can switch between the different ‘Analysis
Criteria Profiles’ that are available in the ‘Analysis Criteria Profiles Database’ with the ease of a few ‘mouse-clicks’, i.e.
without the need to open the dialog ‘Analysis Criteria Profile’. Before activating download/ import of SDM Trend Data
(see 6), for example, the ‘Analysis Criteria Profile’ can be selected in the dialog ‘Assign measurement period(s) to
patients’ (see 6.1). Similarly, a click on the ‘Analysis Criteria Profile Indictor’ in the V-STATS Main Window (see 4.1, 4.2)
or in the V-STATS Report Window (see 9.5.1) opens a pop-up menu (see 9.1) that offers the possibility a) to select and
then analyze the open measurement with a different ‘Analysis Criteria Profile’ (see 9.2) or b) to re-analyze all or
individual channels of the open measurement with the currently selected ‘Analysis Criteria Profile’ (options dimmed grey
if settings that were last used to analyze the respective channel are identical with those of the currently selected
‘Analysis Criteria Profile”).
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The dialog " Analysis Criteria Profile’ can be opened

e by selecting the sub-menu ‘File / Analysis Criteria Profile’ if no measurement is open (see 4.1).

Note: In this case the settings displayed immediately after opening the dialog 'Analysis Criteria Profile

correspond to those of the currently selected 'Analysis Criteria Profile’.

e by selecting the sub-menu ‘Analysis / Analysis Criteria Profile’ if a measurement is open.

Note: In this case the settings displayed immediately after opening the dialog 'Analysis Criteria Profile

7

7

correspond to those that were last used to analyze the open measurement (i.e. the settings last used to
analyze the open measurement are ‘foaded’ into the dialog ‘Analysis Criteria’).

Note: It is recommended to create/ customize 'Analysis Criteria Profiles’ while no measurement is open.

Analysis Criteria Profile —_— -& @
Analysis Criteria Profiles Database |Se|ev:t Erofile =
SetTao Save as Delete
Export Impaort | E-dail
Current Analysis Criteria Profile: Sleep * (modified)
Sp0O2 PCO2 PR
@ Dynarmic: @ Dynamic: @ Dynamic:
Desaturation: IE I S Fall 1.0 % mmHg Rise: 8 & bpm
R : nE o= Rise: 10 & e
CIENE = 18 (= MMTa Duration minimurm: 5 % sec
Fallow-up event 2 S . 73]
= Duration minirmum: & B| [+ sec Duration meximum: 191l % sac
Durstion minirmurr: 2 % GRS Duration maximum 600 sec
s =@ Fixed threshold
Durati :
Hraton mexmum = see Deniation from baseling (455 mmHg) Upper threshald: 120 % bpm
Fixed threshald: _ > haseling + 75§ mmHg . 50 & bpm
Upper threshold: 100 & % & s 75 % mmHg -
: ; . o
Lower thrashald: s % % - Diuration minimur: &= sec
Duration minirnurm: 2 HED Diuration masimurm: -1 % sec
Durstion minirmurr: Z % gec Duration maximum -1 % sec
Diuration masimurm: -1 % sEeC ) )
= pizediilieshals Exclude SOM events
Sp02: Time < CER Upperthreshald 500 [ mmHg
= Sp02 Signal Quality
Artifact Thresholds Lower threshald: 300 & mmHg
Sp02 < 500 B % Sp02 Law signal
POO? < 200 % . Duration minirmum: 2 sec High Ambient Light
i B Cad
FCO2 > 1200 % mmHg Duration meximurm T & sec Calibration recommended
[=I= 30 % hpm PCO2: Time > 50.0 % mmHg PCO2 Slow
‘ Feset | ‘ Save | | Save as ‘
‘ & Close | ‘ € cancal | ‘ ? Help |

The dialog *Analysis Criteria Profile’ contains two main areas: A) the "Analysis Criteria Profile Database’ area and B)
the " Current Analysis Criteria Profile " area. Both are described in the following.

A) Area * Analysis Criteria Profile Database °

Within the “Analysis Criteria Profile Database” area the following functions are available:

Control

Description

Drop-down list
‘Select Profile’

Lists all ‘Analysis Criteria Profiles’ currently available in the Analysis Criteria Profiles Database in
alphabetical order and permits to select one of these profiles.

Note: The buttons Set To, ‘Save as, 'Export, 'Delete,
selectable) as long as no 'Analysis Criteria Profile’ is selected.

and 'Email’ are dimmed grey (not

Button ‘Set To’

Click on this button to apply/ confirm the ‘Analysis Criteria Profile’ selected in the drop-down list.
Thereafter each parameter in the dialog ‘Analysis Criteria Profile’ will be set to the respective
setting stored in the just selected ‘Analysis Criteria Profile’ and the ‘Analysis Criteria Profile Indictor’
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will display the respective profile name.

Note: Clicking on "Set To~ does not activate analysis of the open measurement. If applicable,
V-STATS will prompt the message ‘Analyze measurement?” when closing the dialog 'Analysis
Criteria Profile’.

Note: This button is dimmed grey (not selectable) if in the drop-down list ‘Select Profile’ the
currently selected 'Analysis Criteria Profile’ is chosen.

Button ‘Save as’

Permits to store the ‘Analysis Criteria Profile’ selected in the drop-down list with a different name
to the Analysis Criteria Profiles Database. Click on this button opens the dialog ‘Save Analysis
Criteria Profile’ permitting to specify a different profile name and then to store a copy of the
selected ‘Analysis Criteria Profile’ with the specified name to the ‘Analysis Criteria Profiles
Database’.

Note: Maximum 16 characters permitted for file names of 'Analysis Criteria Profiles’

Button ‘Delete’

Click on this button activates a confirmation dialog and — after confirmation — deletes the ‘Analysis
Criteria Profile’ selected in the drop-down list.

Note: This button is dimmed grey (not selectable) if in the drop-down list 'Select Profile” a write-
protected Analysis Criteria Profile preconfigured by SenTec or the current 'Analysis Criteria Profile’
Is selected.

Button ‘Export’ Click on this button opens a windows dialog permitting to export the ‘Analysis Criteria Profile’
selected in the drop-down list to the PC as “*.apf file’, e.g. for importing to another V-STATS
application.

Note: Maximum 16 characters permitted for file names of 'Analysis Criteria Profiles’
Button ‘Import’ Click on this button first opens a windows dialog which permits to select an ‘Analysis Criteria

Profile” stored on the PC. After selection of the ‘Analysis Criteria Profile’ to be imported the dialog
‘Save Analysis Criteria Profile’ opens. In this dialog it is then optionally possible to modify the
profile name. Click on ‘OK’ imports the selected ‘Report Profile’ with the specified name to the
Analysis Criteria Profiles Database.

Note: Maximum 16 characters permitted for file names of 'Analysis Criteria Profiles’. The file
extension of Analysis Criteria Profile Files is '*.apf"

Button ‘Email”

Click on this button opens the standard email client and creates a new Email with the ‘Analysis
Criteria Profile’ selected in the drop-down list attached.

Upon installation of or upgrade to V-STATS 3.02 the write-protected ‘Report Profile’ ‘Default’ preconfigured by SenTec is
stored in the "Analysis Criteria Profiles Database”: The settings of this ‘Analysis Criteria Profile’ are shown above in the
screenshot of the dialog ‘Analysis Criteria Profile’. Note that with this profile physiological event markers will be visualized
for the dynamic events (desaturations in SpO2 Channel, PCO2 Fall/ Rise events in PCO2 channel, PR Rise events in PR
channel). Also note that in this profile none of the SDM Events are excluded (see below).

To create a customized ‘Analysis Criteria Profile’ proceed as follows:

1) Open the dialog ‘Analysis Criteria Profile’ if no measurement is open by using the menu ‘File / Analysis Criteria
Profile’ (see 7.14)

Note: We recommend creating / customizing ‘Analysis Criteria Profiles’ while no measurement is open.

2) Adjust the settings of the various analysis criteria as desired.

3) In the area ‘Current Analysis Criteria Profile’ (see below) click on the button ‘Save as’ to store your customized
settings. This will open the dialog ‘Save Analysis Criteria Profile’ permitting to specify a profile name and then to
store your customized ‘Analysis Criteria Profile’ with the specified name to the ‘Analysis Criteria Profiles Database’.
Note that thereafter the just saved ‘Analysis Criteria Profile’ is activated as currently selected ‘Analysis Criteria

Profile'.

B) Area "Current Analysis Criteria Profile”

The area *Current Analysis Criteria Profile” displays the ‘Current Analysis Criteria Profile Indicator’ and the current
setting of all analysis criteria. Furthermore, three buttons (‘Reset’, ‘Save’, and ‘Save as’) are provided in this area:

e Current Analysis Criteria Profile Indicator: Displays the profile name of the currently selected *Analysis Criteria
Profile ". ** (modified)’ is added behind the profile name if the current setting of at least one criterium differs from its
setting in the currently selected ‘Analysis Criteria Profile’.

The name of the currently selected ‘Analysis Criteria Profile’ is displayed in
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- bold, black if no measurement is open (see 4.1)

- bold, green if the settings of the analysis criteria that were last used to analyze the open measurement and the
settings currently displayed in the dialog ‘Analysis Criteria Profile” are identical.

- bold, red if the settings of the analysis criteria that were last used to analyze the open measurement and the
settings currently displayed in the dialog ‘Analysis Criteria Profile’ are different.

o Current settings of all analysis criteria: the current settings of all analysis criteria are displayed (see below for
an explanation of the individual settings). An asterisk (**’) adjacent to a criterium indicates which setting differs from
the respective setting in the currently selected ‘Analysis Criteria Profile’.

e Button “Reset’: Resets all settings currently displayed in the dialog ‘Analysis Criteria Profile’ to those of the
currently selected ‘Analysis Criteria Profile’

Note: This button is dimmed grey (not selectable) if all currently displayed settings are identical with the
corresponding settings in the currently selected 'Analysis Criteria Profile’,

e Button “Save’: Saves changes to the currently selected ‘Analysis Criteria Profile’

Note: This button is dimmed grey (not selectable) if the currently selected 'Analysis Criteria Profile’ is write-
protected or if all currently displayed settings are identical with the corresponding settings in the currently
selected '‘Analysis Criteria Profile’.

e Button "Save as": Click on this button opens the dialog ‘Save Analysis Criteria Profile’ permitting to specify a profile
name and then to store the currently displayed settings as a new profile to the ‘Analysis Criteria Profiles Database’.
Note that thereafter the new, just saved ‘Analysis Criteria Profile’ is activated as currently selected ‘Analysis Criteria
Profile’.

Note: Maximum 16 characters are permitted for file names of 'Analysis Criteria Profiles’

Button ‘Close’: Depending on the display status of the profile name (color; modified/ unmodified) indicated in the
‘Current Analysis Criteria Profile Indicator’ the following actions will be triggered when clicking on the button ‘Close’

Display Status of Profile Name | Action triggered after click on ‘Close’ button

Bold, black None (the dialog ‘Analysis Criteria Profile’ simply closes.)

Note: In this case no measurement is open. The settings currently displayed in the dialog
Analysis Criteria Profile’ and the settings of the currently selected 'Analysis Criteria Profile’
are identical.

Bold, black The dialog ‘Save changes in profile <Profilename>? (Yes | No | Cancel)’ opens.

“* (modified)’ added behind name Click on ‘Cancel’ to abort the process and to return to the dialog ‘Analysis
Criteria Profile’. Click on '"No’ to close the dialog ‘Analysis Criteria Profile” without
saving changes. Click on ‘Yes' to save the settings currently displayed in the
dialog ‘Analysis Criteria Profile’ and to close the dialog ‘Analysis Criteria Profile’.
Note: In this case no measurement is open. The settings currently displayed in the dialog
Analysis Criteria Profile’ and the settings of the currently selected 'Analysis Criteria Profile”
are different.

Note: If attempting to save changes to a write-protected profile a dialog requesting to
select a different profile name will be displayed.

Bold, green None (the dialog ‘Analysis Criteria Profile” simply closes without re-analyzing the
open measurement)

Note: In this case the settings currently displayed in the dialog 'Analysis Criteria Profile’ and
the settings of the analysis criteria that were last used to analyze the open measurement
are identical (the settings of the currently selected 'Analysis Criteria Profile” are identical
as well).

Bold, green None (the dialog ‘Analysis Criteria Profile’ simply closes, without re-analyzing the
“* (modified)’ added behind name open measurement and without saving the settings currently displayed in the
dialog ‘Analysis Criteria Profile’ to the currently selected ‘Analysis Criteria Profile”)

Note: In this case the settings currently displayed in the dialog 'Analysis Criteria Profile’ and

the settings of the analysis criteria that were last used to analyze the open measurement
are identical (the settings of the currently selected '‘Analysis Criteria Profile’ are different).

bold, red The dialog ‘Analyze measurement? (Yes | No | Cancel)’ opens.

Click on ‘Cancel’ to abort and to return to the dialog ‘Analysis Criteria Profile’.
Click on ‘No’ to close the dialog ‘Analysis Criteria Profile’ without analyzing the
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measurement. Click on ‘Yes’ to analyze the measurement with the settings
currently displayed in the dialog ‘Analysis Criteria Profile’. Note that if in this case
manually modified/ deleted physiological event or artifact markers (see 4.2,
4.2.4, 4.2.6) are present in the measurement the dialog ‘Reset all modified
markers? (Yes | No | Cancel)" appears first. Click on ‘Cancel’ to abort and to
return to the dialog ‘Analysis Criteria Profile’. Click on ‘No’ to analyze the
measurement with the settings currently displayed in the dialog ‘Analysis Criteria
Profile” without resetting manually modified markers. Click on ‘Yes' to reset all
modified/ deleted markers and to analyze the measurement with the settings
currently displayed in the dialog ‘Analysis Criteria Profile’.

Note: In this case the settings currently displayed in the dialog 'Analysis Criteria Profile’ and
the settings of the analysis criteria that were last used to analyze the open measurement

are different (whereas the currently displayed settings and the settings of the currently
selected '‘Analysis Criteria Profile’ are identical).

bold, red The dialog ‘Analyze measurement? (Yes | No | Cancel)’ opens.

“* (modified)’ added behind name See case above for a description of the next steps. Additionally note that this
process will not save the settings currently displayed in the dialog ‘Analysis
Criteria Profile’ to the currently selected ‘Analysis Criteria Profile’.

Note: In this case the settings currently displayed in the dialog 'Analysis Criteria Profile’ and
the settings of the analysis criteria that were last used to analyze the open measurement

are different (the currently displayed settings and the settings of the currently selected
‘Analysis Criteria Profile’ are different as well).

Note: To view the analysis criteria that were applied during the last analysis of a measurement activate the report
and select the report page Applied analysis criteria’ (see 9.5.12).

Button ‘Close’: Click on the button ‘Cancel’ rejects all changes in the currently displayed settings, that were made
since a) the dialog ‘Analysis Criteria Profile” was last opened, b) the displayed settings were last saved to the currently
selected ‘Analysis Criteria Profile’, or c) a different ‘Analysis Criteria Profile’ was selected/ activated (including cases in
which the displayed settings were stored with the ‘Save as’ option (see above)).

Description/ explanation of the individual analysis criteria / settings

Detection of physiological events is performed for each channel for dynamic and for fixed threshold criteria. In case
of PCO2 events related to deviations of the data from baseline (see 11.5) are additionally evaluated.

Please note that the data of each channel are always analyzed for all types of available physiological events. However, to
maintain lucidity on the graphs, for each channel the type of physiological events (dynamic events; baseline events (for
PCO2 only); threshold events) that shall be visualized with colored markers (see 4.2.5, 12.1.2) must be selected by
selecting the Radio Button next to the respective set of criteria. Note that selection status of these Radio
buttons is also a setting of ‘Analysis Criteria Profiles’.

Note: The type of physiological events (dynamic events; baseline events (for PCO2 only),; threshold events) that will
be visualized with colored markers for a specific channel can also be selected in the pop-up menu that opens after
right click on the respective channel’s measurement curve (see 4.2.4).

Dynamic analysis

Dynamic Event Range (Factory Default in Bold) / Description

Desaturation Range: 1 — 50% (4%)

(5p02 drop) . - i Lo . -
If the SpO2 readings drop within a predefined time interval (see related Duration minimum/

maximum) by more than a predefined value the beginning of the Desaturation Event is set to the
point at which the SpO2 readings started to decline. The endpoint of the event is set to the
minimum.

Recovery / Follow- | Range for Recovery: 0 — 100% (30%)
up event: (Sp02)

Range for Follow-up event: 0 - 100% (2%b)

(for desaturations) . . . L .
A desaturation has ended if — after the SpO2 value has reached its minimum — the SpO2 readings

increase. If however another breathing cessation arises during this recovery phase the Sp0O2
value can no longer regenerate itself completely, i.e. a new desaturation has set in before the
Sp0O2 levels have completely recovered. The purpose of the recovery and follow-up event
parameters is to ensure that these events are recorded as separated desaturations:

Recovery specifies by how many percent of the previous desaturation the SpO2 value needs to
have recovered again in order to be classified as a new desaturation event if the SpO2 curve falls
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Dynamic Event

Range (Factory Default in Bold) / Description

off again before the SpO2 levels have completely recovered. The Follow-up event parameter
determines by how many percent the SpO2 value needs to decrease again in order to be
classified as a new event.

Duration minimum
(for desaturations)

Range: 1 — (Duration maximum-10) sec (2 sec)

Indicates the minimal duration for a SpO2 drop to be detected as a desaturation event

Duration maximum

Range: (Duration minimum+10) - 999 sec (240 sec)

(for desaturations) . . . .
Indicates the maximal duration for a SpO2 drop to be detected as a desaturation event

PCO2 Rise Range: 0.1 —200.0 mmHg (1.0 mmHg) / 0.01 — 26.60 kPa (0.13 kPa)

PCO2 Fall

If the PCO2 readings rise/ fall within a predefined time interval (see related Duration minimum/
maximum) by more than a predefined value the beginning of the PCO2 Rise/ PCO2 Fall Event is
set to the point at which the PCO2 readings started to rise/ fall. The endpoint of the event is set
to the maximum/ minimum.

Duration minimum
(for PCO2 Rise/ Fall)

Range: 1 — (Duration maximum-10) sec (5 sec)

Indicates the minimal duration for a PCO2 increase/ decrease to be detected as a PCO2 Rise/ Fall
event

Duration maximum

Range: (Duration minimum+10) - 999 secs (600 sec)

(for PCO2 Rise/ Fall) . . . . .
Indicates the maximal duration for a PCO2 increase/ decrease to be detected as a PCO2 Rise/ Fall
event

PR Rise Range: 1 - 250 bpm (8 bpm)

If the PR readings rise within a predefined time interval (see related Duration minimum/
maximum) by more than a predefined value the beginning of the PR Rise Event is set to the point
at which the PR readings started to rise. The endpoint of the PR Rise Event is set to the
maximum.

Duration minimum
(for PR Rise)

Range: 1 — (Duration maximum-10) secs (5 secs)

Indicates the minimal duration for a PR increase to be detected as a PR Rise event

Duration maximum
(for PR Rise)

Range: (Duration minimum+10) - 999 secs (60 secs)

Indicates the maximal duration for a PR increase to be detected as a PR Rise event

Note: If an artifact occurs during a reading increases/ decreases (e.g. because the readings violate the respective
Artifact Threshold) respective 'Dynamic events’ are terminated at the beginning of the artifact.

Note: If the change of a parameter occurs too fast (see respective 'Duration Minimum’) / too slow (see respective
‘Duration Maximum’) neither a respective 'Dynamic Event’ nor an artifact are triggered.

Fixed Threshold analysis — Sp02, PCO2, und PR

Threshold Events

Range (Factory Default in Bold) / Description

> Baseline + X

Range: 0.0 — 100.0 mmHg (7.5 mmHg) / 0 — 13.40 kPa (1.00 kPa)

PCO2 channel only: X is the threshold for deviations above the baseline, i.e. values that are
within a predefined time interval (see related Duration minimum/ maximum) above (baseline +
X) are detected as event (*> Baseline + X").

< Baseline - Y

Range: 0.0 — 100.0 mmHg (7.5 mmHg) / 0.00 — 13.40 kPa (1.00 kPa)

PCO2 channel only: Y is the threshold for deviations below the baseline, i.e. values that are
within a predefined time interval (see related Duration minimum/ maximum) below (baseline —Y)
are detected as event ("< Baseline - Y”).

Upper threshold

Range for PCO2: (Lower+5.0)-200.0 mmHg (50.0 mmHg)/(Lower+0.66)-26.60 kPa (6.67 kPa)
Range for Sp0O2: (Lower+5) - 100% (100%0)
Range for PR: (Lower+5) - 250 bpm (120 bpm)

Values that are within a predefined time interval (see related Duration minimum/ maximum)
above the selected upper threshold are detected as event (“Above threshold”).
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Threshold Events | Range (Factory Default in Bold) / Description

Lower threshold Range for PCO2: 0.0 — (Upper-5.0) mmHg (30.0 mmHg) / 0.00 — (Upper — 0.66) kPa (4.0 kPa)
Range for Sp02: 0 — (Upper-5)% (85%)

Range for PR: 30 — (Upper-5) bpm (50 bpm)

Values that are within a predefined time interval (see related Duration minimum/ maximum)
below the selected lower threshold are detected as event (“Below threshold”).

Duration minimum | Range: 0 — (Upper—10) sec (2 sec) (0 — 99989 sec if Duration Maximum = -1 sec)

(for all Threshold . . . .
Events) Indicates the minimal duration for a fixed threshold event to be detected

Duration maximum | Range: (Lower+10) — 99999 sec (-1 sec)

(for all Threshold . . . . .
Events) Indicates the maximal duration for a fixed threshold event to be detected. If -1 sec is selected

maximal duration of fixed threshold events is unlimited.

Note: If an artifact occurs while a parameter violates one of its threshold limits (e.g. because the readings additionally
violate the respective Artifact Threshold) 'Threshold Events’” are interrupted by the artifact (i.e. if after the artifact a
value still violates its respective threshold limit, a new threshold event is triggered).

Note: If the duration of a 'Threshold Event’ is too short (see respective 'Duration Minimum’) / too long (see respective
‘Duration Maximum’) neither a respective 'Threshold Event’ nor an artifact are triggered.

Artifact Thresholds — Sp02, PCO2, und PR

Artifact Threshold | Range (Factory Default in Bold) / Description

Sp02 < Range: 0 — 100 % (100%)
Episodes with SpO2 values below this artifact threshold are marked as artifacts.

PCO2 < Range: 0.0 — (‘PCO2>"-5.0) mmHg (20.0 mmHg) / 0.00 — (‘PCO2>"-0.66) kPa (2.67 kPa)
Episodes with PCO2 values below this artifact threshold are marked as artifacts.

PCO2 > Range: (‘PCO2<"+5.0)-200.0 mmHg (120.0 mmHg) / (‘PCO2<’+0.66)-26.60 kPa (16.00 kPa)

Episodes with PCO2 values above this artifact threshold are marked as artifacts.

PR < Range: 0 — 250 bpm (30 bpm)

Episodes with PR values below this artifact threshold are marked as artifacts.

Note: There are currently no other situations causing an automatically created artifact.

Note: Automatically detected as well as manually marked artifacts (see 4.2.4) are independent from the type of
physiological event (dynamic events; baseline events (for PCO2 only),; threshold events) that is currently selected to be
visualized with colored event markers (see 4.2).

Time Sp02 readings are below and PCO2 readings are above predefined values

Criteria Range (Factory Default in Bold) / Description
Sp0O2 Time < Range: 0 — 100 % (88%)

Permits to adjust the level xx for used to determine the following statistical results
e Time < xx%
e Time < xx% [%]

e Events < xx%, duration > 5 min.

PCO2 Time > Range: 0.0 — 200.0 mmHg (50.0 mmHg) / 0.00 — 26.60 kPa (6.67 kPa)

Permits to adjust the level yy for used to determine the following statistical results
e Time > yy mmHg

e Time > yy mmHg [%]

e Events > yy mmHg, duration > 5 min.
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Excluded SDM events

SDM Event Markers are displayed separately from the other markers at the bottom edge of the channels (see 4.2,
4.2.5). The color of SDM Event Markers can be selected in the dialog ‘Color of Markers’ (see 12.1.2). SDM Event Markers
being related to SDM Events being excluded from data analysis (see 9.2) are duplicated by ‘Invalid Data Markers’, i.e.
corresponding episodes are not evaluated during data analysis.

SDM Event Range (Factory Default in Bold) / Description

SpO2 Signal Quality | Range: Checked, Not checked

If this box is checked episodes with ‘SpO2 Signal Quality’ markers will be excluded from data
analysis.

Note: Such episodes correspond to periods during which the SDM'’s oximetry algorithm detected
that the quality of the signals measured by the connected sensors photodiode is moderately
degraded.

SpO2 Low Signal Range: Checked, Not checked

If this box is checked episodes with ‘SpO2 Low Signal’ markers will be excluded from data
analysis.

Note: Such episodes correspond to periods during which the SDM’s oximetry algorithm detected a
weak pulsatile signal independently from its severity or the impact on PCO2, SpOZ2 or PR values.
This may be caused by low perfusion at the measurement site.

High Ambient Light | Range: Checked, Not checked

If this box is checked episodes with *High Ambient Light’ markers will be excluded from data
analysis.

Note: Such episodes correspond to periods during which the SDM’s oximetry algorithm detected a
high ambient light level independently from its severity or the impact on the SpOZ2, PR, or PI
values.

Calibration Range: Checked, Not checked

recommended If this box is checked episodes with ‘Calibration recommended’ markers will be excluded from

data analysis.

Note: Such episodes correspond to periods during which calibration of the PCO2/PO2 part of the
SenTec TC Sensor was recommended (but not yet mandatory).

PCO2 slow Range: Checked, Not checked
If this box is checked episodes with *PCO2 slow’ markers will be excluded from data analysis.

Note: Such episodes correspond to periods during which PCOZ/PO2 measurement of the SenTec
7C was marked to be slow

9.3 Sub-menu ‘Analysis / Analysis Interval’

The ‘Analysis Interval’ defines the time range of a measurement that is currently considered for data analysis. In
V-STATS' Main Window the current ‘Analysis Interval’ is visualized by a blue bar above the measurement curves and two
blue vertical lines at the start and end of the ‘Analysis Interval’, respectively. The ‘Analysis Interval Indicator’ — a blue,
bold label displaying on the right of the *Help Icon’ in the main and in the report window as well as in the dialog ‘Print
Report / PDF Report’ - indicates the current ‘Analysis Interval’.

Note: White dots on the left (right) side of the blue bar indicate that the 'Analysis Interval’ starts (ends) before
(after) the currently displayed range of the measurement curves. If the full measurement is selected as Analysis
Interval the two blue vertical lines that usually display at the start and end of the Analysis Interval are omitted.

The sub-menu ‘Analysis / Analysis Interval’ opens a popup menu which permits to select the ‘Analysis Interval’ with the
current ‘Analysis Interval’ being checked.

Note: The same popup menu opens after right click on the 'Analysis Interval Indicator’ in both, V-STATS’ Main
Window (see 4.2) and V-STATS’ Report Window (see 9.5.1) and — if the report window displays — when using the
menu 'Report / Analysis Interval’.

The following options are selectable in this popup-menu:

1) 'Full Measurement’: If ‘Full Measurement’ is selected, the entire measurement will be analyzed. The ‘Analysis Interval
Indicator’ will display ‘Full Measurement’

2) '‘Displayed Range’: If ‘Displayed Range’ is selected, only the data contained within the currently displayed time range
will be analyzed, i.e. by using the various zooming (see 10) and scrolling functions (see 4.2.2) the time range to be
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analyzed can be selected. The ‘Analysis Interval Indicator’ will display ‘<Start-Date/Time> - <End-Date/Time>"'.

3) Manually”: If ‘Manually’ is selected, the range to be analyzed must — after confirmation of an information dialog — be

spanned with the mouse. The ‘Analysis Interval Indicator’ will display ‘<Start-Date/Time> - <End-Date/Time>’

4) ‘AP x: <description>": If ‘AP x: <description>" is selected, only the data corresponding to ‘Analysis Period x’, where x
is the number of the ‘Analysis Period’, will be analyzed (see 11.1, 11.2). The ‘Analysis Interval Indicator’ will display

‘AP x: <description>'.

Note: The options 'AP x: <description>" are only available if the measurement is split into multiple 'Analysis

Periods’,

Note: The ‘Analysis Interval’ can also be set to an Analysis Period’ by selecting the option 'Analysis Period APx’ in
the popup menu that activates after right click on a colored operator event triangle, if at the position of the

respective operator event a new 'Analysis Perfod’ starts.

9.3.1 V-Check Measurements

If the SDM is operated in V-Check Mode the SDM automatically stores V-Check Events in its internal memory at the start
and at the end of each V-Check Measurement Phase (for details refer to the Technical Manual of the SDM (HB-005752)).

If in the dialog ‘Define Operator Events’ the box ‘New Analysis Period’ is checked for the event type VC (see 12.1.3) a
new Analysis Period will be initiated at each occurrence of a V-Check Event when downloading/importing SDM Trend
data (see 6). Within V-STATS the start and the end of a V-Check Measurement Phase is, consequently, marked by two
respectively colored operator event triangles and two vertical grey lines at the position of these operator events, each
indicating the start of a new Analysis Period. By selecting the respective Analysis Period the ‘Analysis Interval’ is set to
the data interval that corresponds to the V-Check Measurement Phase, i.e. data analysis is made for the V-Check

Measurement Phase.

Note: The default color of operator event triangles related to V-Check Events is grey and the default description used
for V-Check Events is 'V-Check’ (see 12.1.3). In default settings, furthermore, a new Analysis Period will be initiated

at each occurrence of a V-Check Event when downloading/importing SDM Trend data.

Note: If data analysis was made for a 'V-Check Measurement Phase’ and if 'V-CHECK Report’ — one of the
preconfigured 'Report Profiles’ (see 7.3.1) — is selected when printing/ storing the report (see 7.3) the identical

information as is available on the SDM'’s V-Check Results Screen will be included in the print-out/ PDF Report.

Note: V-Check Measurements currently only support PCO2, SpO2 and PR.

9.4 Sub-menu ‘Analysis / Excluded Data Ranges’

The sub-menu ‘Analysis / Excluded Data Ranges’ opens the dialog ‘Excluded Data Ranges'. It lists all data ranges of the
open measurement which are currently exclude from data analysis. As shown in the figure below the start date/time

(*From”), the end date/time (‘To"), and the duration are indicated for each excluded data range.

UM Excluded Data Ranges

= [ B i
From (MM-DD-YYYY) To (MM-DD-YYYY) Duration
10-06-2010 22:34:25 10-06-2010 22:52:39 00:13:14
10-07-2010 00:07:04 10-07-2010 00:37:54 00:30:50
10-07-2010 02:02:22 10-07-2010 02:17:07 00:14:45
10-07-2010 05:25:30 10-07-2010 05:45:37 00:20:07
| Add ‘ ‘ Edit | | Delete ‘ ‘ Delete Al | | Invert ‘ ‘ Print
[ Cl ok ] Cancel | | ? Help ‘

e

Note: ‘Excluded Data Ranges’ usually contain good quality data which the user for a specific reason currently wants
to exclude from data analysis (e.g. exclusion of all episodes during which the patient was awake in order to analyze

sleep episodes only). The data of all channels will be excluded from data analysis.
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Note: 'Excluded data ranges’ are visualized in the measurement curves by markers. The default color of ‘Excluded
Data Range’ markers is light grey (see 12.1.2). If the displayed time range is smaller or equal to 30 minutes they are
labeled with 'EDR’ (see 4.2.5).

Note: 'Excluded Data Ranges’ are different from artifacts. Artifacts - either marked by the operator with the mouse
(see 4.2.6) or determined by V-STATS based on operator-adjustable criteria (see 9.2) - correspond to data ranges
with questionable data quality and are therefore permanently excluded from statistical data analysis. Also note that
an artifact may be present in a single channel.

The following functions are available to edit excluded data ranges:

Sort: Left-click on one of the column headers sorts the list of excluded data ranges in increasing/decreasing order by
the criteria indicated in the respective column header.

Button ‘Add’: Opens the dialog ‘Edit / Add Excluded Data Range’ (see 9.4.1). The start date/time (‘From’) and the
end date/time (*To") which will be proposed in this dialog both correspond to the date/time of the measurement start
of the currently open measurement.

Button ‘Edit": A click on this button opens the dialog ‘Edit / Add Excluded Data Range’ (see 9.4.1) displaying the
information of the selected ‘Excluded Data Range’. Both, the start date/time and the end date/time of the selected
excluded data range can be modified.

Note: This button is dimmed grey (not operable) if no 'Excluded Data Range’ is selected.
Button ‘Delete’: Click on this button deletes the selected ‘Excluded Data Range'.

Note: This button is dimmed grey (not operable) if no 'Excluded Data Range’ is selected.
Button ‘Delete All": Click on this button deletes ALL ‘Excluded Data Ranges'.

Note: This button is dimmed grey (not operable) if no ‘Excluded Data Ranges’ are available.

Button ‘Invert’: Click on this button inverts data range exclusion, i.e. all data ranges which currently are excluded
from data analysis will be included by this function (and vice versa).

Note: This button is dimmed grey (not operable) if no ‘Excluded Data Ranges’ are available.

Note: If all episodes during which a patient was awake were excluded from data analysis in order to analyze
sleep episodes only, the Invert’ function will exclude all sleep episodes and, consequently, only those episodes
during which the patient was awake will be analyzed.

Button ‘Print’: Permits to print the list of currently ‘Excluded Data Ranges’ of the open measurement either a) on
paper (select ‘Printer’) or b) as pdf-file (select ‘PDF’).

Click on the button 'OK’ to close the dialog and to maintain/store changes. If within the current ‘Analysis Interval’
excluded data ranges were modified/ added/ deleted all statistical results displayed in the V-STATS Main Window (see
4.2)/ included in the report (see 9.5) are updated to account for all non-excluded data ranges within the current
‘Analysis Interval’.

Click on the button ‘Cancel’ to close the dialog and to reject changes.

9.4.1 Edit/Add Excluded Data Range

In the dialog ‘Edit / Add Excluded Data Range’ it is possible to specify/modify the data range to be excluded from
statistical data analysis.

H Edit / Add Excluded Data Range = | B |

Column ‘From’ (to specify / modify the start date/time of the data range to be excluded):

From {MM-DD-Y¥YY)

10-07-2010 [Elkg

"

02:02:22 -

Start of Measurement

To (MM-DD-YYYY)
10-07-2010 B~

02:17:07 =

| End of Measurement

| ) ok | \_0 Cancel | |? Help |

%

The start date/time of the data range to be excluded can be entered manually.
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Click on the ‘Start of Measurement’ Button to exclude data from the start of the measurement.

Click on the ‘Start of Analysis Interval’ Button to exclude data from the start of the current ‘Analysis Interval’ (note:
this button is dimmed grey (not operable) if the current 'Analysis Interval’ starts at the start of the measurement).

Column ‘To’ (to specify / modify the end date/time of the data range to be excluded):
The end date/time of the data range to be excluded can be entered manually.
Click on the ‘End of Measurement’ Button to exclude data to the end of the measurement.

Click on the ‘End of Analysis Interval’ Button to exclude data to the end of the current ‘Analysis Interval’ (note: this
button is dimmed grey (not operable) if the current 'Analysis Interval’ ends at the end of the measurement).

Click on the button 'OK'’ to close the dialog and to return to the dialog ‘Excluded Data Ranges’ (see 9.4) or to the
measurement curve. Note that if in the latter case excluded data ranges were modified/ added/ deleted within the
current ‘Analysis Interval’ all statistical results displayed in the V-STATS Main Window (see 4.2)/ included in the report
(see 9.5) are updated to account for all non-excluded data ranges within the current ‘Analysis Interval’.

Click on the button ‘Cancel’ to close the dialog and to reject changes.

Opening the dialog ‘Edit / Add Excluded Data Range’ from the Dialog ‘Excluded Data Ranges’

Click on the buttons ‘Add’ or ‘Edit’ in the dialog ‘Excluded Data Ranges’ (see 9.4) opens the dialog ‘Edit / Add Excluded
Data Range’. In the first case the date/time of the measurement start of the currently open measurement will be
proposed in the columns ‘From’ and ‘To’. In the second case the start date/time and the end date/time of the selected
excluded data range will be proposed in the columns ‘From’ and ‘To’, respectively. Adjust the data range (if required)
and then click *OK’ to return to the dialog ‘Excluded Data Ranges'.

Opening the dialog ‘Edit / Add Excluded Data Range’ from the measurement curves (see 4.2.4, 4.2.7)
Add an ‘Excluded Data Range'”:

e Span the data range to be excluded with the left mouse key (the spanned range is indicated as a black bar, the
spanned duration as well as the start/end time are indicated in red in the bottom right of the V-STATS Main
Window). Select ‘Excluded Data Range’ in the popup menu that opens when releasing the left mouse to open the
dialog ‘Edit / Add Excluded Data Range’. The start date/time and the end date/time of the spanned range will be
proposed in the columns ‘From’ and ‘To’. Adjust the data range (if required) and then click ‘OK’ to return to the
measurement curves and to exclude the selected data range (statistical results displayed in the V-STATS Main
Window (see 4.2)/ included in the report (see 9.5) will be updated, if excluded data ranges were modified/ added/
deleted within the current ‘Analysis Interval’).

¢ Right click with the mouse on an existing physiological event or an artifact marker (e.g. a desaturation marker)
opens a popup menu. Select ‘Excluded Data Range’ to open the dialog ‘Edit / Add Excluded Data Range’. The start
date/time and the end date/time of the selected marker will be proposed in the columns ‘From’ and ‘To’. Adjust the
data range (if required) and then click ‘OK’ to return to the measurement curves and to exclude the selected data
range (statistical results displayed in the V-STATS Main Window (see 4.2)/ included in the report (see 9.5) will be
updated, if excluded data ranges were modified/ added/ deleted within the current ‘Analysis Interval’).

Edit an ‘Excluded Data Range’:

¢ Right-click on an existing ‘Excluded Data Range’ marker opens a popup menu. Select ‘Excluded Data Range’ to open
the dialog ‘Edit / Add Excluded Data Range’. The start date/time and the end date/time of the selected marker will be
proposed in the columns ‘From’ and ‘To’. Adjust the data range and then click ‘OK’ to return to the measurement
curves and to exclude the selected data range (statistical results displayed in the V-STATS Main Window (see 4.2)/
included in the report (see 9.5) will be updated, if excluded data ranges were modified/ added/ deleted within the
current ‘Analysis Interval’).

Delete an ‘Excluded Data Range’ with the mouse (see 4.2.4, 4.2.7)

¢ Right-click on an existing ‘Excluded Data Range’ marker opens a popup menu. Select ‘Delete’ to delete the ‘Excluded
Data Range’ (statistical results displayed in the V-STATS Main Window (see 4.2)/ included in the report (see 9.5) will
be updated, if excluded data ranges were modified/ added/ deleted within the current ‘Analysis Interval’).
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9.5 Sub-menu ‘Analysis / Report’
Note: Data analysis currently does not include analysis of PO2, PI, and HP data.

Selecting the sub-menu ‘Analysis / Report’ or clicking on the report-icon I in the menu bar of the V-STATS Main
Window (see 4.2.1) displays the report for the current ‘Analysis Interval’ of the open measurement. In the report it is
possible to add comments and findings (see 9.5.2, 9.5.11). Furthermore, it is possible to export the most important
numerical results included in the report in an Excel-compatible text-file (see 9.5.1).

Important Note:

Reports may contain patient data. Make sure that patient privacy will be warranted in accordance with local
ordinances. It s your responsibility to ensure that non-authorized persons cannot access reports.

Report print-outs/ PDF Reports are configurable/ customizable:

¢ In the dialog ‘Print Report / PDF Report’ (see 7.3) it is possible to specify a) the report pages to be included, b)
the time resolution per page if the ‘Full Measurement Curve’ is included, c) whether or not the range of the
measurement curve that corresponds to the current ‘Analysis Interval’ (see 9.3) and/ or the currently ‘Displayed
Range’ shall be included (each on an individual page), and d) whether or not the measurement curves shall be
printed/ stored with markers.

e In the 'Report Summary’ page (see 9.5.2) it is possible to specify the elements to be included a) several
physiological events for PCO2, SpO2, and PR, b) several statistical results for PCO2, SpO2, and PR, c) distribution
curves for PCO2, Sp0O2, and PR, d) operator events, e) the range of the measurement curve that corresponds to
the current “Analysis Interval’ (see 9.3), f) a ‘Comment’, g) the ‘Findings’, and h) Technical System Information.

In order to ensure that you can print/ save reports the way you want them to in varying clinical settings, V-STATS
provides ‘Report Profiles’ that are stored in the ‘Report Profiles Database’ (see 7.3.1). A ‘Report Profile’ specifies a setting
for each parameter included in the dialog ‘Print Report/ PDF Report’ (see 7.3) and for each parameter included in the
‘Report Summary’ page (see 9.5.2).

Note: The header of the report (typically your institution’s address) is not included in 'Report Profiles’. It can be
customized in the dialog ‘'Change report heading’ (see 12.1.4) which opens by clicking on the button 'Report Heading’
in the dialog 'V-STATS Settings’ (see 12.1). Among other it is possible to individually define the font for each of the
up to 5 heading lines, to select the alignment of the report heading and to add your institution’s logo.

Note: The parameters 'Font Size for Report, 'Language’, 'Format of Date’, 'Unit of weight’, and 'Unit of
length/height’ are not included in ‘Report Profiles’. These parameters can be customized in the dialog 'V-STATS
Settings’ (see 12.1).

Note: Currently V-STATS " 'Analysis Criteria” are only available for the parameters PCO2, SpO2 and PR. This means
that the report contains statistical analyses for PCO2, SpO2 and PR only. However, PO2, PI, HP measurement curves
can optionally be included in the report and the report print-out / PDF report, Please note that in order to include the
measurement curves in the report a) the respective parameter must be included in the measurement file; b) must be
displayed in the currently open measurement file (see 11.8); and c) must be selected to be included in the print-out
of the report (see 7.3).

9.5.1 Description of the report window
The report-window is structured as follows:
1) Upper menu bar:
- Sub-menu ‘Report / Print Report / PDF Report”: Opens the dialog ‘Print Report / PDF Report’ (see 7.2).

- Sub-menu ‘Report / Analysis Interval’: Opens a popup menu which permits to select the ‘Analysis Interval’ (see
9.3).

- Sub-menu ‘Report / Export (Text-file)’: Opens a windows dialog to export the most important numerical results
included in the report in a file with the extension ‘.csv’. This file subsequently can be imported into other
programs (e.g. Excel). The following information / results are exported:

e Summary page of report: Patient and measurement related data/ information; results of event analysis and
general statistical results for Sp02, PCO2, and PR; system information; comment and findings (see 9.5.2)

e SpO02 analysis page of report: all numerical results provided in the tables of this page (see 9.5.3)
e PCO2 analysis page of report: all numerical results provided in the tables of this page (see 9.5.4)

e PR analysis page of report: all numerical results provided in the tables of this page (see 9.5.5)

e Comment page of report (see 9.5.11)
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e Applied analysis criteria page of report (see 9.5.12)

- Sub-menu ‘Report / Close’:

closes the report.

- Menu ‘Event distribution”: to select the time resolution of the event-distribution report pages (see 9.5.7, 9.5.8,

9.5.9).

- Menu ‘Help’: to open the context-sensitive on-line help.

2) Icons in the upper menu bar / *Analysis Criteria Profile Indicator’ / ‘Analysis Interval Indicator’

Icon Designation | Description
(Tool tip)
p 4 Close report | Click on this icon to close the report.
= Print Report / | Click on this icon opens the dialog ‘Print Report / PDF Report’ (see 7.2).
PDF Report Note: The part of the measurement data that is considered by V-STATS when
creating/printing/storing the report is defined by the current 'Analysis Interval’ (see
9.3).
:3 Export report | Click on this icon opens a windows dialog to export the most important numerical
as text file results included in the report in a file with the extension “.csv” (for details refer to
sub-menu ‘Report / Export (Text-file)’ — see above).
Help Click on this icon to open the context-sensitive on-line help.

Analysis Criteria
Profile Indicator

The currently selected *Analysis Criteria Profile” (see 9.2) is displayed in bold black
on the left of the ‘Help Icon’. If the criteria of the currently selected ‘Analysis Criteria
Profile” and those that were last used to analyze the open measurement are identical
the profile name is displayed in black, otherwise in red with an asterisk (*).

Left click on the ‘Analysis Criteria Profile Indicator’ opens a pop-up menu offering the
possibility a) to select/ analyze the open measurement with a different ‘Analysis
Criteria Profile’ or b) to re-analyze all/ individual channels of the open measurement
with the currently selected ‘Analysis Criteria Profile’ (for details refer to the description
of an equivalent popup-menu in 9.1).

Note: The 'Analysis Criteria Profile Indicator’ will be included in the report print-out/
PDF- Report (see 7.3) (underneath the box with the patient related data)

Analysis Interval
Indicator

The current ‘Analysis Interval’ is indicated by the ‘Analysis Interval Indicator’, a blue,
bold label displaying in the upper menu bar on the right of the ‘Help Icon’. It can be
selected/changed in the popup-menu which opens after right click on the ‘Analysis
Interval Indicator’ (see 9.3).

Note: If at least one patient is admitted to V-CareNeT the red blinking message
'Remote Monitoring active’ displays on the right of the 'Analysis Interval Indicator’.

Note: The ‘Analysis Interval Indicator’ will be included in the report print-out/ PDF-
Report (see 7.3).

3) Page-selection Tabs: The report is organized in eleven sections and contains 12 pages. Each page can be selected by
clicking on the respective page-selection tab. In the following each of the eleven sections is described.
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9.5.2 Report page 1: Summary

4l Report

Report Event distribution Help

12 Current Analysis Criteria Profile: Sleep”
X = @  KPZ 2 02rmin
Summary ‘ Sp02 analysis | PCO2 analysis | PR analysis | Operator Events | Sp02 events | PCO2 events (1] | PCO2 events (2] | PR events | List of events | Comment | Applied Analysis Criteria Profile
Page 1 A
Summary
Patient : Example 02, Sleep Study / Split Night MWeasurement start  : 10-06-2010, 21:26:50

Event type Index [nihour] Events |Avg. event duration Longestevent {occur) | [¥]| Minimum toceur.) 84 % (03:21:51)
|| Desaturations. 7 14 00:00:28 00:00:46 (02:43:19) ]| Masimum (occur.) 99 % (02:43:17)
|| Below 85% 0 1 00:00:03 00:00:03 (03:21:50) *[1{ tean 95 %
*[C] above 100% 0 0 00:00:00 00:00:00 (-} 1| median 95 %
7] 5p02 Distibution (o print out] 1| Time <88 % 00:01.01
V| Time <22 % [%] 1
V|| Events < 88 %, duration > Smin 0
7] PCO2 (Diift comected] L
Event type Index [nihour] Events |Avg.event duration Longestevent {occur) | [¥]|Baseine (occur)
V1| Fall »1 0ommHgimin 9 18 00:00:44 00:01:44 (03:28:52) V1| Minimum (occur ) 45.2 mmHg (01:51:52)
V]| Rise >1.0mmHg/min | 9 19 00:00:33 00:01:59 (03:22:52) V1| Maximum (oceur.) 63.0 mmHg (03:24:52)
V| Below 30.0mmHg | 0 0 00:00:00 00:00:00 (-} V| mean 51.6 mmHg
]| Above 45.0mmHg | 0 1 02:01:10 02:01:10 (01:47:21) | Median 52.0 mmHg
V]| < baseine-3.0mmHg | 0 0 00:00:00 00:00:00 (-} 1| Time »55.0mmHg 00:08:37
V]| » baseine+3.0mmHg | 0 0 00:00:00 00:00:00 (-} 1| Time » 55.0mmHg [%] 8
7

Measurement end 10-07-2010, 06:03:56
Measurement duration : 08:37.08

Analysis Interval 01:47:31 - 02:48:41 (02:01:10)
Analysis Duration 02:01:10

Analyzed Duration Sp02 99% PCO2100% PR99%

Cunrent Report Profile: Default Report* [modifsd) Fleset Save Save as

Comment,

Date of birth : 08-23-1933 Height : 176 cm
Pat. number : Pronounced Cheyne-Stokes Breathing Weight : 77 ko
Sex ] BMI 25 kgim®
Sleeb Lab Zircher Hohenklinik Wald CH

V| 5p02 Sp02 averaging 4 sec / 4 sec; DRI 1

V| PCO2 Distibution [am print aut] Events > 55.0mmHg, duration » 5 min. | 1

7] PR
Event type Index [nihour] Events Avg. event duration Longestevent {occur) | ]| Minimum toceur.) 47 bpm (03:22:54)
V| Rise 4 7 00:00:18 00:00:40 (03:25:52) V]| Maximum (oceur.) 69 bpm (02:45:28)
| Below 50bpm H 3 00:00:13 00:00:25 (03:22:50) | Mean 59 bpm
]| Above 120bpm 0 0 00:00:00 00:00:00 (-} ]| Median 59 bpm
]| stangard deviation (15D) 2bpm

7| PR Distribution [on print out)

Findings:

7] Operator Events

Measuiement Curve [on print out]

System Information: W-STATS: Version 3 02ec31 , Monitor: 301043 MPB-Sw/: V05.01.00 SMB-Sw: W07.001.0 | Sensor W5-A/P/N SN: 310163 5w W04.00 SetT: 4

Note: The boxes in front of the various elements permit to define/ customize the printout / PDF Report of the
‘Report Summary’ page. Elements will only be printed/ stored if the associated box is checked.

Note: To create a one-page report that includes the most important statistical results and distribution curves for
PCO2, SpO2, and PR, operator events and the part of the measurement curve that corresponds to the current
Analysis Interval’ check in the dialog 'Print Report / PDF Report’ (see 7.2) only the boxes 'Report Pages’ and
Summary’ and on the 'Summary’ page the boxes in front of the desired elements.

The summary page is organized in the following areas:

Patient data (left top): Last name, first name, Date of birth, Height, Weight, Sex, Pat. Number, Comment; BMI
(Body-Mass-Index) is calculated from the height [m] und weight [kg]: BMI = Weight/Height2

Note: Left-Click on the patient data area opens the dialog 'Patient data’ (see 11.3) where it is possible to edit the
patient data.

Measurement start/end/duration, Analysis Interval/duration, Analyzed Duration (right top):

- Measurement start: Indicates the date and time of the measurement start

- Measurement end: Indicates the date and time of the measurement end

- Measurement duration: Indicates the duration of the measurement (from measurement start to measurement
end)

- Analysis Interval: Indicates the start and end time of the current ‘Analysis Interval’ (see 9.3). The duration of the
‘Analysis Interval’ is indicated in parenthesis.

- Analysis Duration: Indicates the duration of analyzed data, i.e. the duration of the current ‘Analysis Interval’
minus the total duration of all excluded data ranges (see 9.4) within the current ‘Analysis Interval’.

- Analyzed Duration: Indicates for each parameter the analyzed duration in percentage of the ‘Analysis Duration’.
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Note: If the mouse is hovered over the area indicating the 'Analysis Duration’ and the 'Analyzed Duration’ the
following information box displays in a tool tip.

Analysis Duration: hh:mm:ss

Analyzed: SpO2 hh:mm:ss (percentage) / PCO2 hh:mm:ss (percentage) / PR hh:mm:ss (percentage)

Artifact: SpO2 hh:mm:ss (percentage) / PCO2 hh:mm:ss (percentage) / PR hh:mm:ss (percentage)

Invalid: SpO2 hh:mm:ss (percentage) / PCO2 hh:mm:ss (percentage) / PR hh:mm:ss (percentage)

Excluded SDM Events: SpO2 hh:mm:ss (percentage) / PCO2 hh:mm:ss (percentage) / PR hh:mm:ss (percentage)

Important Note: Episodes with excluded data ranges (see 9.4), artifacts, and invalid data will be excluded
from statistical data analysis. Furthermore, episodes with certain SDM events optionally can be excluded from
statistical data analysis (see 4.2.5, 9.2). Unless otherwise specified for each channel all statistical results,
therefore, are based on the evaluation of the analyzed duration, i.e. the artifact free part of valid, non-
excluded measurement data contained within the current ‘Analysis Interval’.

¢ Report Profile Indicator: The currently selected ‘Report Profile’ (see also the ‘Note’ below) is indicated in bold,
green below the ‘patient data field'. If at least one of the parameters of the current ‘Report Profile” differs from the
respective parameter of the currently selected ‘Report Profile’, ** (modified)’ is added to the profile name and an
asterisk (**’) adjacent to a parameter indicates which setting differs from its setting in the currently selected ‘Report
Profile’. Left click on the ‘Report Profile Indicator’ opens the dialog “Report Profiles Database’ (see 7.3.1). Therein
a different ‘Report Profile’ can be selected and ‘Report Profiles’ can be managed (renamed, deleted, imported to/
exported from ‘Report Profiles Database’ ...).

Note: A 'Report Profile’ (see 9.5) specifies a setting for each parameter included in the dialog 'Print Report/ PDF
Report’ (see 7.3) and for each parameter included in the 'Report Summary’ page.

Note: Upon installation of or upgrade to V-STATS 3.02 the preconfigured and write-protected 'Report Profiles’
‘Default Report;, 'Full Report, and 'V-CHECK Report’ are installed in the Report Profiles Database’.

The buttons ‘Reset’, ‘Save’, and ‘Save as’ on the left of the ‘Report Profile Indicator’ are duplicated in the middle
section of the dialog ‘Report Profiles Database’ (see 7.3.1) and in the dialog ‘Print Report / PDF Report’ (see 7.3).
Please refer to 7.3.1 for a description of their function and how to create a customized ‘Report Profile’.

e Comment: In this field it is possible to enter a comment (up to 240 characters). The check box is not accessible
(dimmed grey) as long as no comment is entered.

e SpO2 Results

Note: Unchecking the box in front of 'SpOZ2’ dims all boxes in front of SpOZ2 related results and will omit all SpO2
related results/elements in the print-out / PDF Report of the 'Report Summary’ page.

Note: 'SpO2 Averaging’ indicates the minimal and maximal setting of the SDM internal parameter 'SpOZ2
Averaging’ within the entire measurement. The longer the averaging time the slower the SDM’s response to
changes in patient’s saturation.

Note: 'DRI’ indicates the Data Recording Interval that was used while recording the currently displayed
measurement. DRI can vary between 1 sec and 8 sec, in steps of 1 sec.

SpO2 — event analysis (left side): For each of the 3 SpO2 event types (desaturation, upper/lower threshold) the
following statistical results are provided:

- Index [n/hour]: Number of events per hour

- Events: Number of events

- Avg. event duration: Average duration of an event (total duration/total number).

- Longest event (occur.): Duration of the longest event and the time it occurred.

Sp02 — general results (right side): For the SpO2 data the following statistical results are provided:
- Minimum (occur.): Lowest SpO2 value and the time it occurred.

- Maximum (occur.): Highest SpO2 value and the time it occurred.

- Mean: Average of all SpO2 values.
- Median: Median of all SpO2 values.

If in the criteria below xx=88 is used, the criteria correspond to those recommended in the NPPV consensus
guideline, CHEST 1999; 116:521-534
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- Time < xx%: Time with SpO2-values smaller than xx%.

- Time < xx% [%]: Time with SpO2-values smaller than xx% indicated as the percentage of the ‘Analyzed
Duration’ (see above).

- Events < xx%; Duration > 5 min.: Number of events with SpO2-values smaller than xx% that last longer than 5
minutes.

Note: The level xx is adjustable in the dialog 'Analysis Criteria Profile’ (see 9.2).

Sp02 Distribution (on print-out): If this box is checked the SpO2 Distribution is added to the print-out / PDF Report
of the summary page. Note that in this case the column ‘Longest event (occur.)’ of the table ‘SpO2 event analyses is
omitted in the print-out / PDF Report of the summary page. The scale for the x-axis is adjustable on the report page
'Sp02 Analysis’ (see 9.5.3).

e PCO2 Results

Note: Unchecking the box in front of 'PCO2’ dims all boxes in front of PCOZ2 related results and will omit all PCO2
related results/elements in the print-out / PDF Report of the summary page.

PCO2 — event analysis (left side): For each of the 6 PCO2 event types (upper/lower threshold; Fall/Rise; > Baseline +
X/ < Baseline - Y) the following statistical results are provided:

- Index [n/hour]: Number of events per hour
- Events: Number of events

- Avag. event duration: Average duration of an event (total duration/total number).

- Longest event (occur.): Duration of the longest event and the time it occurred.

PCO2 — general results (right side): For the PCO2-data the following statistical results are provided:
- Baseline (occur.): The PCO2 Baseline used in the data analysis and the time it occurred.
- Minimum (occur.): Lowest PCO2-value and the time it occurred.

- Maximum (occur.): Highest PCO2-value and the time it occurred.

- Mean: Average of all PCO2-values.
- Median: Median of all PCO2 values.

If in the criteria below yy=50 mmHg / yy*=6.67kPa is used, the criteria correspond to those recommended by
various national bodies (e.g. Haute Autorité de Santé in France) to identify nocturnal hypoventilation.

- Time > yy mmHg / yy* kPa: Time with PCO2-values above yy mmHg (yy* kPa).

- Time > yy mmHg / yy* kPa [%]: Time with PCO2-values above yy mmHg (yy* kPa) indicated as the percentage
of the ‘Analyzed Duration’ (see above).

- Events > yy mmHg / yy* kPa; Duration > 5 min.: Number of events with PCO2-values above yy mmHg (yy* kPa)
that last longer than 5 minutes.

Note: The level yy/yy* is adjustable in the dialog 'Analysis Criteria Profile’ (see 9.2).

PCO2 Distribution (on print-out): If this box is checked the PCO2 Distribution is added to the print-out / PDF Report
of the summary page. Note that in this case the column ‘Longest event (occur.)’ of the table ‘PCO2 event analyses is
omitted in the print-out / PDF Report of the summary page. The scale for the x-axis is adjustable on the report page
‘PCO2 Analysis’ (see 9.5.4).

e PR Results

Note: Unchecking the box in front of ‘PR’ dims all boxes in front of PR related results and will omit all PR related
results/elements in the print-out / PDF Report of the summary page.

PR — event analysis (left side): For each of the 3 PR event types (Rise; upper/lower threshold) the following statistical
results are provided:

- Index [n/hour]: Number of events per hour

- Events: Number of events

- Ava. event duration: Average duration of an event (total duration/total number).
- Longest event (occur.): Duration of the longest event and the time it occurred.
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PR — general results (right side): For the PR-data the following statistical results are provided:
- Minimum (occur.): Lowest PR-value and the time it occurred.

- Maximum (occur.): Highest PR-value and the time it occurred.

- Mean: Average of all PR-values.
- Median: Median of all PCO2 values.

- Standard deviation (1SD): Standard deviation of all PR-values.

PR Distribution (on print-out): If this box is checked the PR Distribution is added to the print-out / PDF Report of the
summary page. Note that in this case the column ‘Longest event (occur.)’ of the table ‘PR event analyses is omitted
in the print-out / PDF Report of the summary page. The scale for the x-axis is adjustable on the report page PR
Analysis’ (see 9.5.5).

Findings: In this field it is possible to enter findings (up to 240 characters). The check box is not accessible
(dimmed grey) as long as no findings are entered.

Operator Events: If the box in front of ‘Operator Events’ is checked the list of operator events is printed (see 9.5.6,
11.1). On the print-out the list of operator events will be sorted as on the report page ‘Operator Events’ (see 9.5.6).
This check box is only selectable if operator events are available in the measurement.

Measurement Curve (on print-out): If this box is checked the part of the measurement curve that corresponds
to the current ‘Analysis Interval’ will be added to the print-out / PDF Report of the summary page.

Note: Check/uncheck the respective box in the dialog 'Print Report / PDF Report’ (see 7.3) to print the measurement
curve with/without markers.

Note: If with the current settings there is not enough space to properly print the measurement curve on the
summary page V-STATS will prompt a corresponding warning dialog. In this case either a) remove elements to be
printed on the 'Report Summary’ page by unchecking the boxes in front of the respective elements, b) reduce the
font size for the report (see 12.1) or for the heading of the report (see 12.1.4), or c) consider to print the
measurement curve on a separate sheet of paper (see 7.3).

System information (bottom): Technical information about V-STATS, the monitor and sensor use to record the
data:

- V-STATS: Software version of V-STATS

- Monitor: Serial Number of the monitor used to record the data
- MPB-SW: Software version of the SDM’s signal analyses board
- SMB-SW: Software version of the SDM’s controller board

- Sensor: Type and Serial Number of the sensor used to record the data (Note: If an oximetry sensor was
connected to the SDM with a 'SpO2 Adapter Cable’ the Serial Number of the SpO2 Adapter Cable additionally is
Indicated in parenthesis.)

- SW: Software version of the sensor or SpO2 Adapter Cable
- SET-T [°C]: Sensor SET temperature

9.5.3 Report page 2: Sp0O2 analysis

The page Sp02 analysis is organized in four areas:

Sp02 — distribution (left top): the distribution curve indicates for each SpO2-value how long it occurred. The
time during which SpO2 values fell into the respective interval is indicated as the percentage of the ‘Analyzed
Duration’ (see 9.5.2). The scale of the x-Axis is adjustable (50-100%Sp02; Autoscale; Channel settings).

Note: A maximum of 7 intervals is possible; the interval-width is 5% (or multiples thereof).
Sp02 — general results (right top): For the SpO2-data the following statistical results are provided:
- Minimum (occur.): Lowest SpO2-value and the time it occurred.

- Maximum (occur.): Highest SpO2-value and the time it occurred.

- Mean: Average of all SpO2 values.

- Median: Median of all SpO2 values.

If in the criteria below xx=88 is used, the criteria correspond to those recommended in the NPPV consensus
guideline, CHEST 1999; 116:521-534
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- Time < xx%: Time with SpO2-values smaller than xx%.

#M Report

| e S|

Report Event distribution  Help

Current Analysis Criteria Profile: Sleep*

X < L7 AP 2:2102/min
Summary| SpO2 analysis | PCOZ analysis | PR analysis | Operator Events | 5p02 events | PCO2 events (1) | FCOZ events (2) | PR events | List of events | Comment | Applied Analysis Ciiteria Frofile
Page 2
Sp02 averaging: 4 sec/ 4 sec; DRI 1
Sp02 distribution [%] Sp02 - General results
00:50:00 $p02 Range [%] |Duration |% Duration % Integrated
0.0% 0.0% 0.0% 0.1% 1.6% 7% 637% Minimum (occur ) 84 % (03:21:50) | 95 - 100 00:00:15 02 100.0
00:10:00 Maximum (occur.) 99 % (02:43:16) | 96 - 97 00:32:22 | 27.0 99.8
Mean 95 % 94 -95 01:10:39 | 56.8 728
Median 95 % 92-93 00:13:07 | 10.9 14.0
00:30:00 90-91 00:01:40 | 14 31
Time <88 % 00:01:01 88 -89 00:01:00 | 0.8 17
ARG Time <88 % [%] 1 86 - 87 00:00:47 | 0.7 08
Events < 88 %, duration > 5min. | 0 84 -85 00:00:14 | 0.2 02
Events < 88 % 4 82-83 00:00:00 | 0.0 0.0
00:10:00 80-81 00:00:00 0.0 0.0
78-79 00:00:00 | 0.0 0.0
00-00-00 6 - 77 00:00:00 | 0.0 0.0
65 70 75 50 [3 a0 9% 100 .78 00:00:00 1 0.0 0.0
72-73 00:00:00 | 0.0 0.0
0-71 00:00:00 | 0.0 0.0
Scale 0-69 00:00:00 | 0.0 0.0
50-100% Autoscale @ Channel setings
Sp02 - Event analysis
Desaturations Below 85 % Above 100 %
Events 14 1 0
Longest event (occur)  00:00:46 (02:43:18) 00:00:03 (03:21:48) 00:00:00 (-}
Avg. event duration 00:00:29 00:00:03 00:00:00
Time in events 00:06:55 00:00:03 00:00:00
Time in events/hour 00:03:27 00:00:01 00:00:00
Index [n/hour] 7 0 0
Total index [n/hour] 0

Time < xx% [%]: Time with SpO2-values smaller than xx% indicated as the percentage of the ‘Analyzed
Duration’ (see 9.5.2).

Events < xx%; Duration > 5 min.: Number of events with SpO2-values smaller than xx% that last longer than 5
minutes.

Events < xx%: Number of Events with SpO2-values smaller than xx%.

Note: The level xx is adjustable in the dialog 'Analysis Criteria Profile’ (see 9.2).

e SpO02 - histogram (right top): the SpO2 distribution curve is supplemented by a tabular histogram:

Sp0O2 Range [%]: The intervals used for the histogram (Note: the intervals are user-adjustable, they can be
edited in the file ‘Target drive:\fg\vstats\raster.txt").

Duration: time during which SpO2 values fell into the respective interval

%-Duration: time during which SpO2 values fell into the respective interval indicated as the percentage of the
‘Analyzed Duration’ (see 9.5.2).

%-Integrated: the integrated (accumulated) %-duration.

e SpO02 — event analysis (bottom): For each of the 3 SpO2 event types (upper/lower threshold, desaturation) the
following statistical results are provided:

Events: Number of events

Longest event (occur.): Duration of the longest event and the time it occurred.

Avg. event duration: Average duration of an event (total duration/total number).

Time in events: Sum of all event durations.
Time in events/hour: Averaged time of all events per hour.
Index [n/hour]: Number of events per hour.

Total Index [n/hour]: Number of all upper/lower threshold events together per hour.
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Note: 'SpO2 Averaging’ indicates the minimal and maximal setting of the SDM internal parameter SpO2
Averaging’ within the entire measurement. The longer the averaging time the slower the SDM’s response to
changes in patient’s saturation.

Note: 'DRI’ indicates the Data Recording Interval that was used while recording the currently displayed
measurement, DRI can vary between 1 sec and 8 sec, in steps of 1 sec.

9.5.4 Report page 3: PCO2 analysis

412 Report o B

Report Event distribution Help

Current Analysis Criteria Profile: Sleep*

X & @  ap22102/min

Summary | SpOZ analysis | PCO2 analysis ‘PR analysis | Operator Events | Sp02 events | PCO2 events (1) | PCOZ events (2) | PR events | List of events | Comment | Applied Analysis Criteria Profile

Page 3
DRI 1
PCO2 distribution [mmHg] (Drift corrected) PCOZ - General results (Drift carected)
00:40:00 PCO2 Range [mmHg] | Duration |%-Duration |%.-Integrated
0.0% 0.0% 25.8%  66.0% 7.0% 1.3% 0.0% Minimum (occur ) 45 2 mmHg (01-51°55) | 80.0 - 200.0 00-00-00 0.0 100.0
00:32:00 Maximum (occur.) 63.0 mmHg (03:24:51) | 85.0 - 89.9 00:00:00 0.0 100.0
Mean 51.6 mmHg 80.0 - 84.9 00:00:00 0.0 100.0
Median 52.0 mmHg 75.0-79.9 00:00:00 0.0 100.0
00:24:00 Baseline {occur.) 45.5 mmHg (21:28:25) | 70.0 - 74.9 00-00:00 0.0 100.0
Max_ above baseline (occur ) 17.5 mmHg (03:24:61) | 65.0 - 69.9 00:00:00 0.0 100.0
D 60.0 - 64.9 00:01:16 1.0 100.0
Time >50.0 mmHg 01:26:57 55.0-59.9 00:08:23 6.9 99.0
Time > 50.0 mmHg [%] 72 50.0 - 54.9 01:17:19 638 92.0
00:08:00 Events > 50.0 mmHg, duration > § min. 1 45.0-499 00:34:12 282 282
40.0-449 00:00:00 0.0 0.0
00-00:00 35.0-399 nnfnn:nn 0.0 0.0
35 40 45 50 55 60 65 70 300-345 00:00:00 | 0.0 0.0
25.0-299 00:00:00 0.0 0.0
0.0-249 00:00:00 0.0 0.0
Sicale
10 - 70mmHg Autoscale @ Channel seftings

PCOZ - Event analysis (Driftcorrected)
Fall >1.0 mmHg/min |Rise >1.0 mmHg/min | Below 30.0 mmHg |Above 50.0 mmHg | < baseline-7.5 mmHg | > baseline+7.5 mmHg

Events 16 18 0 1 0 9

Longest event (occur.)  00:01.44 (03:28:51)  00.01:59 (03:22:51) | 00:00:00 (-) 01:26:59 (02:21:41) | 00:00:00 (-) 001845 (03.19:57)
Avg. event duration 00:00:40 00:00:34 00:00:00 01:26:59 00:00:00 00:03:32

Time in events 00:10:52 00:10:14 00:00:00 01:26:59 00:00:00 00:31:49

Time in events/hour 00:05:23 00:05:04 00:00:00 00:43.04 00:00:00 00:15:45

Index [n/hour] 8 9 0 0 0 4

Total index [nfhour] | 17 0 4

The page PCO2 analysis is organized in four areas:

PCO2 — distribution (left top): the distribution curve displays for each PCO2-value how long it occurred. The time
during which PCO2 values fell into the respective interval is indicated as the percentage of the ‘Analyzed Duration’
(see 9.5.2). The scale of the x-Axis is adjustable (10-70mmHg (0.0-10.0kPa); Autoscale; Channel settings).

Note: A maximum of 7 intervals is possible, the interval-width is 5mmHg (1kPa) (or multiples thereof).
PCO2 — general results (right top): For the PCO2-data the following statistical results are provided:
- Minimum (occur.): Lowest PCO2-value and the time it occurred.

- Maximum (occur.): Highest PCO2-value and the time it occurred.

- Mean: Average of all PCO2values.
- Median: Median of all PCO2values.
- Baseline (occur.): The PCO2 Baseline used in the data analysis and the time it occurred.

- Max. above baseline (occur.): The maximal deviation above the PCO2 baseline and the time it occurred.

If in the criteria below yy=50 mmHg / yy*=6.67kPa is used, the criteria correspond to those recommended by
various national bodies (e.g. Haute Autorité de Santé in France) to identify nocturnal hypoventilation.

- Time > yy mmHg / yy* kPa: Time with PCO2-values above yy mmHg (yy* kPa).

- Time > yy mmHg / yy* kPa [%]: Time with PCO2-values above yy mmHg (yy* kPa) indicated as the percentage
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of the ‘Analyzed Duration’ (see 9.5.2).

- Events > yy mmHg / yy* kPa; Duration > 5 min.: Number of events with PCO2-values above yy mmHg (yy* kPa)
that last longer than 5 minutes.

Note: The level yy/yy* is adjustable in the dialog ‘Analysis Criteria Profile’ (see 9.2).
e PCO2 - histogram (right top): the PCO2distribution curve is supplemented by a tabular histogram:

- PCO2 Range [mmHg] / PCO2 Range [kPa]: The intervals used for the histogram (Note: the intervals are user-
adjustable, they can be edited in the file ‘Target drive:\fg\vstats\raster.txt").

- Duration: time during which PCO2-values fell into the respective interval

- %-Duration: time during which PCO2-values fell into the respective interval indicated as the percentage of the
‘Analyzed Duration’ (see 9.5.2).

- %-Integrated: the integrated (accumulated) %-duration.

e PCO2 — event analysis (bottom): For each of the 6 PCO2 event types (upper/lower threshold; Fall/Rise; >
Baseline + X / < Baseline - Y) the following statistical results are provided:

- Events: Number of events.

- Longest event (occur.): Duration of the longest event and the time it occurred.

- Avag. event duration: Average duration of an event (total duration/total number).

- Time in events: Sum of all event durations.
- Time in events/hour: Averaged time of all events per hour
- Index [n/hour]: Number of events per hour

- Total Index [n/hour]: For each event-pair the humber of all events together per hour.

Note: 'DRI’ indicates the Data Recording Interval that was used while recording the currently displayed
measurement, DRI can vary between 1 sec and 8 sec, in steps of 1 sec.
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9.5.5 Report page 4: PR-analysis

M Report |5 e |
Report Event distribution Help

- Current Analysis Criteria Profile: Sleep®
X = @  Ap22102/min

Summary | SpO2 analysis | PCOZ analysis | PR analysis | Operator Events | SpO2 events | PCOZ events (1) | PCO2 eventz (2) | PR events | List of events | Comment | Applied Analysis Criteria Profile

Page 4
Sp02 averaging: 4 sec/ 4sec; DRI
PR distribution [bpm] PR - General results
00:40:00 Minimum {occur ) 47 bpm (03:22:63)
0.6% 77.2% 22.2% 0.0% 0.0% Maximum (occur.) 69 bpm (02:45:27)
00:32:00 Mean 59 bpm
Median 59 bpm

Standard desiation (1SD) | 2 bpm
00:24:00

00:16:00

00:08:00

00:00:00

40 80 30
Scale
30- 150bpm Autoscale @ Channel seflings
PR - Event analysis
Rise Below 50 bpm Above 120 bpm
Events 7 3 0
Longest event (occur.) | 00:00:40 (03:25:51)  00:00:25 (03:22:49) | 00:00:00 (-)
Avg. event duration 00-00-18 00-00-13 00:00-00
Time in events 00:02:08 00:00:38 00:00:00
Time in events/hour 00-01-04 00:00-19 00:00-00
Index [n/hour] 4 2 0

Total index [n/hour] 2

The page PR analysis is organized in three areas:

¢ PR — distribution (left top): the distribution curve displays for each PR-value how long it occurred. The time
during which PR-values fell into the respective interval is indicated as the percentage of the ‘Analyzed Duration’ (see
9.5.2). The scale of the x-Axis is adjustable (30-150bpm; Autoscale; Channel settings).

Note: A maximum of 7 intervals is possible; the interval-width is 10bpm (or multiples thereof).
¢ PR - general results (right top): For the PR-data the following statistical results are provided:
- Minimum (occur.): Lowest PR-value and the time it occurred.

- Maximum (occur.): Highest PR-value and the time it occurred.

- Mean: Average of all PR-values
- Median: Median of all PR-values.

- Standard deviation (1SD): Standard deviation of all PR-values.

¢ PR — event analysis (bottom): For each of the 3 PR event types (upper/lower threshold, rise) the following
statistical results are provided:

- Events: Number of events.

- Longest event (occur.): Duration of the longest event and the time it occurred.

- Avg. event duration: Average duration of an event (total duration/total number).

- Time in events: Sum of all event durations.

- Time in events/hour: Averaged time of all events per hour

- Index [n/hour]: Number of events per hour

- Total Index [n/hour]: Number of all upper/lower threshold events together per hour.
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Note: SpO2 Averaging’ indicates the minimal and maximal setting of the SDM internal parameter SpOZ2 Averaging’
within the entire measurement. The longer the averaging time the slower the SDM’s response to changes in patient’s
saturation.

Note: 'DRI’ indicates the Data Recording Interval that was used while recording the currently displayed
measurement, DRI can vary between 1 sec and 8 sec, in steps of 1 sec.

9.5.6 Report page 5: Operator Events

U Report ]
Report Event distribution  Help

x Current Analysis Criteria Profile: Sleep®
X = @  apz2i02/min

| Summary | Sp02 analysis | FCOZ analysis | PR analysis | Operator Events | §p02 events | FCOZ events (1) | PCOZ events (2) | PR events | Listof events | Comment | Applied Analysis Criteria Profile

Page &

#  Date/Time (MM—DD—YYYY) Type Description (max. 30 Char)  Mew Analysis Period
a.  10-06-2010 21:55:58 E1 Mo oxygen (nativ) X
b, 10-07-2010 01:47:30 E2 21 02/min X
c. 10-07-2010 03:48-40 E3 1102/min X

The report page Operator Events lists all *Operator Events’ of the currently open measurement in tabular form. Please
refer to the dialog ‘Operator Events’ (see 11.1) for a description of the different columns.

Note: Left-click on one of the column headers sorts the list of operator events in increasing/decreasing order by the
criteria indicated in the respective column header.

9.5.7 Report page 6: SpO2 events

The page ‘Sp02 events’ displays for each of the three event types (desaturations; lower/upper threshold violations) the
distribution of these events over the current ‘Analysis Interval’ (see 9.3) in a bar chart.
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M Report S | |

Report Eventdistribution Help

Current Analysis Criteria Profile: Sleep*

X & @  sp22102/min

Summary | SpOZ analysis | PCOZ analysis | PR analysis | Operator Events | Sp02 events |PCO2 events (1) | POOZ events (2) | PR events | Listof events | Comment | Applied Analysis Griteria Frofile

Page b

Sp02 averaging: 4sec { 4 sec; DR 1

Sp02 event distribution

Desaturations
10-07-2010 01:47:30 10-07-2010 03:48:40

0%
0%
20%
0%

0%

0 1 2 3
hours

Threshold analysis: Sp0? Below 85 %
10-07-2010 01:47:30 10-07-2010 03:48:40

100%
B0 %
B0%
40%
20%
0%

hours

T I - Sp02 Above 100 %
10-07-2010 01:47:30 10-07-2010 03:48:40

20%
16%
0%

5%

0%

hours

The start date/time and end date/time of the current ‘Analysis Interval’ are displayed in blue bold above each event
distribution bar chart. Furthermore, the end of the ‘Analysis Interval’ is visualized in the event distribution bar charts with
a thick, blue vertical line.

Note: If — in an event distribution bar chart - the mouse is hovered over an individual bar a tooltjp indicating the
absolute and percental number of events that occurred within the associated time interval.

The time resolution (i.e. the interval width) used for the event distribution bar charts can be selected in the menu ‘Event
distribution’. The selectable intervals are 0.25 h; 0.5h; 1h; 2 h; 4 h. Depending on the duration of the current ‘Analysis
Interval’ the following restrictions apply for the time resolution:

Time resolution selectable?

Analysis Interval 0.25 h 0.5h 1h 2h 4h

<2.0h yes no no no no
>2.0, = 4.0h yes yes no no no
>4.0, < 8.0h yes yes yes no no
>8.0h, <12.0h yes yes yes yes no
>12h; =1d no yes yes yes yes
>1d; =2d no no yes yes yes
>2d; <5d no no no yes yes
>5d; =10d no no no no yes

Note: 'SpO2 Averaging’ indicates the minimal and maximal setting of the SDM internal parameter 'SpOZ2
Averaging’ within the entire measurement. The longer the averaging time the slower the SDM’s response to
changes in patient’s saturation.

Note: 'DRI’ indicates the Data Recording Interval that was used while recording the currently displayed
measurement, DRI can vary between 1 sec and 8 sec, in steps of 1 sec.
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9.5.8 Report pages 7 and 8: PCO2 events

The page '‘PCO2 events’ displays for each of the six event types (Fall/Rise; lower/upper threshold; < Baseline - Y / >
Baseline + X) the distribution of these events over the current ‘Analysis Interval’ (see 9.3) in a bar chart. Please refer to
9.5.7 for a description of the bar charts and for instructions how the time resolution (i.e. the interval width) can be
changed.

Note: 'DRI’ indicates the Data Recording Interval that was used while recording the currently displayed
measurement, DRI can vary between 1 sec and 8 sec, in steps of 1 sec.

9.5.9 Report page 9: PR events

The page ‘PR events’ displays for each of the three event types (Rise; lower/upper threshold) the distribution of these
events over the current ‘Analysis Interval’ (see 9.3) in a bar chart. Please refer to 9.5.7 for a description of the bar charts
and for instructions how the time resolution (i.e. the interval width) can be changed.

Note: 'SpO2 Averaging’ indicates the minimal and maximal setting of the SDM internal parameter 'SpOZ2
Averaging’ within the entire measurement. The longer the averaging time the slower the SDM’s response to
changes in patient’s saturation.

Note: 'DRI’ indicates the Data Recording Interval that was used while recording the currently displayed
measurement, DRI can vary between 1 sec and 8 sec, in steps of 1 sec.

9.5.10 Report page 10: List of events

The page 'List of events’ provides for each channel a chronological list of all events (Physiological Events, Artifacts,
Invalid Data, SDM Events) within the current ‘Analysis Interval’ (see 9.3). Please note that for each channel only those

physiological events are listed that are currently selected to be visualized in the measurement curves with colored
markers (see 4.2).

Note: For each channel the type of physiological events (dynamic events; baseline events (for PCOZ2 only),; threshold
events) that will be visualized with colored markers and, hence, be listed in the 'List of events’ can be selected in the

dialog 'Analysis Criteria Profile’ (see 9.2) or in the pop-up menu that opens after right click on the respective
channel’s measurement curve (see 4.2.4))

Note: Note that neither 'Excluded Data Ranges’ nor other events that occurred within 'Excluded Data Ranges’ are
listed.
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M Report = | O |
Report Event distribution Help
Current Analysis Criteria Profile: Sleep*
X = @ APZ:ZIOZI):nin i
Summary | Sp0Z analysis | PCOZ analysis | PR analysis | Operator Events | Sp02 events | PCOZ events (1) | PCO2 events (2) | PRevents | Listof events | Comment | Applied Analysis Criteria Profile
Page 10
List of events for channel Sp02 | Export | List of events for channel PCO2 [ Export |
# Date/Time (MMVDD—YYYY) Duration (hh:mm:ss)  Eventtype Start-/Endvalue  * | | # Date/Time (MMVDD—YYYY) Duration (hh:mm:ss)  Eventtype  Start-/Endvalue
1 10-07-2010 01:47:59 00-00:11 SpO02 Signal Quality /- 1 10-07-2010 01:46:46 00:00:58 Rise 44.1/46.3
2 10-07-2010 01:48:10 00:00:37 Invalid Data - 3 2 10-07-2010 01:49:19 00:00:23 Fall 465/455
3 10-07-2010 01:49:33 00-00:27 Desaturation 96 /92 3 10-07-2010 01:49:52 00-00:23 Rise 455/46.6
4 10-07-2010 01:50:53 00:00:01 SpO02 Signal Quality /- 4 10-07-2010 01:50:55 00:00:20 Rise 45.8/46.8
5 10-07-2010 01:51:25 00:00:36 Desaturation 97/93 5 10-07-2010 01:51:19 00-00:31 Fall 468/452
6 10-07-2010 01:55:23 00-00:02 Sp02 Signal Quality  —/— 6 10-07-2010 01:51:54 00-00:23 Rise 452/464
7 10-07-2010 02:03:25 00:00:02 SpO02 Signal Quality /- 7 10-07-2010 01:52:55 00:00:20 Rise 45.8/46.9
] 10-07-2010 02:12:59 00-00:01 Sp02 Signal Quality /- ] 10-07-2010 02:04:04 00-00:31 Rise 4727488
9 10-07-2010 02:26:07 00-00:02 Sp02 Signal Quality  —/— 9 10-07-2010 02-:04:36 00-00-24 Fall 488/476
10 10-07-2010 02:26:18 00-00:11 SpO02 Signal Quality /- 10 10-07-2010 02:21:29 00:00:25 Rise 49.5/50.8
11 10-07-2010 02:26:29 00:00:16 Invalid Data - 11 10-07-2010 02:33:24 00:00:30 Fall 521/506
12 10-07-2010 02:28:30 00-00:01 Sp02 Signal Quality  —/— i 12 10-07-2010 02:33:56 00-00:28 Rise 506/525 i
43 4n a7 anan ananns An-n.ns £ Ciceecd Piclie 49 an a7 onan nn.94.94 an.an.ne con cacicae
List of events for channel PR Export Expont all channels
#  Date/Time (MM-DD-YYYY) Duration (hh'mm-ss) Eventtype Start/Encvalue  *
1 10-07-2010 01:47:57 00-00:11 Sp02 Signal Quality ~ —/— =
2 10-07-2010 01:48:08 00-00:39 Invalid Data ——
3 10-07-2010 01:50:53 00:00:06 SpO2 Signal Quality /-
4 10-07-2010 01:55:23 00-00:04 Sp02 Signal Quality ~ —/—
13 10-07-2010 01:58:13 00-00:02 Sp02 Signal Quality  —/—
6 10-07-2010 02:02:53 00:00:01 SpO2 Signal Quality /-
7 10-07-2010 02:03:25 00-00:04 Sp02 Signal Quality ~ —/—
8 10-07-2010 02:12:59 00-00:02 Sp02 Signal Quality  —/—
9 10-07-2010 02:26:07 00:00:03 SpO2 Signal Quality /-
10 10-07-2010 02:26:18 00-00:11 Sp02 Signal Quality — —/—
1 10-07-2010 02:26:29 00-00:-18 Invalid Data ——
12 10-07-2010 02:27:17 00:00:01 Sp02 Signal Quality /- il
43 4A AT An4n ARAT 2L An.an.nn SN St At
1l

For each event the following information is provided: a) the start date/time, b) the duration in *hh:mm:ss’, ¢) the event
type, and — in case of physiological events — d) the respective parameter values at the start and end of the event. To
export the 'List of events’ click on the button ‘Export’ above a channel to export the event list of the respective channel
or on the button ‘Export all channels’ to export the event lists of all channels. The file hame that is proposed when
exporting the ‘List of Events’ is identical to the file name that is proposed when creating a PDF Report (see 12.1.5).

Note: Left-click on one of the column headers sorts the respective 'List of events’ in increasing/decreasing order by
the criteria indicated in the respective column header.

Double clicking on an event in the list of events, finally, a) closes the report, b) positions the cursor at the beginning of
the selected event, and c) activates the “15-minutes” zoom level and centers the displayed time range around the
cursor.

9.5.11 Report page 11: Comment

A Comment (e.g. a diagnosis) can be entered at the keyboard for printing. The comment will be stored with the
measurement.

Note: A comment and findings can also be entered on the ‘Report Summary’ Page (see 9.5.2).

WARNING: V-STATS provides no diagnosis. The interpretation of the measurement data is the sole
responsibility of the investigator or medical practitioner.

9.5.12 Report page 12: Applied ‘Analysis Criteria Profile’

To ensure reproducibility of the report the ‘Analysis Criteria Profile’ (see 9.2) applied for the data analysis of the present
report is displayed in tabular form.

Note: Refer to the dialog 'Analysis Criteria Profile” (see 9.2) for the definition/ customization of 'Analysis criteria
Profiles ",
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T Report ey & p—— e A
Report Event distribution  Help
* Current Analysis Criteria Profile: Sleep*
X = @  sp2ziozimn
Summary | SpOZ analysis | PCOZ analysis | PR analysis | Operatar Events | 8p02 events | PCO2 events (1) | PCO2 events (2) | PR events | List of events | Comment| Applied Analysis Criteria Profile
Page 12
Applied Analysis Criteria Profile
Exclude SDM events: | High Ambient Light No Artifact Thresholds Sp02 < 50 %
Sp02 Signal Quality No PCO2 < 20.0 mmHg
Sp02 Low signal No PCO2 > 120.0 mmHg
Calibration recommended No PR < 30 bpm
PCO2 Slow No
sp02 Time < 88 % PCO2 Time > 50.0 mmHg
Fixed threshold: Upper threshald: 100 % Fixed threshold: Upper threshold: 50.0 mmHg
Marker: Off Lower threshold: 85 % Marker: Off Lower threshold: 30.0 mmHg
Duration minimum: 2 sec Duration minimum: |2 sec
Duration maximum -1sec Duration maximum: |-1 sec
Dynamic: Desaturation 4 % Deviation from baseline (45.5 mmk > baseline + 7.6 mmHg
Marker: On Recovery: 30 % Marker: Off < baseline - 7.6 mmHg
Follow-up event: 2% Duration minimum: |2 sec
Duration minimum: 2 sec Duration maximum: |-1 sec l
Duration maximum: 240 sec
Dynamic: Fall: 1.0 mmHg
PR Fixed threshold: Upper threshold: 120 bpm Marker: On Rise: 1.0 mmHg
Marker: Off Lower threshold: 50 bpm Duration minimum: |5 sec
Duration minimum: 2 sec Duration maximum: |600 sec I
Duration maximum: -1sec
Dynamic: Rise: 8 bpm
Marker: On Duration minimum: 5 sec
Duration maximum B0 sec
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10. Zoom Menu

Note: The sub-menus and functions of the Zoom Menu are accessible only if a measurement is open. Changes that
are made with functions of the Zoom Menu will only affect the measurement that is currently displayed in the
V-STATS Main Window.

Available zoom levels

The displayed time range of a measurement curve can be selected using one of the 15 available zoom levels: 30 sec, 1
min, 2 min, 5 min, 15 min, 30 min, 1 h., 2 h.,4h.,8h., 12 h., 1d, 2d, 5d und 10d

Note: The displayed time range is indicated at the top right of the V-STATS Main Window (see 4.2).

Influence of the cursor on the zoom behavior
The zoom behavior depends on the placement of the cursor on the measurement curves:
1) If the cursor is not placed on the measurement curves, the left border of the displayed time range is maintained.

2) If the cursor is placed on the measurement curve, the new displayed time range is centered around the cursor
position

Exception: Zoom with mouse (see below)

Full study

The sub-menu ‘Zoom / Full study’ or clicking on the #-icon in the menu bar of the V-STATS Main Window (see 4.2)
selects the smallest zoom level that contains the full (complete) measurement curve. The start of the measurement is
automatically placed on the left border of the displayed time range.

Different zoom possibilities
V-STATS offers the following zoom possibilities:

1) Menu: Left-click on the “Zoom’ menu displays the 15 available zoom levels. The active zoom level is highlighted with
a checkmark. A new zoom level can be selected with the mouse.

2) Zoom-icons: Clicking on the control-icons © or © in the menu bar of the V-STATS Main Window (see 4.2.1)
increases or decreases the zoom by one level. A click on #% activates the zoom level ‘Full study’ (see above).

3) Mouse: The left mouse key can be used to span the desired time window. Position the mouse at the beginning of the
desired time range, click the left mouse key (do not release). Move the mouse to the end of the desired time range.
The spanned range is indicated as a black bar. The duration and — indicated in parenthesis — the start and end time
of the spanned range are indicated in red bold, font in the bottom right of the V-STATS Main Window. When
releasing the left mouse a popup menu opens. Click Zoom. The popup menu closes, the start time of the spanned
range is positioned at the left border, and the smallest zoom level completely containing the spanned range is
automatically activated (also see 4.2.4).

4) Keyboard: The following options can be used to zoom with the keyboard:
a) Pressing the + (plus) or - (minus) key automatically increases or decreases the zoom by one level.

b) Pressing the keys 0 to 9 selects zoom-levels as follows: 1: 1min; 2: 2 min; 3: 5 min; 4: 15 min; 5: 30 min; 6: 1
hrs; 7: 4 hrs; 8: 12 hrs; 9: 2d; 0; 10d

Center the '15-minutes’ zoom level on the beginning of a marker

Double clicking on an event in the list of events (refer to report page 10: List of events (see 9.5.10))
1) closes the report

2) positions the cursor at the beginning of the selected event

3) activates the ‘15-minutes’ zoom level and centers the displayed time range around the cursor
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Center the ‘15-minutes’ zoom level at the position of an ‘Operator Event’
Double clicking on an operator event in the dialog ‘Operator Events’ (see 11.1)
1) closes the dialog ‘Operator Events’

2) positions the cursor at the selected ‘Operator Event’

3) activates the ‘15-minutes’ zoom level and centers the displayed time range around the cursor.
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11. Measurement Menu

Note: The sub-menus and functions of the Measurement Menu are accessible only if a measurement is open.
Changes that are made with functions of the Measurement Menu will only affect the measurement that is currently
displayed in the V-STATS Main Window.

11.1 Sub-menu ‘Measurement / Operator Events’

‘Operator Events’ are typically marked on the SDM during patient monitoring by using a) the respective functions of the
SDM'’s *Quick Access Menu’ or b) the dialog ‘Set Operator Events’ within V-CareNeT (see 14.8.3). For each operator event
marked on the SDM the time it was marked and its type are stored in the internal memory of the SDM. When
downloading SDM Trend Data from the internal memory of the SDM this information (time, type) is transferred to
V-STATS for each operator event that occurred within the selected measurement period(s) (see 6) and to each ‘Operator
Event’ the standard settings predefined for the respective event type are assigned.

Note: On the SDM different operator event types (EO — E7, VC) are supported. Event type EO is triggered each time a

‘baseline * (for the parameters PCO2, PO2, SpO2, RHP, if enabled) is set on the SDM (either via its 'Quick Access
Menu’ or remotely with V-CareNeT ). Event type E1 is triggered each time an RHP reverence value is set on the SDM
via its ‘Quick Access Menu’. The event type 'VC’is used for V-Check Events being automatically stored by the SDM at
the start and the end of V-Check Measurement Phases (refer to the Technical Manual for the SDM (HB-005752)).

Note: In the dialog 'Define Operator Events’ (see 12.1.3) a) the standard description that will be assigned to operator
events of a specific type and b) whether or not a new 'Analysis Period’ shall start at each occurrence of operator
events of a specific type when downloading/importing SDM Trend Data to V-STATS can be predefined for each
operator event type. The dialog 'Define Operator Events’ can be printed such that its printout can be used as a
caption for the operator event types available in the 'Quick Access Menu’ of SDMs.

Within V-STATS operator events are visualized by colored triangles in the measurement curves. The triangle color
associated to a specific event type can be defined in the dialog ‘Define Operator Events’ (see 12.1.3). To unequivocally
identify ‘Operator Events’ the colored triangles as well as the corresponding ‘Operator Events’ in the list of operator
events are alphabetically labeled in chronological order of their occurrence. If the mouse is hovered over a colored
operator event triangle a tooltip providing information on the respective operator event (its type, description, time of
occurrence, and — if applicable — the number x of the analysis period that starts at its position) appears (see 4.2.7).

It is possible to split a measurement into multiple ‘Analysis Periods’ by adding the start of a new ‘Analysis Period’ at the
position of ‘Operator Events’. A grey vertical line at the position of an ‘Operator Event’ represents the start of new
Analysis Period. If a measurement is split into multiple ‘Analysis Periods’ (e.g. to analyze the different phases of a split
night) the current ‘Analysis Interval’ can be set to one ‘Analysis Period’ after another (see 9.3), i.e. a report conveniently
can be generated/printed for each ‘Analysis Period’. For V-Check Measurements the current ‘Analysis Interval’ can be set
to the V-Check Measurement Phase (see 9.3.1).

Note: If the current 'Analysis Interval’ starts/ends at the beginnings of two new 'Analysis Periods’ the grey vertical
lines at the position of the respective 'Operator Events’ are in the background of the two blue vertical lines indicating
the start and end of the current 'Analysis Interval’.

For the currently open measurement ‘Operator Events’ and/or ‘Analysis Periods’ can be edited/added/deleted at any time
(see 4.2, 4.2.1, 4.2.4, 4.2.7, 11.2). The list of operator events of the currently open measurement can be displayed in
the dialog ‘Operator Events’ (see below) and in the report page ‘Operator Events’ (see 9.5.6). If the report is printed it is
optionally possible to add the list of operator events as a caption to the printout of the summary page (see 9.5.2) and/or
to print/store the report page ‘Operator Events’ (see 7.3).

The dialog ‘Operator Events’ can be opened by selecting the sub-menu ‘Measurement / Operator Events’ or by
selecting the option ‘Operator Events’ in the popup menu that opens upon right-click on an operator event triangle
(see 4.2.4).
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r ~
48 Operator Events = | B |t
£ Date/Time {(MM-DD-YYYY) Type  Description (max. 30 Char)  New Analysis Period
a. 10-06-2010 21:55:55 EO Mo oxygen (nativ) X
b. 10-07-2010 01:47:31 El 2 02fmin *
[ 10-07-2010 03:48:41 E2 1l O2fmin X
d. 10-07-2010 04:24:29 B B4 Sensor Disconnected

Add Event Edit Event Delete Event | Restore | | Clear Al | | Print
[ I'\:;l Ok l 0 Cancel | | ? Help |

The dialog ‘Operator Events’ lists all ‘Operator Events’ of the currently open measurement in table form. The columns
provide the following information:

#: ‘Operator Events’ are alphabetically labeled in chronological order of their occurrence, whereby the oldest event of
the currently open measurement is labeled with the letter a.

Note: The colored operator event triangles are identically labeled, i.e. the list of operator events may serve as
caption for the operator event triangles in the measurement curves.

Date/Time: Indicates the date/time of the operator event.
Type: Indicates the type of the respective operator event.

Note: The color assigned to a specific type of operator events can only be changed in the dialog 'Define Operator
Events’ (see 12.1.3). The color assigned to an individual operator event cannot be changed.

Description: Indicates the description associated to the respective operator event.

Note: The description of an 'Operator Event’ will be visualized a) in the tooltip that appears if the mouse is
hovered over a colored operator event triangle (see 4.2.7), b) in the 'Analysis Interval Indicator’ if the 'Analysis
Interval’ is set to an 'Analysis Period’ that starts at the position of an 'Operator Event’ (see 9.3) and c) in the 'List
of Operator Events’ (see 9.5.2, 9.5.6).

New Analysis Period: Displays a cross if at the position of the respective operator event a new Analysis Period starts.

The following functions are available:

Double click on an operator event in the dialog ‘Operator Events’ closes the dialog, positions the cursor at the
position of the selected ‘Operator Event’, and activates the ‘15-minutes’ zoom level and centers the displayed time
range around the cursor.

Sort: Left-click on one of the column headers sorts the list of operator events in increasing/decreasing order by the
criteria indicated in the respective column header.

Button ‘Add Event’: Opens the dialog ‘Edit/Add Operator Event’ with empty fields (see 11.2). The date/time which
will be proposed for the new operator event corresponds to the date/time of the measurement start of the currently
open measurement.

Button ‘Edit Event”: Click on this button opens the dialog ‘Edit/Add Operator Event’ displaying the information of
the selected ‘Operator Event’ (see 11.2). Therein the date/time, type, description and the selection whether or not a
new Analysis Period shall start at the position of the operator event can be edited for the selected Operator Event.

Note: This button is dimmed grey (not operable) if no operator event is selected.
Button ‘Delete Event’: Click on this button deletes the selected operator event
Note: This button is dimmed grey (not operable) if no operator event is selected.

Note: If changes affect the Analysis Period’ that is currently selected as 'Analysis Interval’ a warning dialog will
prompt when attempting to close the dialog 'Edit/Add Operator Events’ indicating that if you proceed the Analysis
Interval will be set to the Full Measurement instead.

Button ‘Restore’: Click on this button deletes ALL manually made changes that are related to operator events of
the currently open measurement, i.e. the list of operator events as available immediately after download/import of
SDM Trend Data is restored.

Button ‘Clear All': Clears the list of ‘Operator Events’, i.e. all operator events are deleted.
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Note: The 'Restore - Button’ cannot recover manually added ‘Operator Events, if the 'Clear All - Button’ has been
pressed accidently. The restore function always recovers the situation immediately after data download.

Button ‘Print’: Permits to print the list of operator events of the currently open measurement either a) on paper
(select ‘Printer”) or b) as pdf-file (select ‘PDF’).

Click on the button ‘OK’ to maintain/store changes and to close the dialog.

Click on the button ‘Cancel’ to reject changes and to close the dialog.

For the currently opened measurement it is possible to edit/add/delete ‘*Operator Events’ and/or ‘Analysis Periods’.

11.2 Sub-menu ‘Measurement / Add Operator Event’

7

Adding a new ‘Operator Event’

The following options can be used to open the dialog ‘Edit/Add Operator Event’ with empty fields:

Edit/Add Operator Event S
Date:
(MM-DD-YYYY) Time: Type Description (max. 30 Char) Mew Analysis Period
10-07-2010 ¥ 00:3L52 -
| l(;l oK ‘ | 0 Cancel | ‘ ? Help |

Click on the button ‘Add Event’ in the dialog ‘Operator Event’ (see 11.1). The date/time which will be proposed for
the new operator event corresponds to the date/time of the measurement start of the currently open measurement.

Place the cursor at the position you want to add a new operator event and then use the sub-menu ‘Measurement /
Add Operator Event’ or click on the ¥ -icon in the menu bar of the V-STATS Main Window (see 4.2.1). The date/time
which will be proposed for the new operator event corresponds to the date/time at the cursor position.

Note: The sub-menu ‘Measurement / Add Operator Event’ and the ¥ -icon are dimmed grey (not accessible) if the
cursor (see 4.2.3) is not placed on a measurement.

Right click on the measurement curve. The date/time which will be proposed for the new operator event corresponds
to the date/time of the position the right mouse click was made (see 4.2.4).

Right click on a physiological event or artifact marker to open a popup menu and selection of the option ‘Add
Operator Event’ therein. The date/time which will be proposed for the new operator event corresponds to the
date/time of the position the right mouse click was made (see 4.2.4).

Editing an existing ‘Operator Event’

The following options can be used to open the dialog ‘Edit/Add Operator Event’ displaying the information of the
‘Operator Event’ to be edited:

Edit/Add Operator Event ]
Date:
Time: {MM-DD-YYYY) Type Description (max. 30 Char) Mew Analysis Period
01:47:31 1 10072010 ~ [ME1r ~ 202min v
[ © ok | 7€) Corcd | (2 bep |

In the dialog ‘Operator Events’ selection of an operator event with the mouse and then mouse click on the button
‘Edit Event’ (see 11.1)

Right click with the mouse on a colored ‘Operator Event Triangle’ to open a popup menu and selection of the option
‘Edit Operator Event’ therein (see 4.2.4).
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For each new or existing operator event the following parameters can be edited:

Parameter Description

Time / Date Permits to define/adjust the date/time of the operator event. The selected date/time must
be within the current measurement.

Type Drop down list which permits to define/modify the operator event type.

Note: The color assigned to a specific type of operator events can only be changed in the
dialog 'Define Operator Events’ (see 12.1.3). The color assigned to an individual operator
event cannot be changed.

Description

Permits to define/modify the description (up to 30 characters) of the ‘Operator Event'.

Note: When changing the operator event type the respective event description predefined
in the dialog 'Define Operator Events’ will be used (see 12.1.3). The description
subsequently can be modified.

Note: When adding a new Operator Event this field can only be edited after selection of
an event type.

Note: The description of an 'Operator Event’ will be visualized a) in the tooltip that
appears if the mouse is hovered over a colored operator event triangle (see 4.2.7), b) in
the 'Analysis Interval Indicator’ if the ‘Analysis Interval’ is set to an 'Analysis Period’ that
starts at the position of an 'Operator Event’ (see 9.3), and c) in the 'List of Operator
Events’ (see 9.5.2, 9.5.6, 11.1).

Box ‘New Analysis
Period’

Check this box to define the start of a new Analysis Period at the position of the Operator
Event.

Note: When changing the operator event type the respective selection of the box 'New
Analysis Period’” predefined in the dialog 'Define Operator Events’ will be used (see
12.1.3). The selection subsequently can be modified.

Note: If changes affect the 'Analysis Period’ that is currently selected as 'Analysis Interval’
a warning dialog will prompt when attempting to close the dialog 'Edit/Add Operator
Events’ indicating that if you proceed the Analysis Interval will be set to the Full
Measurement instead.

Click on the button ‘OK’ to maintain/store changes and to close the dialog.

Click on the button ‘Cancel’ to reject changes and to close the dialog.

11.3 Sub-menu ‘Measurement / Patient data’

Selecting the sub-menu ‘Measurement / Patient data’ or mouse-click into the area of the report’s Summary Page
which displays patient data (see 9.5.2) opens the dialog ‘Patient data’. Additionally, a click on the patient name in the
lower left corner of the ‘Main Window’ (see 4.2) also opens the dialog ‘Patient data’.

In this dialog the data of the patient being associated to the currently opened measurement can be edited.

Patient data e

Last name Sraith

First name Johin

Date of bitth (MM-DD-4Y] 08-23-1933
Height [cm) 176
Weight [kg) 77

Sen ]

Pat. Mumber BE723

Carmment Pronounced Cheyne-Stokes Breathing

| li_:l oK Ho Cancel || ? Hep |

Note: Patient data are stored with the measurement. For a patient for whom multiple measurements exist, the
changes of the respective patient data, therefore, must be performed for each measurement individually.

Note: A maximum of 25 characters is supported for the 'Last name’ and the 'First name’. For the 'Pat. Number’ and
the 'Comment’ a maximum of 40 characters are supported.
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11.4 Sub-menu'Measurement/ Measurement start’

The sub-menu ‘Measurement/ Measurement start’ opens the dialog ‘Measurement start’. In this dialog the start date and
time of an open measurement can be set manually, e.g. if time synchronization is required with measurement data from
other devices (e.g. ventilators, PG-, or PSG-systems).

Measurement start L&J

Date [M-DD -] 07-01-2013

Time: [15:59:36

(O o) [@emn]| o [ 7]

The selected date and time is applied by clicking ‘OK’. Once the measurement start has been changed manually, the
original start date and time can be restored by clicking ‘Reset’.

b

11.5 Sub-menu ‘Measurement / Select PCO2 baseline’

After downloading / importing SDM Trend Data V-STATS sets the PCO2 baseline to the PCO2 reading at the end of the
(first) PCO2 stabilization period in the measurement (‘Automatic’ determination of baseline). If ‘Manual’ is selected, the
next click on the measurement curve determines the instant for which the PCO2 baseline shall be determined.

The PCO2 baseline is shown in the PCO2 channel as a red-dashed horizontal line. A red vertical line indicates the instant
at which the PCO2 baseline was determined. Subsequent deviations of the PCO2 readings (e.g. caused by nocturnal or
sedation/ pain management induced hypoventilation) from the red-dashed horizontal line are readily seen. The
numerical value of the PCO2 baseline is displayed on the left of the PCO2 channel. The numerical value for the PCO2
baseline is also displayed at various locations of the report and is taken into consideration when analyzing the PCO2 data
for the criteria ‘Deviation from baseline’. The delta-baseline (dB) value for PCO2, finally, indicates the difference between
the PCO2 value at the cursor position (if set) and the PCO2 baseline.

Note: If drift corrected PCOZ2 data is displayed, the PCOZ2 baseline is determined using drift corrected PCO2 data (see
11.6).

Note: If during a measurement the sensor was applied multiple times, multiple PCO2 stabilization periods will be
contained in the data. V-STATS will use the first PCO2 reading at the end of the first PCO2 stabilization period to
determine the PCOZ2 baseline. A different baseline can be set manually as described above.

11.6 Sub-menu ‘Measurement / Correction of Residual PCO2 Drift’

By using the Sub-menu ‘Measurement / Correction of Residual PCO2 Drift’ the correction of the residual PCO2 drift for
the currently displayed measurement can be set to ‘Off’, ‘Both’ or ‘On’.

Note: The drift correction mode that will be used by default when downloading/importing SDM Trend Data to
V-STATS can be predefined in the dialog 'Channel Settings’ (see 12.1.1).

Note: If for a measurement correction of the residual PCOZ2 drift is not possible the drift correction mode is
automatically set to 'Off’ for the respective measurement. If for a measurement uncorrected PCO2 data is not
available (e.g. after import of a '*.vex-file’ which contains only drift corrected PCO2 data (see 7.4 and 7.5)) the drift
correction mode is automatically set to 'On’ for the respective measurement.

Note: Correction of residual PCOZ2 drift is important for longer measurements (e.g. sleep studies, etc.). Chhajed et
al., for example, have shown that with drift corrected PCOZ2 data the titration of NPPV pressures can be optimized.

Note: The PO2 measurement of SenTec TC Sensors is virtually free of drift and, hence, residual PO2 drift of SenTec
TC Sensors is usually minimal or even non-existent. Correction of residual POZ2 drift, consequently, is usually not
required.

If set to ‘Both’ or ‘On’ residual technical (electrochemical) PCO2 drift of the SenTec TC Sensor is corrected in first
approximation. If *Correction of Residual PCO2 Drift’ is set to

- 'Off’ only the curve representing uncorrected PCO2 data is displayed
- 'Both’ drift corrected PCO2 data is displayed as a blue curve in addition to the curve of the uncorrected PCO2 data
- 'On’ only the blue curve representing drift corrected PCO2 data is displayed.

Note: The color used for the PCOZ2 label and for the curve representing uncorrected PCO2 data can be selected in the
dialog 'Channel Settings’ (see 12.1.1). The default color for these PCO2 elements is green.
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Note: If both uncorrected PCO2 data and drift corrected PCO2 data are displayed, the blue curve representing drift
corrected data is displayed in the background of the green curve representing uncorrected PCOZ2 data.

Note: Print-out of uncorrected PCOZ2 data and drift corrected PCOZ data is made with different fonts to ensure that
the two curves can be distinguished if printing is made on a black&white printer. The 'drift corrected’ curve is
printed in black, bold font whereas the uncorrected curve is printed in light, grey font.

Whenever drift corrected PCO2 data is displayed

- the text ‘Drift corrected’ is displayed in blue below the PCO2 label, at different locations in the report as well as in
files that are created by exporting data using the Sub-menu ‘File / Export data’.

- statistical results for PCO2 are determined using drift corrected PCO2 data
- the PCO2 baseline (see 11.5) is determined using drift corrected PCO2 data
- the delta-baseline (‘dB’) value for PCO2 (see 4.2) is determined using drift corrected PCO2 data.

- the display range (y-axis) of the PCO2 channel is determined using drift corrected PCO2 data if ‘Autoscale’ is used for
the display range of the PCO2 Channel

Correction of residual PCO2 drift— steps to follow when recording data!

Correction of residual PCO2 drift within V-STATS is only possible if the PCO2 calibration data before and after the
measurement is available. To ensure that correction of residual PCO2 drift is possible you must follow the following
steps:

- Prior monitoring ensure that the SDM displays the message ‘Ready for use’ while the sensor is in the Docking Station.
- Apply the sensor to perform the measurement

- Remove the sensor from the patient at the end of the measurement and calibrate the SenTec TC Sensor (if possible
immediately)

Note: PCOZ2 drift correction is only supported, as long the sensor calibration after the measurement is not yet
mandatory, i.e. within 12 hours of the measurement start after an initial calibration or within 13 or 16 hours of
the measurement start if the calibration interval was 9 or 12 hours, respectively. Please note that if the SDM
displays the status message ‘Sensor calibration recommended’ the calibration is not yet mandatory. If the SDM
displays the status message 'Calibrate sensor’ the sensor calibration is mandatory.

- Wait to download SDM Trend Data until successful termination of the sensor calibration (status message ‘Ready for
use’ displays).

Note: When downloading SDM Trend Data from the internal memory of a SDM with V-CareNeT the status
messages of the respective SDM are duplicated in the dialog 'Assign measurement period(s) to patients’ (see
6.1). To ensure that correction of residual PCOZ2 drift is possible wait to download SDM Trend Data until the
status message changes from 'Calibration in progress’ to 'Ready for use”.

11.7 Sub-menu‘Measurement / Select PO2 baseline’

After downloading / importing SDM Trend Data V-STATS sets the PO2 baseline to the PO2 reading at the end of the
(first) PO2 stabilization period in the measurement (‘Automatic’ determination of baseline). If ‘Manual’ is selected, the
next click on the measurement curve determines the instant for which the PO2 baseline shall be determined.

The PO2 baseline is shown in the PO2 channel as a red-dashed horizontal line. A red vertical line indicates the instant at
which the PO2 baseline was determined. Subsequent deviations of the PO2 readings (e.g. caused by nocturnal or
sedation/ pain management induced hypoventilation) from the red-dashed horizontal line are readily seen. The
numerical value of the PO2 baseline is displayed on the left of the PO2 channel. The delta-baseline (dB) value for PO2,
finally, indicates the difference between the PO2 value at the cursor position (if set) and the PO2 baseline.

Note: If during a measurement the sensor was applied multiple times, multiple PO2 stabilization periods will be
contained in the data. V-STATS will use the first PO2 reading at the end of the first PO2 stabilization period to
determine the PO2 baseline. A different baseline can be set manually as described above.
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11.8

The sub-menu ‘Measurement / Show / Hide’ allows showing or hiding channels for the currently displayed
measurement.

Sub-menu '‘Measurement / Show / Hide’

11.9

The sub-menu ‘Measurement / Range & Horizontal Grid / <Channel>" opens for the selected channel (PCO2, PO2,
Sp02, PR, PI or HP) the dialog ‘<Channel>: Range & Horizontal Grid'. In this dialog it is possible to adjust for the
currently open measurement and the selected channel the display range (y-axis) and horizontal grid settings.

Sub-menu ‘Measurement / Range & Horizontal Grid / <Channel>’

Note: The dialog '<Channel>: Range & Horizontal Grid’ can also be opened by clicking with the mouse a) on the
area indlicating the current mode of the display range and the horizontal grid or b) on the y-axis of the respective
channel (see 4.2).

Note: The display range (y-axis) and horizontal grid settings that will be used by default when
downloading/importing SDM Trend Data to V-STATS can be predefined for each channel in the dialog 'Channel
Settings’ (see 12.1.1).

PCO2: Range & Horizontal grid [&J
Fange
mmHg
@ Autoscale i 3 @
Upper Maximum  + =
Marual Lower Minimum - 3 %
Horizontal grid
@ Auto Mumber of Level Curves 5 %
M anual mmHg
1.
2.
&
4:
5.
7 QK. | 0 Cancel || ? Help

The mode for the display range (y-axis) and horizontal grid for the currently open measurement can be adjusted as
follows:

Parameter Description

Range Mode The mode used for the display range (y-axis) can be set to ‘Autoscale’ or to ‘Manual’.

If set to ‘Manual’ the lower and upper end of the display range can be entered manually
into the respective fields. If set to ‘Autoscale’ these input fields are dimmed grey and
V-STATS automatically determines the display range (y-axis) for the respective channel as
follows:

e Upper end of range = Maximum value within ‘Analysis Interval’ + A
e Lower end of range = Minimum value within ‘Analysis Interval’ — B

A and B are adjustable as follows:

A B Range restricted
to
PCO2 0 — 20 in steps 0 — 20 in steps 1-200.0
(mmHg) of 1 of 1
PCO2 (kPa) 0 — 3 in steps of 0 — 3 in steps of 0.1-26.7
0.1 0.1
Sp02 Upper end of 0 — 20 in steps 1-100
SpO2 range set of 1
to 100%
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Parameter Description

PR 0 - 20 in steps 0 - 20 in steps 30 - 250
of 1 of 1

Note: If Autoscale’ is used for the display range of a channel, the respective channels
display range is determined based on valid, non-excluded data within the current 'Analysis
Interval’. Furthermore, if drift corrected PCOZ2 data is displayed the display range of the
PCOZ2 channel is determined using drift corrected PCOZ2 data if Autoscale’ is used for the
display range (y-axis) of the PCO2 Channel,

Horizontal Grid The mode used for the horizontal grid can be set to ‘Auto’ (default setting) or to ‘Manual’.

Mode Note: '‘Manual’ is not selectable for the horizontal grid if ‘Autoscale’ is used for the display

range.

If set to ‘Manual’ it is possible to specify manually up to five horizontal grid levels by
entering the corresponding values into the respective fields. If set to ‘Auto’ these input
fields are dimmed grey and V-STATS evenly distributes the currently selected number of
level curves within the current display range.

Note: In 'Auto” mode it is possible to select up to 6 level curves (default=5). In ‘Manual’
mode it is possible to define up to 5 level curves. Ensure to enter values for the level
curves which fall within the manually selected display range. To use less than five level
curves simply leave the respective number of input fields blank.
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12.

12.1

Settings Menu

Sub-menu 'Settings / V-STATS Settings’

The sub-menu ‘Settings / V-STATS Settings’ activates a password-dialog and — after having successfully entered the
password - the dialog ‘V-STATS Settings'.

Note: The default password is the Identification Code, which is displayed in the dialog ‘Product-Info’ (see 16.6). The
password can be changed in the dialog 'Change Password’. In case you have forgotten your password enter the
Password Unlock Key 'RememberPassword’ in the field 'Current Password’ and select a new password.

Note: The password to open the dialog 'V-STATS Settings’ is the same password that is required to open the dialogs
‘Profiles / SDM Settings - <SN>’and 'Special Functions’ (see 8.1).

7

-
V-STATS Settings 5
PCO2/PO2 Unit mmHg - Language English -
[ Channel Settings I Format of Date MMDD-FYY
[ Color of markers I Unit of Weight kg -
l Define Operator Events I Unit of Length/Height om -
[ Report Heading I [ Reconnect (Network)
Font Size for report 75 I Data Export J
l PLF Report I I EDF+ Export J
l Data Storage Folder I C:\fglvstats\daten
Target folder of File Manager Data Storage Folder -
() ok || ) cance I \ V-STATS Factory Reset I I ?  Hep
2 H 4
L

In the dialog ‘V-STATS Settings’ the following settings can be configured:

Parameter / Button

Range (Factory Default in Bold) / Description

PCO2/PO2 Unit

Type: Parameter (global)
Range: mmHg, kPa

To select the unit for PCO2 and PO2 and the barometric pressure used by V-STATS and
V-CareNeT

Note: 1 kPa corresponds to 7.5 mmHg.

Channel Settings

Type: Button

Click on this button opens the dialog ‘Channel-settings’ (see 12.1.1). In this dialog it is possible
to predefine for each channel various settings that ill be used to display SDM Trend Data in the
V-STATS Main Window.

Color of Markers

Type: Button

Click on this button opens the dialog ‘Color of markers’ (see 12.1.2). In this dialog the color of
markers that are displayed in the measurement curves can be selected.

Define Operator Events

Type: Button

Click on this button opens the dialog ‘Define Operator Events’ (see 12.1.3). In this dialog the
settings which V-STATS uses for each of the different operator event types (EO — E7, VC) when
downloading/importing SDM Trend Data can be predefined.
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Parameter / Button

Range (Factory Default in Bold) / Description

Report Heading

Type: Button

Click on this button opens the dialog ‘Report Heading’ (see 12.1.4). In this dialog it is possible
to define the heading of the report (typically your institution’s address). Among other it is
possible to individually define the font for each of the up to 5 heading lines, to select the
alignment of the report heading and to add your institution’s logo.

Font Size for Report

Type: Parameter
Range: 6,7, 8,9
To select the font size that will be used for the printout of the report (see 7.2). Note that for

font size 9 it will not be possible to properly print the report’s ‘Summary’ page if all available
elements are printed (see 9.5.2).

PDF Report

Type: Button

Click on this button opens the dialog ‘PDF Report Configuration’ (see 12.1.5). In this dialog it is
possible to specify the Paper Size, the Default Storage Folder and the Default File Name that
will be used/proposed when storing reports as a PDF (see 7.2).

Note. The possibility to specify the Default Storage Folder and Default File Name that will be
usedy/proposed when storing reports as a PDF is useful if you want to integrated/import PDF
Reports into your ‘Electronic Medical Records’. If PDF Reports are stored in a dedicated folder a
(third party) application may automatically integrate PDF Reports into the ‘Electronic Medical
Records’. If the filenames contain patient and measurement specific information it will be
possible for this application to assign each PDF Report to the respective patient and
Intervention/investigation.

Language

Type: Parameter
Range: Deutsch, English, Espafiol, Frangais, Italiano

To select the language that will be used for V-STATS (including the various printouts) and for
V-CareNeT.

Note: Should changing the language reduce the maximal number of stations that are available
at the V-CareNeT Central Station and should this cause the discharge of patients currently
admitted to these stations (if any), then the alert dialog Discharge Patient(s)’ (see
14.7.5)displays.

Format of Date

Type: Parameter

Range: MM-DD-YYYY, DD-MM-YYYY, YYYY-MM-DD

To select the format used by V-STATS (including the various printouts) and V-CareNeT to
indicate the date.

Unit of Weight

Type: Parameter

Range: kg, Ibs

To select the unit used by V-STATS (including the various printouts) and V-CareNeT to indicate
the weight.

Unit of Length/Height

Type: Parameter
Range: cm, ft

To select the unit used by V-STATS (including the various printouts) and V-CareNeT to indicate
the length/height

Reconnect (Network)

Type: Parameter
Range: Checked, Not Checked
Check this box if you use Windows Vista.

Data Export

Type: Button

Click on this button opens the dialog ‘Data Export Configuration’. In this dialog it is possible to
configure the Default Storage Folder and the Default File Name that will be used/ proposed to
export data as “*.vex-files’ (see 7.5).

Note: The possibility to specify the Default Storage Folder and Default File Name that will be
used/proposed when exporting data as '*.vex-files’ is useful if you want to integrated/import
. vex-files’ into (third party) applications. If *.vex-files’” are stored in a dedicated folder an
application may automatically integrate '*.vex-files’ and if the filenames contain patient and
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Parameter / Button

Range (Factory Default in Bold) / Description

measurement specific information it will be possible for this application to assign each '*.vex-
file’ to the respective patient and intervention/investigation.

EDF+ Export

Type: Button

Click on this button opens the dialog ‘EDF+ Export Configuration’. In this dialog it is possible to
configure the Default Storage Folder and the Default File Name that will be used/proposed
when converting data into an ‘EDF+-File’ (see 7.6).

Note: The possibility to specify the Default Storage Folder and Default File Name that will be
used/proposed when converting data into ‘EDF+-Files’ is useful if you want to
Integrated/import 'EDF+-Files’ into (third party) applications. If 'EDF+-Files’ are stored in a
dedicated folder an application may automatically integrate '‘EDF+-Files’. If the filenames
contain patient and measurement specific information it will be possible for this application to
assign each 'EDF+-File’ to the respective patient and intervention/investigation.

Data Storage Folder

Type: Button

Click on this button opens a Windows dialog where it is possible to select a folder that will
be used as data storage folder when downloading / importing SDM Trend Data to
V-STATS (see 6, 6.1, 7.4, 7.7)

The default ‘Data Storage Folder’ is <Installation-Drive>:\fg\vstats\daten.

Note: If within your institution you use multiple PC’s with V-STATS we recommend for all
V-STATS installations a) to select the same 'Data Storage Folder’ being localized on a server of
your institutions network and b) to set the 'Target Folder of File Manager’ to 'Data Storage
Folder’. All V-STATS installations will then store measurements in the same folder when
downloading / importing SDM Trend Data and the File Managers of all V-STATS installations
will access by default this common 'Data Storage Folder’. Furthermore, if the 'Data Storage
Folder’ is localized on a server of your institutions network backup of the measurement data
can be accomplished in the course of the server’s routine backup procedures.

Target Folder of File
Manager

Type: Parameter
Range: Data Storage Folder, Last
After opening the ‘File Manager’ the ‘File Manager’ lists all measurements that are saved in

its current target folder (see 7.1). This drop-down list offers two options to define the
target folder of the ‘File Manager':

- ‘Data Storage Folder’: after opening the file manager lists all measurements that are

saved in the current data storage folder, i.e. the folder into which V-STATS stores

measurements that are downloaded / imported to V-STATS (see 6, 6.1, 7.4, 7.7)

- ‘Last: after opening the file manager lists all measurements that are saved in the folder

that was last used to open a measurement.

Note: To open measurements that are stored in different folders it is possible to access the file

system from the ‘File Manager’ and to select an arbitrary folder.

V-STATS Factory Reset

Type: Button

Click on this button will — after confirmation of a warning dialog - restore factory settings
for all parameters of V-STATS and V-CareNeT and then close the dialog 'V-STATS
Settings’.

OK

Type: Button
Click on this button closes the dialog ‘V-STATS Settings’ and maintains/stores changes.

Cancel

Type: Button
Click on this button closes the dialog ‘V-STATS Settings’ and rejects changes.

Help

Type: Button
Click on this button opens the context-sensitive on-line help.
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12.1.1 Dialog ‘Channel-settings’

Click on the button ‘Channel Settings’ in the dialog ‘V-CareNeT Settings’ opens the dialog ‘Channel-settings’. In this
dialog you can predefine for each channel various settings that will be used to display SDM Trend Data in the V-STATS

Main Window.

Note: Changing settings for parameters related to 'Range & Horizontal Grid” and for the parameter 'Drift Correction

7

will not affect an already opened measurement or measurements already stored in the File Manager (see 7.1). For an
already opened measurement or a measurement already stored in the File Manager these settings can only be
changed by using the corresponding options of the Measurement Menu (see 11.6, 11.9).

The available channels are listed on the left. The currently selected channel is highlighted. Channels for which the option
“Display * is currently set to " Off " are dimmed grey.

.
Channel-settings

==

Available channels: Backaround calar: | Riange & Horizontal orid |

1. [PCO2 | | Save channel set |
2. PO2
3. 5p02 | Open channel zet |
4. PR
Ea
6. Channel color:

Channel label PCD2

Uik mmHg

Dizplay; On - Default values

Dorift Correction Both -

'\:/' ] | 0 Cancel | | ? Help

L

For the selected channel, the following parameters can be configured:

Parameter

Description

Channel label

Permits to define the label that will be used for a channel throughout V-STATS.
Note: The maximal supported length for the channel labels is 6 characters.

Note: When changing the language the channel label is reset to the default value of the
corresponding language ('PCOZ2, 'PO2’ and 'SpOZ2’ for all languages; 'PR’ for English, 'PF’
for German, and 'FP’ for French, Italian, and Spanish)

Important Note: 'Channel label’ is a global parameter, i.e. the channel labels defined in
the dialog 'Channel-setting’ will be used for all measurements.

Unit

Information only (dimmed grey, not changeable)
Note: The PCO2/PO2 Unit can be selected in the dialog 'V-STATS Settings’ (see 12.1).

Display

Permits to define if the respective channel is displayed (*On ") or not (" Off ).

Note: In order to display the measurement curve of the respective channel in an open
measurement file, the respective channel must be selected as ‘show’ in the menu
‘Measurement / Show / Hide ~ (see 11.8).

Drift Correction

Permits to predefine the drift correction mode for PCO2 (see 11.6) that will be used by
default when downloading/importing SDM Trend Data to V-STATS. Can be set to ‘Off’,
‘Both’ (default setting), or ‘On’.

Important Note: Changing the drift correction mode in the dialog 'Channel-settings’ will
not affect the drift correction mode of the currently opened measurement or of
measurements already stored in the ‘File Manager’ of V-STATS. To change the drift
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Parameter

Description

correction mode for an existing measurement, the measurement must be opened and its
drift correction mode must be changed by using the sub-menu ‘Measurement / Correction
of Residual PCOZ2 Drift’ (see 11.6).

Background color

Permits to define the background color that will be used to display the selected channel in
the V-STATS Main Window.

Note: When selecting a new background color verify that the measurement curve and the
markers can be distinguished from the new background.

Important Note: 'Background color’ is a global parameter, i.e. the background colors
defined in the dialog ‘Channel-setting’ will be used for all measurements.

Channel color:

Permits to define the color that will be used to display the measurement curve and the
channel label of the selected channel in the V-STATS Main Window.

Note: The color to display drift corrected PCO2 data is always blue (not selectable). The
color to display drift corrected PO2 data is always violet (not selectable).

Important Note: 'Channel color’is a global parameter, i.e. the channel colors defined in
the dialog 'Channel-setting’ will be used for all measurements.

Note: The color used to display PCO2, SpO2, and PR within V-CareNeT related dialog
windows must be changed in the dialog 'V-CareNeT Settings’ (see 12.2). V-CareNeT
currently does not support the option to change the color of PO2, PI, HP under
V-CareNeT Settings’.

Range & Horizontal Grid:

Click on this button opens for the currently selected channel the dialog ‘<Channel>:
Range & Horizontal grid” where it is possible to predefine for the selected channel the
display range (y-axis) and horizontal grid settings that will be used by default when
downloading/importing SDM Trend Data to V-STATS. See 11.9 for a description of the
dialog *<Channel>: Range & Horizontal grid’.

The default settings used in the dialog ‘<Channel>: Range & Horizontal grid’ if opened
from the dialog ‘Channel-settings’ are:

‘Range Mode’ = ‘Autoscale’

- PCO2/P0O2: Maximum = 3 for PCO2/PO2 (mmHg), Maximum = 0.4 for PCO2/PO2
(kPa); Minimum = -3 for PCO2 (mmHg), Minimum =0.4 for PCO2/PO2 (kPa)

- Sp02: Maximum = 0; Minimum = -3
- PR: Maximum = 3; Minimum = -3

- PI: Maximum = 0.5; Minimum = -0.5
- HP: Maximum = 5; Minimum = -5

- ‘Horizontal Grid Mode’ = ‘Auto’

- ‘Number of Level Curves’ = 5

Important Note: If opened from the dialog 'Channel-settings’ changes made in the
dialog '<Channel>: Range & Horizontal grid” will not affect the currently opened
measurement or measurements already stored in the ‘File Manager’ of V-STATS. To
change the display range (y-axis) and horizontal grid settings for an existing
measurement, the measurement must be opened and then the dialog '<Channel>.: Range
& Horizontal grid” must be activated by using the sub-menu 'Measurement / Range &
Horizontal Grid’ (see 11.9) or by clicking with the mouse on the area indicating the
current mode of the display range and horizontal grid or on the y-axis of the respective
channel (see 4.2).

Click on the button ‘Save channel set’ to safe the currently active channel settings into a ‘channel setting file'.

Click on the button ‘Open channel set’ to load channel settings from a file.

Click on the button ‘Default values’ to reactivate the default values for the channel settings.

Click on the button ‘OK’ to close the dialog and to maintain/store changes.

Click on the button ‘Cancel’ to close the dialog and to reject changes.

Click on the button “Help " opens the context-sensitive online help.
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12.1.2 Dialog ‘Color of markers’

Events - physiological events (PCO2, SpO2, PR), artifacts, SDM events, excluded data ranges, or ranges with invalid data
- are highlighted in the measurement curves with markers (see 4.2). Click on the button ‘Color of markers’ in the dialog
'WV-STATS Settings’ activates the dialog ‘Color of markers'. In this dialog the color of the markers that are displayed in the
V-STATS Main Window can be modified.

Important Note: The colors selected for markers are global parameters, i.e. the colors for markers defined in the
dialog 'Color of markers’ will be used for all measurements.

In front of all SpO2, PCO2, and PR related markers a hotkey is defined which in the V-STATS Main Window allows fast
reclassification of physiological events with the keyboard. By using the keyboard events, furthermore, can be deleted,
classified as Artifact or Excluded Data Range by typing the respective hotkey (see 4.2.4, 4.2.6).

The dialog ‘Color of Markers’ can be printed such that its printout can be used as a caption to identify the color of the
various markers and hotkeys.

Color of markers [iz-,l

Sp02 related markers SDOM Events

8] l:l Desaturation

§ [] sp02 Below threshold
G [_] 5p02 Abave threshold

PCO2 related markers
5[] PCO2 Below thieshold
G [ ] Pco2 Above thisshold

l:l Sp02 Signal Quality
l:l 5p02 Low signal
B High Ambient Light

[ sp02 stabilzing

l:l Calibration recormmended

I Fcozsiow

l:l In+ivo Comected

- i [ POz High Ambient Light
R )
|:| Rise - Temperature Limiter

5 < baseling xxx rmmH . . .
l:l g l:l Initial Heating active
G l:l » bazeline wwx mmHg

- Heating reduced
- Site time elapsed
Other Markers

PR related markers 4 l:l Excluded Data Range

R[] Rise 4 [ Aditact

§ [] PR Below threshold B irvalid Data

G [__] PR Above thieshald C Clear

0 Cancel | | ? Help | | Prinit |

h

Click on the button ‘OK’ to close the dialog and to maintain/store changes.
Click on the button ‘Cancel’ to close the dialog and to reject changes.
Click on the button "Help " to open the context-sensitive online help.

Click on the button *Print’ to print color settings for markers.

12.1.3 Dialog ‘Define Operator Events’

Click on the button ‘Define Operator Events’ in the dialog ‘V-STATS Settings’ (see 12.1) activates the dialog ‘Define
Operator Events'. In this dialog it is possible to predefine for each of the different operator event types (E0 — E7, VC) the
standard settings that will be used by V-STATS when downloading/importing SDM Trend Data (see 6). The dialog ‘Define
Operator Events’ can be printed such that its printout can be used as a caption for the operator event types available in
the ‘Quick Access Menu’ of SDMs with firmware SMB-SW V07.01.x and newer.

Note: The dialog 'Set Operator Events’ which permits to mark 'Operator Events’ within V-CareNeT duplicates the
information of the dialog 'Define Operator Events’ (see 14.8.3).
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[~ A
Define Operator Events lé

Type

M
| jal
B e2
M c
B e
[ es
I s
[ Je7
[ ve

Description (max. 30 Char) New Analysis Period
Baseline

RHPreference

V-Check v

L \‘_) 0K H Print “ o Cancel }[? Help

A

The following settings can be defined for each type of operator event:

Color of Operator Event | Left-click on a colored square on the left of an event type label opens a dialog in which

Triangle the color that will be used for the respective operator event triangle in the V-STATS Main
Window (see 4.2) can be selected.
Important Note: The colors selected for the operator event triangles are global
parameters, i.e. the colors for operator event triangles defined in the dialog 'Color of
markers’ will be used for all measurements.
Note: The labels of the event types (EO — E7, VC) cannot be modified.

Description Permits to predefine for each operator event type the event description (up to 30

characters) that will be used for each event of the respective type when
downloading/importing SDM Trend Data or when changing the type of an existing
operator event to the respective type in the dialog ‘Edit/Add Operator Events’ (see 11.2).

Note: The default description is 'baseline’ for event type 'E0’, 'RHP reference’ for event
type 'E1’ and 'V-Check’ for event type 'VC, respectively. See 11.1 for a short description
of these events.

Note: The description for the other event types (E2 — E7) is undefined (---') and can be
modified.

Note: After downloading/importing SDM Trend Data or when changing the type of an
existing operator event, the description of each individual operator event can be modified
within the dialog 'Edit/Add Operator Event’ (see 11.2).

Note: The description of an 'Operator Event’ will be visualized a) in the tooltip that
appears if the mouse is hovered over a colored operator event triangle (see 4.2.7), b) in
the 'Analysis Interval Indicator’ if the ‘Analysis Interval’ is set to an 'Analysis Perfod’ that
starts at the position of an 'Operator Event’ (see 9.3) and c) in the 'List of Operator
Events’ (see 9.5.2, 9.5.6, 11.1).

Box ‘New Analysis

Period’

If this box is checked a new ‘Analysis Period’ will be initiated a) at each occurrence of an
operator event of the respective type when downloading/importing SDM Trend Data or b)
when changing the type of an existing operator event to the respective type in the dialog
‘Edit/Add Operator Events’ (see 11.2).

Note: In default settings the check box next to VC’ is selected, i.e. a new 'Analysis Period’
will be initiated at each occurrence of a V-Check Event and the 'Analysis Interval’
conveniently can be set to the V-Check Measurement Phase (see 9.3, 9.3.1).

Click on *Print’ will print a screenshot of the dialog ‘Define Operator Events'.

Click on the button ‘OK’ to close the dialog and to maintain/store changes.

Click on the button ‘Cancel’ to close the dialog and to reject changes.

Click on the button "Help " to open the context-sensitive online help.
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12.1.4 Dialog ‘Report Heading’

Click on the button ‘Report heading’ in the dialog 'V-STATS Settings’ (see 12.1) activates the dialog ‘Change report
heading’. In this dialog it is possible to define the heading of the report (typically your institution’s address). Among
other it is possible to individually define the font for each of the up to 5 heading lines, to select the alignment of the
report heading and to add your institution’s logo.

Change report heading . - L] A @
Heading of the repart cod S S e n T e c
Line 1 Example Hospital v 9 %
Lire 2 Example Departement 7= Il
Line 3 Dr. John Example 7 % i
Line 4 Example Address 7 %
Line & Exarmple Email / Phone / YWebpage 7 %

AligE: Load Logo | | Rermaove Logo | | Prirt

Left Center @ Right
O ok | | 0 Cancel | ‘ ? Help

The following settings permit to customize the report heading:

Lines 1-5: The heading of the report (typically the address of your institution) can be modified. The length of each
line is limited to 60 symbols. The font of each of the up to 5 heading lines can be defined individually (plain or bold;
font size 6 to 10; default settings for line 1: bold, font size=9; default settings for lines 2-5: plain; font size=7)

Alignment: The alignment of the report heading can be selected (left, center, or right (default)). If a logo is loaded
it will be placed in the upper left corner of the report for right and center alignments and in the upper right corner for
left alignment.

Load Logo: Click on this button opens a windows dialog which permits to select and load a graphic file containing a
logo (e.g. your institution’s logo). The following graphic files are supported: *.jpegd’, *.jpg’, *.ico’, .bmp’, and *.gif".

Note: The resulting printout size of the logo depends on the printer’s resolution and on the size (pixels) of the
loaded logo. To obtain the desired printout size of a logo with a specific printer it may be necessary to test
different pixel-sizes of your logo.

Note: The properties of the graphic file containing the SenTec example logo’ are 865x169 pixels and 96dpi.
Remove Logo: Click on this button removes the logo that is currently loaded from the header.

Print: Click on this button activates the printout of a test page with the report heading either a) on paper (select
‘Printer”) or b) as pdf-file (select ‘PDF")

Click on the button “"OK" to close the dialog and to maintain/store changes.

Click on the button “Cancel” to close the dialog and to reject changes.

Click on the button "Help " to open the context-sensitive online help.

12.1.5 Dialog ‘PDF Report Configuration’

Click on the button ‘PDF Report’ in the dialog ‘V-STATS Settings’ (see 12.1) opens the dialog ‘PDF Report Configuration’.
In this dialog it is possible to configure the Paper Size, the Default Storage Folder and the Default File Name that will be
used/proposed to store reports as a PDF (see 7.2).

Note: The possibility to specify the Default Storage Folder and Default File Name that will be used/proposed when
storing reports as a PDF is useful if you want to integrated/import PDF Reports into your 'Electronic Medical Records',
If PDF Reports are stored in a dedicated folder a (third party) application may automatically integrate PDF Reports
into the 'Electronic Medlical Records’. If the filenames contain patient and measurement specific information it will be
possible for this application to assign each PDF Report to the respective patient and intervention/investigation.
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PDF Report Configuration l » @

Paper Size: A4 -

Default Storage Folder Ci\fglvstatsipdreports

Default File Name

Preview Smith-John-20120802-20120803-014329

Element of Filename Separator between element

1. LastMame v tand2 ™ M

2. First Name v 2and3 -
3. Date of Measurement Start ~ 3andd ™ -
4. Date of Analysis Interval Start * 4ands -
| 5. Time of Analysis Interval Start -
Ll
YYYYMMDD -

Format of Date

Format of Time hhmmss - I

‘ « 0K ||QCanDe\§‘|? Help |

Parameter Range (Factory Default in Bold) / Description
Paper Size Type: Parameter

Range: A4, Letter

To select the paper size that will be used when storing reports as a PDF.
Default Type: Button

Storage Folder

Click on this button opens a windows dialog which permits to select the Default Storage Folder, i.e.
the folder that will be proposed when storing reports as a PDF (see 7.2).

Note: On the right of this button the current Default Storage Folder is displayed in red.
Note: The folder Target Drive: |fg|vstats|pdfreports is the factory Default Storage Folder.

Note: Ensure to select a folder to which the user under which V-STATS has been installed has
readywrite access. The folder can be localized on a server of your institutions network.

Default File
Name

In this area it is possible to define the Default File Name that will be proposed when storing reports as a
PDF (see 7.2). The filename consists of up to 5 elements, which can be separated from each other by
selectable separators.

Element of filename
For each of the 5 elements the following options are selectable in the respective drop-down list:
e '---' (no selection, i.e. element not included in file name)
e Pat. Number
e Last Name (factory default selection for element 1)
o  First Name (7actory default selection for element 2)
e Date of Birth
o Date of Measurement Start (factory default selection for element 3)
e Time of Measurement Start
o Date of Analysis Interval Start (factory default selection for element 4)
e Time of Analysis Interval Start (factory default selection for element 5)
e  Current Date
e Current Time

Note: The first element is always selectable. The following elements are only selectable, if a selection is
made for the previous element.

Separator between element

To separate the up to 5 filename elements (see above) from each other up to 4 separators are
required. For each of them the following options are individually selectable in a drop-down list: *-" | *_" |
YWY (space) | Y (none, i.e. the two respective filename elements are not separated)

I

Note: -’ s the factory default separator for all 4 options.

Format of Date

For filename elements that contain dates one of the following date formats can be selected:
YYYYMMDD | YYYY.MM.DD | YYYY-MM-DD | MMDDYYYY | MM.DD.YYYY | MM-DD-YYYY | DDMMYYYY |
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Parameter

Range (Factory Default in Bold) / Description

DD.MM.YYYY | DD-MM-YYYY
Note: 'YYYYMMDD' is the factory default date format used in PDF file names.

Format of Time

For filename elements that contain times one of the following time formats can be selected: hhmmss |
hh.mm.ss

Note: ‘hhmmss' is the factory default time format used in PDF file names.

Preview of the ,Default File Name'

A preview of the resulting ‘Default Filename’ is shown in red.

Note: For the preview the following data are used. Pat. Number=2132921 | Last Name=Smith | First
Name=John | Date of Birth=19481010 (i.e. October 10, 1948) | Date of Measurement Start= 20120802
(i.e. August 2, 2012) | Time of Measurement Start=210320 (i.e. 3 minutes and 20 seconds past 9pm) |
Date of Analysis Interval Start=20120803 (i.e. August, 3, 2012) | Time of Analysis Interval
Start=014329 (i.e. 43 minutes and 29 seconds past 1am).

12.1.6 Dialog "Data Export Configuration”’

Click on the button ‘Data Export’ in the dialog "V-STATS Settings’ (see 12.1) opens the dialog ‘Data Export Configuration’.
In this dialog it is possible to configure the Default Storage Folder and the Default File Name that will be used/ proposed
to export data as ‘*.vex-files’ (see 7.5).

Note: The possibility to specify the Default Storage Folder and Default File Name that will be used/proposed when
exporting data as "*.vex-files’ is useful if you want to integratea/import "*.vex-files’ into (third party) applications. If
¥ vex-files” are stored in a dedicated folder an application may automatically integrate '*.vex-files” and if the
filenames contain patient and measurement specific information it will be possible for this application to assign each
. vex-file’ to the respective patient and intervention/investigation.

Data Export Configuration [&J

Default Storage Folder C:\fo\vstats\ExportedData_Files

Default File Name

Preview Smith-John-20120802-20120803-014329
Element of Filename Separator between element

1. LastName * dand2z ™ -

, First Name * 2zd3 ™ -

. Date of Measurement Start * 3and4 ™ -

. Date of Analysis Interval Start * gands -

[ I S X}

. Time of Analysis Interval Start -

Farmat of Date FYYYMMDD -

Format of Time hhmmss hd

I |« oK %HQCancelH? Help

Parameter

Range (Factory Default in Bold) / Description

Default
Storage Folder

Type: Button

Click on this button opens a windows dialog which permits to select the Default Storage Folder, i.e.
the folder that will be proposed when exporting data as “*.vex-files’ (see 7.5).

Note: On the right of this button the current Default Storage Folder is displayed in red.
Note: The folder Target Drive:|fg|vstats|ExportedData_Files is the factory Default Storage Folder.

Note: Ensure to select a folder to which the user under which V-STATS has been installed has
ready/write access. The folder can be localized on a server of your institutions network.

Default File
Name

In this area it is possible to define the Default File Name that will be proposed when exporting data as
“*.vex-files’ (see 7.5). The filename consists of up to 5 elements, which can be separated from each
other by selectable separators.
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Parameter

Range (Factory Default in Bold) / Description

Element of filename
For each of the 5 elements the following options are selectable in the respective drop-down list:
e '---' (no selection, i.e. element not included in file name)
e Pat. Number
e Last Name (7actory default selection for element 1)
o  First Name (7actory default selection for element 2)
e Date of Birth
o Date of Measurement Start (factory default selection for element 3)
e Time of Measurement Start
o Date of Analysis Interval Start (7actory default selection for element 4)
o Time of Analysis Interval Start (factory default selection for element 5)
e Current Date
e Current Time

Note: The first element is always selectable. The following elements are only selectable, if a selection is
made for the previous element.

Separator between element

To separate the up to 5 filename elements (see above) from each other up to 4 separators are
required. For each of them the following options are individually selectable in a drop-down list: *-" | *_" |
VO] (space) | Y (none, i.e. the two respective filename elements are not separated)

Note: -’ is the factory default separator for all 4 options.

Format of Date

For filename elements that contain dates one of the following date formats can be selected:
YYYYMMDD | YYYY.MM.DD | YYYY-MM-DD | MMDDYYYY | MM.DD.YYYY | MM-DD-YYYY | DDMMYYYY |
DD.MM.YYYY | DD-MM-YYYY

Note: 'YYYYMMDD' is the factory default date format used in file names.

Format of Time

For filename elements that contain times one of the following time formats can be selected: hhmmss |
hh.mm.ss

Note: 'hhmmss' is the factory default time format used in file names.

12.1.7 Dialog 'EDF+ Export Configuration’

Click on the button ‘EDF+ Export’ in the dialog ‘V-STATS Settings’ (see 12.1) opens the dialog ‘EDF+ Export
Configuration’. In this dialog it is possible to configure the Default Storage Folder and the Default File Name that will be
used/proposed when converting data into an ‘EDF+-File’ (see 7.6).

Note: The possibility to specify the Default Storage Folder and Default File Name that will be used/proposed when
converting data into 'EDF+-Files’ is useful if you want to integrated/import 'EDF+-Files’ into (third party) applications.
If 'EDF+-Files” are stored in a dedicated folder an application may automatically integrate 'EDF+-Files’. If the
filenames contain patient and measurement specific information it will be possible for this application to assign each
'EDF+-File’ to the respective patient and intervention/investigation.
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EDF+ Export Configuration e

Default Storage Folder C:\fo\vstats\ExportedEDF_Files

Default File Name

Preview Smith-John-20120802-20120803-014329

Element of Filename Separator between element

il 1 LasthName v tand2 -

2. FirstName * 2znd3 -
3. Date of Measurement Start * 3ands ™ -
4, Date of Analysis Interval Start * 4ands -
(2 Time of Analysis Interval Start -
Format of Date YYYYMMDD -
Format of Time hhmmss -
L
\ | o Ok | ‘ 0 Cancel | | ? Help | I

Parameter

Range (Factory Default in Bold) / Description

Default
Storage Folder

Type: Button
Click on this button opens a windows dialog which permits to select the Default Storage Folder, i.e.
the folder that will be proposed when converting data (see 7.5 ).
Note: On the right of this button the current Default Storage Folder is displayed in red.
Note: The folder Target Drive: |fg|vstats|ExportedEDF _files is the factory Default Storage Folder.

Note: Ensure to select a folder to which the user under which V-STATS has been installed has
readywrite access. The folder can be localized on a server of your institutions network.

Default File
Name

In this area it is possible to define the Default File Name that will be proposed when exporting data (see
7.5). The filename consists of up to 5 elements, which can be separated from each other by selectable
separators.
Element of filename
For each of the 5 elements the following options are selectable in the respective drop-down list:

e '---' (no selection, i.e. element not included in file name)

e Pat. Number

e Last Name (factory default selection for element 1)

o  First Name (7actory default selection for element 2)

e Date of Birth

o Date of Measurement Start (factory default selection for element 3)

e Time of Measurement Start

o Date of Analysis Interval Start (factory default selection for element 4)

e Time of Analysis Interval Start (factory default selection for element 5)

e  Current Date

e Current Time

Note: The first element is always selectable. The following elements are only selectable, if a selection is
made for the previous element.

Separator between element

To separate the up to 5 filename elements (see above) from each other up to 4 separators are
required. For each of them the following options are individually selectable in a drop-down list: *-" | *_" |
VWY (space) | Y (none, i.e. the two respective filename elements are not separated)

Note: -’ s the factory default separator for all 4 options.

Format of Date

For filename elements that contain dates one of the following date formats can be selected:
YYYYMMDD | YYYY.MM.DD | YYYY-MM-DD | MMDDYYYY | MM.DD.YYYY | MM-DD-YYYY | DDMMYYYY |
DD.MM.YYYY | DD-MM-YYYY

Note: 'YYYYMMDD' is the factory default date format used in file names.
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Parameter Range (Factory Default in Bold) / Description

Format of Time

For filename elements that contain times one of the following time formats can be selected: hhmmss |
hh.mm.ss

Note: 'hhmmss' is the factory default time format used in file names.

12,2 Sub-menu ‘Settings / V-CareNeT Settings’

The sub-menu 'Settings / V-CareNeT Settings’ or a click on the icon ‘V-CareNeT Settings’ in the ‘V-CareNeT Control
Window’ (see 14.5) activates a password-dialog and — after having successfully entered the password - the dialog
‘V-CareNeT Settings'.

Note: As long the 'V-CareNeT Package’ has not yet been fully activated (see 15.2) this sub-menu is only accessible if
a 'V-CareNeT Trial’ (see 15.3), an 'Extended V-CareNeT Trial’ (see 15.4) or the 'V-CareNeT Demo Mode’ (see 12.3) is
active.

Note: The default password is the 'V-CareNeT Package Registration Code, which after activation/ upgrade of the
V-CareNeT Package is displayed in the dialog 'Product-Info’ (see 16.6). The password can be changed in the dialog
‘Change Password’. In case you have forgotten your password enter the Password Unlock Key
'‘RememberPassword’ in the field 'Current Password’ and select a new password.

Note: The password to open the dialog 'V-CareNeT Settings’ is the same password that is required to open the dialog
‘Edit SDM Device/Host Names (see 14.5.1).

Note: During a 'V-CareNeT Trial” (see 15.3) and an 'Extended V-CareNeT Trial’ (see 15.4) the password to open the
dialog 'V-CareNeT Settings’is 'Trial’.

Note: If the 'V-CareNeT Demo Mode’ (see 12.3) is active the password to open the dialog 'V-CareNeT Settings’ is
'‘Demo’,

Display dx-values Alarm Melodies
|| pisplay Baseline values ALIDIO OFF Reminder

[~ remote Monitoring Windows maveable "] aUDIC OFF for Technical Alarms of Central Station

Pasition of V-CareNeT Contrel Window [7] aUBIC OFF for Technical Alarms of SDMs

’ PCO2 Color [ remote Contral of SDMs

Sp02 Color

Basic LAN Port:

[ Network diagnostics
Font "Status message” Device Discorvery

I
l PR Color
|

Display “Patient Info™ on SOM

0 ok | [ Qe | [2 Hep |

Parameter / Control Range (Factory Default in Bold) / Description

Display dx-values Type: Parameter
Range: Checked, Not checked

If this box is checked dx-values will display for PCO2 and SpO2 in the remote monitoring
window (see 14.8.1)

Note: 'dx’ is the difference between the current reading and the reading x minutes ago
(default value for x is 10 minutes).

Display baseline values Type: Parameter
Range: Checked, Not checked

If this box is checked baseline values (baseline, dB, and time elapsed since setting the
baseline) will display for PCO2, PO2, SpO2 and RHP (if enabled) in the remote monitoring
window (see 14.8.1). Please note that V-CareNeT currently only supports remote
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Parameter / Control

Range (Factory Default in Bold) / Description

monitoring of PCO2, SpO2 and PR.

Note: 'dB’ is the difference between the current reading and the reading at the moment
the baseline was set.

Remote Monitoring
Windows moveable

Type: Parameter
Range: Checked, Not checked

If this box is checked the ‘V-CareNeT Control Window’ (see 14.5) and the ‘Remote
Monitoring Windows' (see 14.8.1) can be moved in the V-CareNeT Main Screen, i.e. their
positions can be customized. Unchecking this box, will arrange all windows in their
default positions in the V-CareNeT Main Screen (see 14.4).

Note: As long the function Arrange Windows’ is not activated/ executed (be it when
starting up V-CareNeT (see 14.4.1) or by clicking on the 'Arrange Windows’ Icon in the
V-CareNeT Control Window if V-CareNeT is being executed), all windows — even those
that are currently not displayedy active — will maintain their customized position.

Position of V-CareNeT
Control Window

Type: Pull-down menu
Range: left, right

Determines position of the *V-CareNeT Control Window " (see 14.5) in the V-CareNeT
Main Screen, i.e. left or right side (see 14.4).

Note: Should changing the position of the V-CareNeT Control Window from left to right
(or vice versa) reduce the maximal number of stations that are available at the
V-CareNeT Central Station and should this cause the discharge of patients currently
admitted to these stations (if any), then the alert dialog Discharge Patient(s)’ (see 14.7.5)
displays.

Note: Changing the position of the V-CareNeT Control Window from left to right (or vice
versa) will arrange all windows in their default positions in the V-CareNeT Main Screen
(see 14.4).

PCO2 Color

Type: Button

Click on this control opens a Windows dialog which permits to change the color that is
used by V-CareNeT for PCO2 related parameters (default color = green).

Note: The PCOZ color used to display the measurement curve and channel label in the
V-STATS Main Window must be changed in the dialog 'Channel settings’ (see 12.1.1).

Sp02 Color

Type: Button

Click on this control opens a Windows dialog which permits to change the color that is
used by V-CareNeT for SpO2 related parameters (default color = red).

Note: The SpOZ2 color used to display the measurement curve and channel label in the
V-STATS Main Window must be changed in the dialog 'Channel settings’ (see 12.1.1).

PR Color

Type: Button

Click on this control opens a Windows dialog which permits to change the color that is
used by V-CareNeT for PR related parameters (default color = white).

Note: The PR color used to display the measurement curve and channel label in the
V-STATS Main Window must be changed in the dialog 'Channel settings’ (see 12.1.1).

Font ‘Status Message’

Type: Button

Click on this control opens a Windows dialog which permits to change the font of the
‘Status Message’ displayed in the remote monitoring window (see 14.8.1).

Note: The default font is Arial Unicode MS / Standard / Size=10.

Note: When changing the font ensure to select a font that is properly supported by your
PC. After changing the font verify legibility of the status messages and ensure that all
status messages fit into the available space.

Display ‘Patient Info’ on
SDM

Type: Parameter
Range: Checked, Not checked

If this box is checked the ‘Patient Info’ (the patient’'s name, a comment or the patient
number) being displayed in a station’s remote monitoring window (see 14.8.1) will be
duplicated on the corresponding SDM

a) on the ‘Ready for use’ and ‘Calibration’ screens (next to the patient type indicator)

Page 106 / 186




V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

Parameter / Control Range (Factory Default in Bold) / Description

b) in the SDM’s main menu

c) in the SDM'’s status bar enclosed in in “[* and “]"” (only if no status message has to
be displayed).

Note: The 'Patient Info’ is defined by the information which is provided in the patient data
field that is selected in the dialog '<X>.: <Device/Host Name> - Patient Data’ (see 14.7.1,
14.7.2). Before selecting one of the check boxes next to the patient data entry fields in
this dialog and/or the check box 'Display Patient Info on SDM’ verify that patient privacy
will be warranted in accordance with local ordinances.

Note: It is strongly recommended not to include special characters in the 'Patient Info’
since they might not be displayed correctly on the SDM itself.

Alarm Melodies Type: Parameter
Range: Checked, Not checked

V-CareNeT uses ‘Alarm Melodies’ for its auditory high, medium, and low priority alarm
signals if this box is checked.

Note: V-CareNeT's auditory alarm signals are priority encoded and meet the requirements
of IEC 60601-1-8:2006 (Table 3 and Table 4). Alarm Melodies’ are based on the
recommendations provided in Annex F of IEC 60601-1-8:2006.

AUDIO OFF Reminder Type: Parameter
Range: Checked, Not checked

The ‘AUDIO OFF Reminder’ is a short signal tone that sounds every 60 seconds if all
auditory alarm signals of V-CareNeT have been switched OFF permanently by using the
‘AUDIO Icon’ in the V-CareNeT Control Window (see 14.5).

Note: If the Speaker Test’ is required (see 14.9.3) V-CareNeT’s auditory signals, including
the 'AUDIO OFF Reminder, are inactive.

Note: The AUDIO OFF Reminder’ is not active if auditory alarm signals of an individual
station/SDM are permanently switched off (see 14.8.1).

AUDIO OFF for Technical Type: Parameter

Alarms of Central Station Range: Checked, Not checked

At the V-CareNeT Central Station auditory alarm signals being related to technical alarm
conditions occurring at the central station itself are permanently switched off / inhibited if
this box is checked. In this case the message ‘AUDIO OFF Tech. Alarms CS’ displays in
the V-CareNeT Control Window (see 14.5).

Note: The 'Remote Monitoring Interrupted’ alarm condition (see 14.8.1 and 14.10) is
currently the only alarm condition that is evaluated by the V-CareNeT Central Station.
Note: If the boxes 'AUDIO OFF for Technical Alarms of Central Station” and 'AUDIO OFF

for Technical Alarms of SDMs” are simultaneously checked, the message 'AUDIO OFF
Tech. Alarms’ displays in the V-CareNeT Control Window.

AUDIO OFF for Technical Type: Parameter
Alarms of SDMs Range: Checked, Not checked

At the V-CareNeT Central Station auditory alarm signals being related to technical alarm
conditions occurring at SDMs with admitted patients are permanently switched off /
inhibited if this box is checked. In this case the message ‘AUDIO OFF Tech. Alarms SDMs’
displays in the V-CareNeT Control Window (see 14.5).

Note: Auditory alarm signals being related to physiological alarm conditions (alarm limit
violations of PCOZ2, SpOZ2, or PR) occurring at SDMs with admitted patients continue to be
audible at the V-CareNeT Central Station if this box is checked.

Note: The SDMs auditory alarm signals are not affected by this setting.

Note: If the boxes 'AUDIO OFF for Technical Alarms of Central Station’ and 'AUDIO OFF
for Technical Alarms of SDMs’ are simultaneously checked, the message 'AUDIO OFF
Tech. Alarms’ displays in the V-CareNeT Control Window.

Remote Control of SDMs Type: Parameter
Range: Checked, Not checked

If this box is checked it is possible to remotely control certain parameters/ settings of the
included SDMs from the V-CareNeT Central Station (see 14.8.2.1).
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Parameter / Control

Range (Factory Default in Bold) / Description

Basic LAN Port :

Type: Parameter
Default: 62000

The Basic LAN port defines the LAN port (or IP port) V-CareNeT uses when connecting to
a first SDM being connected to the same network as the PC. When connecting to a
second SDM V-CareNeT uses the next higher LAN port.

Note: If you want to simultaneously connect to multiple SDM’s make sure to select the
‘Basic LAN port’ such that at least as many LAN ports are available / free as the number
of devices you want to connect to V-CareNeT.

Note: V-CareNeT supports simultaneous communication via LAN for up to 40 SDM’s.

Network Diagnostics

Type: Parameter
Range: Checked, Not checked

If this box is checked a tool tip providing quantitative information on the connection
quality between the V-CareNeT Central Station and the respective SDM displays if the
mouse is placed over a ‘Connection Status Indicator’ in the V-CareNeT Control Window
(see 14.5). The tool tip indicates for the respective connection the current CRC failure
rate and the current Lan Rejection Rate (LRR). It displays 'SDM not reachable’ if
communication with the respective SDM is erroneous or cannot be established at all.

Note: To secure communication between the V-CareNeT Central Station and each
individual SDM CRC protected frames are used. To determine the connection/network
quality the V-CareNeT Central Station monitors for each connection the CRC failure rate,
the answer/question ratio (Lan Rejection Rate (LRR)), and the plausibility of received
data. In the V-CareNeT Control Window the connection quality is visualized in the
respective ‘Connection Status Indicator.

Device Discovery

Type: Parameter

Range: Checked, Not checked

If this box is checked V-CareNeT uses DHCP broadcast for automatic device discovery in
the network (BOOTP). All SDMs within the broadcast range will respond to the broadcast
with their IP address and subsequent communication is then possible. The broadcast
range is usually within the same subnet, but can also be across subnets depending on the
router configuration.

If this box is not checked (or if V-CareNeT is not able to discover a SDM if the box is
checked) a SDM must be added to V-CareNeT by entering the respective SDM’s IP
Address/IP Port in the dialog ‘Add SDM to V-CareNeT’ (see 14.5.1).

Note: This check box is dimmed grey (not accessible) if V-CareNeT is open, i.e. device
discovery cannot be activated/deactivated while V-CareNeT is running.

Note: If this check box is deselected the following warning-dialog appears:

-

UM Warning 0| (S

If Device Discovery is deactivated V-CareMeT requires a network environment
with fixed IP address assignment.

You either must set DHCP Mode to OFF and select an IP address [ IP port for all
SDMs you want to connect to V-CareMNeT or you must have a DHCP Sever
configuration that assigns fixed IP addresses based on MAC address.

Contact your IT administrator in case of doubts.
Important Note:
By proceeding you confirm, that your selected netwark configuration is or will be based

on 5DMs with fixed IP address assignments.

Do you want to proceed?
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Parameter / Control Range (Factory Default in Bold) / Description

Click on 'No’ to abort. A click on 'Yes’ will activated the following warning dialog:

i Warning lth

If you proceed all SDMs will be removed from the V-CareMeT Control Window!

OK l | Cancel

Click on 'Cancel’ to abort and to keep device discovery active.
Click on OK to remove all SDMs from V-CareNeT and to deactivate device discovery.

12.3 Sub-menu ‘Settings / V-CareNeT Demo Mode’

For demonstration and training/education purposes V-STATS includes the ‘V-CareNeT Demo Mode’ which can be
activated by using the sub-menu ‘Settings / V-CareNeT Demo Mode'.

The V-CareNeT Demo Mode includes patient data of 40 Demo Patients. Note that in Demo Mode the maximal number of
beds/ patients for which remote monitoring can be simulated/ demonstrated is only limited by the computer’s screen
size/ resolution. To simulate remote monitoring for 40 beds/ patients, for example, a screen size/ resolution of approx.
2560 x 1440 is required (approx. 1024 x 768 for 5 beds/ patients, 1152 x 864 for 10 beds/ patients, 1600 x 1024 for 20
beds/ patients, 1920 x 1200 for 30 beds/ patients). Smaller screen sizes/ resolutions will support fewer beds/patients.

Note: Registration of V-STATS (see 15.1) or full activation of the V-CareNeT Package (see 15.2) is not required to
use the V-CareNeT Demo Mode.

The sub-menu ‘Settings / V-CareNeT Demo Mode’ first activates a password-dialog and — after having successfully
entered the password — the dialog ‘Last V-CareNeT Demo Session’.

Note: The password to activate the 'V-CareNeT Demo Mode’ is 'Demo’.

Note: Once the 'V-CareNeT Demo Mode’ is active the password to open the dialog 'V-CareNeT Settings’ (see 12.2)
/s '‘Demo’,

Note: The sub-menu 'Settings / V-CareNeT Demo Mode’ is dimmed grey if 'V-CareNeT’ is running or if a 'V-CareNeT
Trial, an ‘Extended V-CareNeT Trial, or the 'V-CareNeT Demo Mode’ is active.

Note: For a description of the dialog ‘Last V-CareNeT Demo Session’ please refer to the description of the comparable
dialog ‘'Last V-CareNeT Session’ which displays when starting-up of V-CareNeT (see 14.4.1).
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ﬂ Last V-CareNeT Demo Session [ =|elE] g
e — .
Edit /| Reactivate last V-CareleT Demo Session (to edit double-dlick on respective ling)
Last Admitted Patient
Station SDM Device/Host Mame Connect Admit Patient Last Name, First Mame Patient Mumber Location
1 SenTec-5DM301001 Mueller, Hugo P22134 Room 2, Bed 2
2 SenTec-50M301002 Watkins, Sarah P45571 Room 1, Bed 1
3 SenTec-SOM301003 Lehmann, John P41234 Room 2, Bed 1
4 SenTec-5SDM301004 Agosting, Raphaele P23185 Room 2, Bed 4
5 SenTec-SDM301005 Aebi, Felicitas P34250 Room 1, Bed 2
& SenTec-S0OM301006 Smith, Angela P8g9342 Room 1, Bed 3
7 SenTec-5SDM301007 Weber, Jim P73130 Room 2, Bed 3
] SenTec-SDM301008 Weitzel, Isabelle P98123 Room 1, Bed 4
g SenTec-5DM301009 Keller, Maria PE8391 Room 3, Bed 4
10 SenTec-5DM301010 schneuwly, Anna P12786 Room 3, Bed 1
11 SenTec-SOM301011 Bruegger, Robert P77123 Room 4, Bed 3 I
12 SenTec-50M301012 Solbeck, Mark P33571 Room 4, Bed 2 |
13 SenTec-SOM301013 Menegon, Jagueline P87912 Room 3, Bed 3 |
14 SenTec-SDM301014 Favre, Jose P75540 Room 4, Bed 1 L
15 SenTec-5DM301015 Shonya, Padl PGTE12 Room 4, Bed 4
16 SenTec-SOM301016 Gardner, Julia P77683 Room 3, Bed 2
17 SenTec-5SDM301017 Franklin, Catherine Pg93112 Room 5, Bed 1
18 SenTec-5SDM301018 Clinton, Danielle P75859 Room 5, Bed 2
19 SenTec-SOM301019 Goldberg, Eil P92831 Room &, Bed 1
0 SenTec-5DM301020 \Weisskopf, Peter P17782 Room &, Bed 2
21 SenTec-SDM301021 Weber, John P12134 Room 12, Bed 2
22 SenTec-SDM301022 Mueller, Belinda P35571 Room 11, Bed 1
23 SenTec-5SDM301023 Meier, Raphaele P31234 Room 12, Bed 1
24 SenTec-5DM301024 Grossrieder, Kurt P13185 Room 12, Bed 4
25 SenTec-5DM301025 Aebi, Angela P24230 Room 11, Bed 2
26 SenTec-5DM301026 Schuler, Alexandra P73342 Room 11, Bed 3
27 SenTec-SDM301027 Weber, Daniel P&E130 Room 12, Bed 3
28 SenTec-5DM301028 Bruegager, Margrit P73123 Room 11, Bed 4
29 SenTec-SDM301029 Gonzales, Maria pP7a991 Room 13, Bed 4
30 SenTec-SDM301030 Tinguely, Caroline P0O2786 Room 13, Bed 1
31 SenTec-5SDM301031 Eichhorn, Walter P&7123 Room 14, Bed 3
32 SenTec-SDM301032 Schneuwly, Adrian P23671 Room 14, Bed 2
33 SenTec-5DM301033 Kamber, Andrea P77912 Room 13, Bed 3
34 SenTec-S0M301034 Hoegger, Patrick P&E5540 Room 14, Bed 1
35 SenTec-SDM301035 Corba, Pascal pP57E12 Room 14, Bed 4
36 SenTec-5SDM301036 Marthaler, Katrin P&TEEE Room 13, Bed 2
37 SenTec-SDM301037 Rudaz, Astrid Pag112 Room 15, Bed 1
38 SenTec-5SDM301038 Zosso, Barbara P&EE53 Room 15, Bed 2
39 SenTec-5DM301039 Aeby, Anton P&2831 Room 16, Bed 1
40 SenTec-SDM301040 Diedrich, Leon PO77E2 Room 16, Bed 2
Arrange Windows
[ O ]4 l Le Cancel ] ’ Clear ] ’ Restore

Click on the button ‘OK’ to reactivate the last ‘V-CareNeT Demo Session’ according to the settings in the dialog ‘Last
V-CareNeT Demo Session’.

During V-CareNeT Demo Mode the label DEMO MODE displays - as shown in the figure below - a) in the V-CareNeT

Control Window (see 14.5), b) in each remote monitoring window as status message (see 14.8.1), and c) in the center
of those station cells for which remote monitoring is not active (see 14.4).

Page 110/ 186




V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

DEMO MODE . DEMO MODE

TTTTTTITY

DMIOI0L - Room 3, Bed 3

DEMO MODE

DEMO MODE

oo [0
021 - Room 12, Bed 2 2 - Room 11, Bed 1 01023 - Room 12, Be 24 - Room 12, Bed 4
E! DEMO MODE H H! DEMO MODE H E! DEMO MODE H E! DEMO MODE H

In default configuration the ‘V-CareNeT Control Window’ in Demo Mode lists 40 'SDM Device/Host Names' (SenTec-
SDM301001, SenTec-SDM301002,..., SenTec-SDM301040). A simulated connection with each of these virtual SDMs can
be established by selecting the respective ‘Connect’ check box. To each station for which an ‘Admit Patient’ check box is
available, it is possible to admit a patient once the ‘simulated’ connection is established (see 14.7.1).

Note: In Demo Mode the control icon 'Edit SDM Device/Host Name’ is disabled. Instead, the list of 'SDM Device/Host
Names’ that is used in Demo Mode can be edited in the file ‘Target drive:|fg|vstats|DemoSDM. txt'.

Note: Trend Data Download from the virtual monitors is not supported during Demo Mode. The respective 'OK™-
buttons therefore remain dimmed during Demo Mode.

Once a patient is admitted to a virtual SDM, the Demo Mode displays in the respective remote monitoring window a
sequence of simulated PCO2, Sp0O2, and PR data which is repeated every 30 minutes. The sequence illustrates the
typical behavior of the readings during apnea, hyperventilation, and hypoventilation episodes. If enabled calculated dx-
values are displayed, whereas baseline values are not supported in V-CareNeT Demo Mode (see 12.2, 14.8.1). All other
parameters available in the remote monitoring and the additional data windows are either kept at constant values or
display no value at all during demo mode. In normal operation mode alarm conditions are evaluated by the SDM and
duplicated in V-CareNeT. Consequently no alarms will be triggered if V-CareNeT is used in Demo Mode.

Note: During V-CareNeT Demo Mode all remote monitoring windows (see 14.8.1) display a constant value of 4.5
hours in the ‘Remaining Monitoring Time’ icon and a constant value of 42°C in the ‘Sensor Temperature’ icon with
Site Protection in OFF mode. A click on the 'E™-button opens the dialog ‘Set Operator Events’ (see 14.8.3), however,
during V-CareNeT Demo Mode it is neither possible to set a baseline nor to mark operator events.

Note: During V-CareNeT Demo Mode the dialog 'Additional Data’ (see 14.8.2) of all stations displays a constant value
of 2.0 for the Pulsation Index (PI) and a constant value of 5 mW for the 'Relative Heating Power’ (RHP) displays. The
‘Patient Type’ icon indicates 'Adult’ and the 'AC Power / Battery Indicator’ icon shows a remaining capacity of 50%
with the SDM being powered by the internal battery for all stations. The indicated date/time corresponds to the
date/time of the PC.

Note: Even if the parameter 'Remote Control of SDMs’ is enabled in the dialog 'V-CareNeT Settings’ (see 12.2) the
dialog 'Remote Control’ (see 14.8.2.1) cannot be opened during V-CareNeT Demo Mode.

To terminate the V-CareNeT Demo Mode simply close V-CareNeT or V-STATS.
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13. SDM Configuration - Profiles & Parameters

13.1 Introduction

After manufacturing the factory configuration of the SenTec Digital Monitor (SDM) is active, i.e. all parameters of the
SDM are pre-set to factory defaults.

In the menu of the SDM the operator can configure all menu-parameters on an individual basis, whereby operator-
access to certain menu-parameters may be disabled or restricted by the Responsible Organization. If a SDM is used in
‘Institutional Mode’ the operator, furthermore, can in the menu *Profiles’ @) restore the ‘Standard Profile’ as well as b)
select / activate one of the other ‘SDM Profiles’ stored in the SDM as ‘Standard Profile’. Please refer to the Technical
Manual for the SDM (HB-005752) for additional details.

Note: A 'SDM Profile’ is a file which contains a specific setting for all those SDM parameters that are displayed in
black font in the dialog 'Profiles / SDM Settings - <SN>"(see 13.2, 13.2.4).

The Responsible Organization by using V-STATS within a password protected area (see 13.2) can
¢ configure all menu-parameters as well as all safety relevant parameters of a SDM on an individual basis.

Note: Safety relevant parameters cannot be changed in the menu of the SDM. Several of these parameters
permit to disable or restrict operator-access to certain menu-parameters. Examples include the restriction of the
‘Maximal selectable Sensor Temperature, restriction of the 'Maximal selectable Site Time’ or enabling/disabling
the possibility that the operator can switch-off the 'AUDIO OFF Reminder’ in the menu of the SDM.

e select the ‘Profile Mode’ of a SDM (see 13.2, 13.2.1). In 'Basic Mode' the SDM at power-up maintains the
parameter settings from previous use and the SDM menu ‘Profile’ is not accessible. In case of a SDM being operated
in ‘Institutional Mode’ the Responsible Organization can store up to 4 SDM Profiles in the connected SDM and select
one of these profiles as ‘Standard Profile’ (see 13.2.1, 13.2.2). If modified the operator can at any time restore the
‘Standard Profile’ in the menu of the SDM. Furthermore, if at power-up of the SDM the LAST settings are different
from the settings of the ‘Standard Profile’ the menu ‘Profiles’ activates and offers the option to restore the ‘Standard
Profile’, to select another ‘Profile’, or to keep the modified profile. On the SDM the display name of the ‘Current SDM
Profile’ is displayed on the ‘Calibration’ screen, the ‘Ready for use’ screen, in the main menu, and in the sub-menu
‘Profiles’. An asterisk displays behind the display name of the ‘Current SDM Profile’ if at least one of the menu-
parameters or one of the safety relevant parameters has been modified.

Note: For the connected SDM the Responsible Organization at any time can restore a) the 'Default SDM Profile’ in
the dialog 'Profiles / SDM Settings - <SN>’ (see 13.2) or b) the factory configuration in the dialog 'Special
Functions’ by executing the function 'SDM Factory Reset’ (see 8.1).

V-STATS stores ‘SDM Profiles’ in the so-called "SDM Profiles Database’ and provides the functions required to
customize and manage ‘SDM Profiles’ within the password-protected dialog ‘Profiles / SDM Settings - <SN>' (see 13.2,
13.2.3) or — if no serial connection to a SDM is available — within the dialog ‘SDM Profiles Database (stored in V-STATS)’
(see 7.10). It is possible a) to import ‘SDM Profiles’ to the database (either from the SDM or from the PC), b) to export
‘SDM Profiles’ from the database to the PC (e.g. to exchange them with other users) as well as c) to rename, print (on
paper or as pdf-file) or delete ‘SDM Profiles’ currently available in the *SDM Profiles Database’.

Note: Upon installation of or upgrade to V-STATS 4.00 the following write-protected SDM Profiles preconfigured by
SenTec and tailored to optimally fit the specific needs of varying clinical settings are stored in the SDM Profiles
Database’ : ADULT PO2 [Adult pO2], CRITICAL CARE [CRITICAL CARE], GEN. CARE FLOOR [GCF], HOME [HOME],
NICU PO2 [NICU pO2], NICU [NICU], OPERATING ROOM [OR], PACU [PACU], SLEEP [SLEEP] SMB621 Style
[SMB621_Style], V-CHECK [V/_CHECK].

13.2 Dialog 'Profiles /| SDM Settings - <SN>'’

Click on the button ‘Profiles / SDM Settings’ in the dialog ‘Communication with SDM (via Serial Interface)’ (see 8.1)
opens a password-dialog and — after having successfully entered the password - the dialog ‘Profiles / SDM Settings -
<SN>’, where <SN> is the serial number of the connected SDM.

Note: The dialog 'Profiles / SDM Settings - <SN>’is not accessible if patient monitoring is ongoing with the
connected SDM. If open the dialog 'Profiles / SDM Settings - <SN>' closes when patient monitoring is initiated with
the connected SDM. It will also close if serial communication with the connected SDM interrupts.
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U1 Profiles / SDM Settings - SN301569 e X
Profile Mode | Institutional - Syntax of Profile Names
Profiles on SDM SDM Profiles Database (stored in V-STATS)
7 | cRITICAL CARE (standard) -] e o -
O [ADULT PO2 [Aduit_pO2] -
p [Nlcu PO2 [NICU_pO2] v] Impart from S0V Print Expor
© [sLEEP [SLEEP] - Set I — — —

Select Profiles with different <Display Names>

Current SDM Profile
SLEEP Parameter Types

Alarm Settings | Measurement 5 ettings [1] | Measurement 5 ettings [2) | Systemn Settings | Interfaces | Trend Data

PCO2 High Limit {mmHg) 200 % "AUDIO OFF" selectable
PCO2 Low Limnit (mmHg) 0 % Alarm Volume off -
Sp02 High Limit {3%) 100 % AUDIO PAUSED Duration {mins) 7 -
Sp0O2 Low Limit (%) 1 % "AUDIO OFF Reminder” selectable
PR High Limit {bpm) 250 % ALDIO OFF Reminder Off -
PR Low Limit (bpm) 0 % Alarm Melodies
SME V0&.00: PO2 High Limit {mmHg) 95 % Ready for use Beep ]
SME V08.00: PO2 Low Limit (mmHg) 50 % SMB V08.00: RMI AUDIO OFF Disable Volume Off
Set To Select Profile Reset l Save to SDM Profiles Database ] l Print J
l X Close ‘ l ? Help ‘ l Refresh Window ‘ Restore "Default SDM Profile”™ ‘

The dialog ‘Profiles / SDM Settings - <SN>' is divided in the following main areas:

¢ Profile Mode: This drop-down list at the top left of the dialog ‘Profiles / SDM Settings - <SN>" indicates the current
‘Profile Mode’ (*Basic’ or ‘Institutional”) of the connected SDM. By using the drop-down list the ‘Profile Mode’ of the
connected SDM can be changed (see 13.2.1).

¢ Syntax of Profile Names: The name of a SDM Profile consists of its display name and its file name. The file name
is the name under which the profile is stored on the PC. The file extension of SDM Profile files is *.spf’. The display
name is the part of the profile name that will be displayed on the SDM (on the ‘Calibration’ screen, on the ‘Ready for
use’ screen, in the main menu, and in the sub-menu Profiles’). Its length is restricted to 16 characters.

If the mouse is hovered over the red bold label ‘Syntax of Profile Names’ in the top center of the dialog ‘Profiles /
SDM Settings - <SN>’ the syntax that is used for profile names to univocally identify ‘SDM Profiles’ within V-STATS
appears in a tool-tip. The syntax that is used for profile names is:

<Display Name> [<File Name>]: This notation is used for SDM Profiles that are available in the SDM Profiles
Database. Consequently this notation is also used for SDM Profiles being stored on the SDM with a matching
profile in the SDM Profiles Database.

<Display Name> (standard): This notation is used for profiles that are stored in one of the SDM's four profile
slots with no matching profile in the SDM Profiles Database.

<Display Name> (current): This notation is used if the Current SDM Profile is different from the active
‘Standard Profile’ and no matching profile is available in the SDM Profiles Database.

Note: In certain (older) profiles the <Display Name> may not be available. In this case the syntax of the
profile names reduces to [<File Name>], (standard), or (current).

¢ Profiles on SDM: In 'Basic Mode’ this area of the dialog ‘Profiles / SDM Settings - <SN>' is dimmed grey (not
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accessible). In ‘Institutional Mode’ the drop-down lists display the profile names of the SDM Profiles that are currently
stored in the corresponding profile slots of the connected SDM. The selected Radio Button on the left of the drop-
down lists indicates the ‘Standard Profile’. See 13.2.2 for instructions how to store different SDM Profiles on the
connected SDM and/or to activate a different ‘Standard Profile’.

Note: If no profile is stored in a profile slot the corresponding pull-down list displays '---'.

e SDM Profiles Database (stored in V-STATS): This area of the dialog ‘Profiles / SDM Settings - <SN>’ offers the
possibility to customize and manage ‘SDM Profiles’. The drop-down list in this area permits to select a ‘'SDM Profile’
available in the 'SDM Profiles Database’ or in the connected SDM. Available functions include a) import of ‘SDM
Profiles’ to the database (either from the SDM or from the PC), b) export of ‘SDM Profiles’ from the database to the
PC as well as c) the possibility to rename, print (on paper or as pdf-file) or delete ‘SDM Profiles’. See 13.2.3 for
details.

e Current SDM Profile: This area of the dialog ‘Profiles / SDM Settings - <SN>’ displays for the connected SDM the
current settings of all parameters (i.e. all menu-parameters and all safety relevant parameters being available only
within V-STATS).

Note: In 'Institutional Mode’ the display name of the 'Current SDM Profile’ displays underneath the 'Current SDM
Profile’ label. If at least one parameter of the 'Current SDM Profile’ differs from the respective parameters of the
Standard Profile’ '* (modified)’ additionally displays in red font behind the display name and an asterisk displays
behind each parameter that differs from its setting in the ‘Standard Profile’,

The parameters are grouped in multiple tabs that are arranged in the same order as the SDM’s menu. Note that
'SMB07.01" is printed in front of parameters that were introduced with firmware version SMB07.01.x. If the mouse is
hovered over a parameter a description of the respective parameter appears in a tool tip (also see 13.2.4). If the
mouse is hovered over the red bold label ‘Parameter Types’ the following description of the font-/color-coding that
is used to characterize the different types of parameters appears in a tool-tip:

Black, Plain: Parameters being accessible in the SDM’s menu and within V-STATS, part of profiles
Black, Bold: Parameters only being accessible within V-STATS, part of profiles
Blue, Plain: Parameters being accessible in the SDM’s menu and within V-STATS, not part of profiles.
Blue, Bold: Parameters only being accessible within V-STATS, not part of profiles.
Red, Plain: Parameters only being accessible in the SDM’s menu, not part of profiles.

: Non-changeable parameters, not part of profiles.

: Parameters are currently not accessible.

In the dialog ‘Profiles / SDM Settings - <SN>' the Responsible Organization can configured all parameters of the
connected SDM on an individual basis by means of check boxes, drop-down lists, and text entry fields.

Note: Mouse click on a check box (if accessible) immediately modifies the current setting of the respective
parameter on the connected SDM. Mouse click on other parameters highlights the respective drop-down list or
text entry field yellow to indicate that editing-mode has been activated. To exit editing-mode and to write the
new value of the respective parameter to the connected SDM click with the mouse on an arbitrary position of the
dialog window but the respective parameter itself.

Note: Changes of individual parameters only affect the Current SDM Profile, i.e. SDM Profiles stored in the four
profile slots of the SDM or in the SDM Profiles Database within V-STATS are not affected.

Rather than configuring parameters on an individual basis as described above it is

- in ‘Basic Mode’ possible to select a 'SDM Profile’ by using the drop-down list on the bottom left of the ‘Current
SDM Profile’ area and then to set the ‘Current SDM Profile’ to the selected ‘SDM Profile’ by clicking on the button
‘Set To'. Note: Elements of the following syntax can be available in this drop-down list: <Display Name> [<File
Name>], [<File Name>]. For a description of the syntax used for profile names see above.

- in ‘Institutional Mode’ possible a) to reset the ‘Current SDM Profile’ (if modified) to the ‘Standard Profile’ by
clicking on the button ‘Reset’ or b) to set the ‘Current SDM Profile’ to a different SDM Profile by activating this
profile as ‘Standard Profile’ in the ‘Profiles on SDM’ area of the dialog ‘Profiles / SDM Settings - <SN>'.

Note: SDM Profiles that were created with/for SDM’s with older firmware versions will not include parameters that
were introduced by more recent firmware versions. If such an ‘old’ SDM Profile is used to configure a SDM with a
more recent firmware version default settings will be used for those parameters that are not included in the 'old’
SDM Profile.

Click on the button ‘Save to SDM Profiles Database’ to save the ‘Current SDM Profile’ to the ‘SDM Profile
Database’. The dialog ‘Store profile as’ (see 13.2.3.1) will open. In this dialog it is possible to select a display and a
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filename for the profile. A click on *OK’ stores a copy of the *Current SDM Profile’ with the specified display and file
name to the “SDM Profiles Database’.

Click on the button ‘Print’ to print the ‘Current SDM Profile’, i.e. all parameters and their current settings, either a)
on paper (select ‘Printer’) or b) as pdf-file (select ‘PDF’). Refer to 13.2.3 for a description of the elements that are
included in the print-out.

¢ Restore ‘Default SDM Profile”: A click on this bottom in the bottom right of the dialog ‘Profiles / SDM Settings -
<SN>' restores the ‘Default SDM Profile’ and clears the ‘Trend Data’ of the connected SDM.

Note: The function 'Restore Default SDM Profile’ sets 'Profile Mode’ to 'Basic’ and restores factory default settings
of all parameters that are part of profiles. This function does not affect the settings of parameters that are not
part of profiles (parameters 'Language, 'Profile Mode, 'Demo Mode, and 'Patient ID’ as well as all parameters
related to the Serial Interface and the LAN Interface). Parameters that are part of profiles are displayed in the
dialog ‘Profiles / SDM Settings - <SN>"in black, whereas parameters that are not part of the profile are displayed
in blue, red, or orange.

Note: Use the function 'SDM Factory Reset’ available in the dialog 'Special Functions’ (see 8.1) to restore the
factory configuration of the SDM, i.e. to restore factory defaults for all parameters (regardless whether or not
they are part of profiles or not).

¢ Refresh Window: A click on this button in the bottom center of the dialog ‘Profiles / SDM Settings - <SN>' reads all
settings of the connected SDM and updates all elements (drop-down lists, radio buttons, check boxes, and text entry
fields) of the dialog ‘Profiles / SDM Settings - <SN>’.

Note: This function can be used to cancel modifications made in the area 'Profiles on SDM’ (drop-down lists, radio
buttons) that have not yet been saved to the SDM by clicking on the ‘Set’ button.

Note: A refresh of the dialog 'Profiles / SDM Settings - <SN>’ s automatically made when a) opening the dialog
‘Profiles / SDM Settings - <SN>, b) adding / deleting a SDM Profile to the SDM Profiles Database and — if in
Institutional Mode” — c) a parameter of the 'Current SDM Profile’ is modified or if the profile configuration on the
connected SDM is modiified.

Note: If V-STATS detects a corrupt profile in the 'SDM Profiles Database’ when executing the 'Refresh Window’
function the following warning dialog displays: 'The following profiles seem to be corrupt and will be deleted (list
with profile names). Do you want to save these profiles in another folder before (Yes | No)?’ Click on 'Yes’ to
create a backup folder and to move the corrupt profile(s) into this folder, click on '‘No’ to delete the corrupt
profile(s) without a backup copy.

13.2.1 Selection of the 'Profile Mode’

The drop-down list ‘Profile Mode’ at the top left of the dialog ‘Profiles / SDM Settings - <SN>’ permits to select/change
the *Profile Mode’ of the connected SDM. The available selections are ‘Basic’ (default setting) and ‘Institutional’.

In ‘Basic Mode’ no 'SDM Profiles’ are stored in the SDM, i.e. the ‘Current SDM Profile’ is the only available profile. At
power-up the SDM maintains the parameter settings from previous use and the menu ‘Profiles’ is not accessible.

In 'Institutional Mode’ the Responsible Organization must store at least one ‘SDM Profile’ in the connected SDM. It is
possible to store up to 4 SDM Profiles in the connected SDM. One of these profiles must be selected as ‘Standard Profile’.
If modified the operator can at any time restore the ‘Standard Profile” in the menu of the SDM. Furthermore, if at power-
up of the SDM the LAST settings are different from the settings of the ‘Standard Profile’ the menu Profiles’” activates and
offers the option to restore the ‘Standard Profile’, to select another *SDM Profile’, or to keep the modified profile. On the
SDM the display name of the ‘Current SDM Profile’ is displayed on the ‘Calibration’ screen, on the ‘Ready for use’ screen,
in the main menu, and in the sub-menu ‘Profiles’. An asterisk displays behind the display name of the ‘Current SDM
Profile’ if at least one of the menu-parameters or one of the special parameters, which are only changeable within
V-STATS, has been modified.

13.2.1.1 Activating ‘Institutional Mode’

Left-click on the drop-down list ‘Profile Mode’ while it displays ‘Basic’ and selection of ‘Institutional’ activates the dialog
‘Select Profiles’ (see below). The four drop-down lists available in the center of the dialog ‘Select Profiles’ represent the
four profile slots available in SDMs. In ‘Basic Mode’ no ‘SDM Profiles’ are stored in the SDM. At this stage all four drop-
down lists, therefore, display *---'.

Note: The Radio Buttons on the left of the drop-down lists are not selected and dimmed grey at this stage. The
button 'Set’ is dimmed grey as well.
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% Select Profiles =RRSN X

Select for at least one of the four available slots a Profile.

Select Profiles with different <Display Mames > if you select
more than one Profile,

Check the Radio Button in front of the Profile that you want to activate
as 'Standard Profile’.

Mote:

The ‘Current SDM Profile’ will be set to the Profile that will
be activated as 'Standard Profile’.

If you want to keep the 'Current SDM Profile’ then you can
allot it to one of the four available slots.

e

To store at least one SDM Profile in the connected SDM and to activate a Standard Profile proceed as follows:
1) Select the desired SDM Profile by using the respective drop-down list for each profile slot.

Note: You must select a SDM Profile for at least one of the four available slots. If you select more than one profile
you must select profiles with different '<display names>". Select '---’ if you dont want to store a profile in the
respective profile slot.

Note: If the mouse is hovered over the red bold label 'Syntax of Profile Names’ above the button ‘Set’ a
description of the syntax that is used for profile names to univocally identify 'SDM Profiles’ within V-STATS
appears in a tool-tip (see 13.2 for details).

Note: Elements of the following syntax can be available in the drop-down lists of the dialog 'Select Profiles’:
<Display Name> [<File Name>], [<File Name>], (current), and ---". Refer to 13.2 for a description of the syntax
used for profile names.

Note: SDM Profiles that were created with/for SDM’s with older firmware versions will not include parameters that
were introduced by more recent firmware versions. If an ‘old” SDM Profile is used to configure a SDM with a more
recent firmware version default settings will be used for those parameters that are not included in the ‘old” SDM
Profile.

2) Check the Radio Button in front of the SDM Profile that you want to use as ‘Standard Profile’
Note: The 'Current SDM Profile’ will be set to the Profile that will be activated as 'Standard Profile’.

Note: The Radio Button on the left of a drop-down list is only selectable after selection of a 'SDM Profile’ in the
respective drop-down list. It is dimmed grey or will be cleared if '---' is selected in the respective drop-down list.

Note: Only one Radio Button is selectable at a time.

3) Click on the button 'Set’ to activate your selection on the SDM, to set the ‘Current SDM Profile’ to the selected
‘Standard Profile’ and then to return to the dialog ‘Profiles / SDM Settings - <SN>'

Note: The button Set’ is dimmed grey if a) profiles with identical display names are selected in at least two
profile slots, b) no Radio Button is selected, or c) no profile is selected at all.

Note: Before storing your selection on the SDM, V-STATS checks various points and, if applicable, displays various

control dialogs:
A) If for the 'Current SDM Profile’ no matching profile is available in the SDM Profiles Database’ the following
dialog is triggered:
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Confirmation @

Do you want to store the Current SDM Profile in the SDM Profiles Database?

Ve || No || Cancel |

If 'Yes’ is selected the dialog 'Store profile as’ (see 13.2.3.1) opens permitting to select a display and file name
and then to store the 'Current SDM Profile’ in the SDM Profiles Database. If ‘No’ is selected the 'Current SDM
Profile’ will not be stored. Click on 'Cancel’ to return to the dialog ‘Select Profiles’ without storing your profile
selection on the SDM.

B) If one or more 'SDM Profiles” were selected in the dialog 'Select Profiles’ for which no display name is
available, V-STATS will force you to define a display name for each profile by displaying the dialog:

-
Information &J

For one or more of the selected profiles the display name is not defined.
To proceed you must select a display name for each profile,

ok || cancel |

L

If 'OK’ s selected the dialog ‘Store profile as’ (see 13.2.3.1) opens permitting to select a display and file name
and then to store the respective SDM Profile in the SDM Profiles Database. Click on 'Cancel’ to return to the
dialog ‘Select Profiles” without storing your profile selection on the SDM (Note: this step will be repeated as
many times as SDM Profiles” were selected in the dialog ‘Select Profiles’ for which no display name is
available).

C) If the Data Recording Interval (DRI) of the SDM Profile that you selected in the dialog 'Select Profiles’ to
become the ‘Standard Profile’ and the actual Data Recording Interval are different, V-STATS will display the
following dialog:

[ Warning @

The Data Recording Interval of the Profile you selected as

! . ‘'Standard Profile' and the actual Data Recording Interval are
different. If you proceed the trend data of the SDM will be cleared.
Do you want to proceed?

b

Click on 'Yes’ to continue. Click on 'No’ to return to the dialog ‘Select Profiles’ without storing your profile
selection on the SDM.

D) If in at least one of the selected 'SDM Profiles’ the parameter ‘Severinghaus Correction Mode Selectable’ is set
to ON the following warning dialog displays:
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r |

g‘ﬂarning =R X

For at least one of the selected profiles the parameter 'Severinghaus Correction Mode Selectable’
is set to ON, i.e. the SDM's menu-parameter "Severinghaus Correction Mode’ can be set to
fizced by the operator.

The Severinghaus Correction Mode defines the mode the SDM uses for the parameters Temperature Correction (C)
and Metabalic Offset (M) that are used in the Severinghaus equation.

In Auto Mode the SDM uses 'SenTec-recommended' C and M values and automatically
adjusts these values as a function of the selected patient type and sensor temperature,

In Fixed Mode the SDM uses fined, customized C and M values,
i.e. in Fixed Mode these values are not adjusted as a function of the selected patient type and sensor temperature.
'IC=(fix)* displays adjacent to the PCO2 label {or 'IC=100¢* if PCO2 values are additionally in-vivo corrected).

WARNING: ANYONE WHO USES FIXED MODE IS RESPONSIELE FOR. THE PERFORMAMCE CHARACTERISTICS OF THE SDMS.
SELECTION OF C AND M MUST BE BASED OM SOUND SCIENTIFIC AND CLINICAL EVIDEMCE.

Do you want to proceed?

L s [ © m |

%

Click on 'Yes’ to continue. Click on 'No’ to return to the dialog ‘Select Profiles’ without storing your profile
selection on the SDM.

13.2.1.2 Activating ‘Basic Mode’

Left-click on the drop-down list ‘Profile Mode” while it displays ‘Institutional’ and selection of ‘Basic’ first causes V-STATS
to check if SDM Profiles are currently available in the SDM with no matching profile in the *SDM Profiles Database’ . If
this is the case V-STATS triggers the following dialog:

Confirmation [é]

Profiles currently stored in the SDM will be deleted when proceeding.
Do you want to stere profiles which are not yet available in the SDM Profiles Database?

[ ves |[ Mo |[ Cancel |

If ‘Yes' is selected the dialog ‘Store profile as’ (see 13.2.3.1) opens permitting to select a display and file name and then
to store the respective SDM Profile in the SDM Profiles Database before it is cleared in the SDM. If ‘No’ is selected the
respective ‘SDM Profile’ will be cleared on the SDM without storing it in the *SDM Profiles Database’. Click on ‘Cancel’ to
abort the process on to remain in ‘Institutional Mode'.

Note: This step will be repeated as many times as there are 'SDM Profiles’ available in the SDM with no matching
profile in the SDM Profiles Database’.

Note: SDM Profiles stored in the SDM’s profile slots will be cleared when activating 'Basic Mode".

Thereafter the following information dialog displays to remind the user that the settings of the ‘Current SDM Profile’ will
be maintained when activating Basic Mode.

Information &J

Mote that the settings of the Current SDM Profile will be maintained when activating Basic Mode.

Click on ‘OK’ to acknowledge this information and to activate ‘Basic Mode'.

Note: In 'Institutional Mode’ the area 'Profiles on SDM’ of the dialog 'Profiles / SDM Settings - <SN>’is dimmed grey
(not accessible).
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13.2.2 Profiles on the SDM

The four drop-down lists available in the area ‘Profiles on SDM’ of the dialog ‘Profiles / SDM Settings - <SN>' represent
the four profile slots available in the SDMs. In ‘Basic Mode’ this area is dimmed grey. In ‘Institutional Mode’ the drop-
down lists display the profile names of the SDM Profiles stored in the connected SDM’s corresponding profile slots. The
Radio Button on the left of the drop-down list that corresponds to the profile slot with the ‘Standard Profile’ is selected.

Note: If no SDM Profile is stored in a profile slot the corresponding drop-down list displays ---'.

Note: The button 'Set’ is dimmed grey after each refresh of the dialog 'Profiles / SDM Settings - <SN>". It only
becomes accessible after making a valid modification in the profile selection (see below).

To store different SDM Profiles on the connected SDM and/or to activate a different ‘Standard Profile’ proceed as follows:
1) Select the desired SDM Profile by using the respective drop-down list for each profile slot.

Note: You must select a SDM Profile for at least one of the four available slots. If you select more than one profile
you must select profiles with different '<display names>". Select ---’ to clear the SDM Profile stored in the
respective profile slot.

Note: Elements of the following syntax can be available in the drop-down lists of the area 'Profiles on SDM’:
<Display Name> [<File Name>], [<File Name>], <Display Name> (standard), (standard), <Display Name>
(current), (current), and '---". Refer to 13.2 for a description of the syntax used for profile names.

Note: SDM Profiles that were created with/for SDM’s with older firmware versions will not include parameters that
were introduced by more recent firmware versions. If such an ‘old’ SDM Profile is used to configure a SDM with a
more recent firmware version default settings will be used for those parameters that are not included in the 'old’
SDM Profile.

2) Check the Radio Button in front of the SDM Profile that you want to activate as ‘Standard Profile’
Note: The 'Current SDM Profile’ will be set to the Profile that will be activated as 'Standard Profile’,

Note: The Radio Button on the left of a drop-down list is only selectable after selection of a 'SDM Profile’ in the
respective drop-down list. It is not selectable (dimmed grey) or will be cleared if ---" is selected in the respective
drop-down Iist.

Note: Only one Radio Button is selectable at a time.

3) Click on the button 'Set’ to activate your selection on the connected SDM and to set the ‘Current SDM Profile’ to the
selected ‘Standard Profile’.

Note: The button Set’ is dimmed grey if a) profiles with identical display names are selected in at least two
profile slots, b) no Radio Button is selected, or c) no profile is selected at all.

Note: Before storing your selection on the SDM, V-STATS checks various points and, if applicable, displays various
control dialogs:

A) If SDM Profiles are currently available in the SDM with no matching profile in the SDM Profiles Database’ the
following dialog is triggered:

Confirmaticn [&J

f - 1 Profiles currently stored in the SDM may be deleted when proceeding.
| Do you want to store profiles which are not yet available in the SDM Profiles Database?

[ Yes H No || Cancel |

L%

If 'Yes’ is selected the dialog ‘Store profile as’ (see 13.2.3.1) opens permitting to select a display and file name
and then to store the respective SDM Profile in the 'SDM Profiles Database’ before it is cleared in the SDM. If
'No’ is selected the respective 'SDM Profile’ may be cleared on the SDM without storing it in the SDM Profiles
Database’. Click on 'Cancel’ to return to the dialog 'Profiles / SDM Settings - <SN> without storing your
profile selection on the SDM. (Note: This step will be repeated as many times as there are SDM Profiles’
available in the SDM with no matching profile in the SDM Profiles Database’).

B) If one or more SDM Profiles’ were selected in the area 'Profiles on SDM’ for which no display name is
avallable, V-STATS will force you to define a display name for each profile by displaying the dialog:
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-
Information Ié]

For one or more of the selected profiles the display name is not defined.
To proceed you must select a display name for each profile.

[ ok || concel |

e

If 'OK’ is selected the dialog 'Store profile as’ (see 13.2.3.1) opens permitting to select a display and file name
and then to store the respective SDM Profile in the 'SDM Profiles Database’. Click on 'Cancel’ to return to the
dialog 'Profiles / SDM Settings - <SN>"without storing your profile selection on the SDM. (Note: this step will
be repeated as many times as SDM Profiles’ were selected in the area 'Profiles on SDM’ for which no display
name is available).

C) If the Data Recording Interval (DRI) of the SDM Profile that you selected in the dialog ‘Select Profiles’ to
become the ‘Standard Profile’ and the actual Data Recording Interval are different, V-STATS will display the
following dialog:

[ Warning &]

The Data Recording Interval of the Profile you selected as

I . 'Standard Profile’ and the actual Data Recording Interval are
different. If you proceed the trend data of the SDM will be cleared.
Do you want to proceed?

%

Click on 'Yes’ to continue. Click on 'No’ to return to the dialog 'Profiles / SDM Settings - <SN>"without storing
your profile selection on the SDM.

D) If in at least one of the selected 'SDM Profiles’ the parameter ‘Severinghaus Correction Mode Selectable’ is set
to ON the following warning dialog displays:

%Warning = | B |

For at least one of the selected profiles the parameter "Severinghaus Correction Mode Selectable’
is set to OM, i.e, the SDM's menu-parameter "Severinghaus Correction Mode' can be set to
fioced by the operatar,

The Severinghaus Correction Mode defines the mode the SOM uses for the parameters Temperature Correction (C)
and Metabolic Offset (M) that are used in the Severinghaus equation.

In Auto Mode the SDM uses 'SenTec-recommended' C and M values and automatically
adjusts these values as a function of the selected patient type and sensar temperature.

In Fixed Mode the SDM uses ficed, customized C and M values,
i.e. in Fixed Mode these values are not adjusted as a function of the selected patient type and sensor temperature,
'TC=(fix)* displays adjacent to the PCO2 label (or 'TC=xxx* if PCO2 values are additionally in-vivo corrected).

WARNING: ANYONE WHO USES FIXED MODE IS RESPONSIBELE FOR THE PERFORMAMCE CHARACTERISTICS OF THE SDMS.,
SELECTION OF C AND M MUST BE BASED OM SOUMD SCIENTIFIC AMD CLINICAL EVIDEMNCE.

Do you want to proceed?

O ][O w |

%

Click on 'Yes’ to continue. Click on 'No’ to return to the dialog 'Profiles / SDM Settings - <SN>’without storing
your profile selection on the SDM.

13.2.3 SDM Profiles Database / customize and edit SDM Profiles

A ‘SDM Profile’ is a file which contains a specific setting for all those SDM parameters that are displayed in black in the
dialog ‘Profiles / SDM Settings - <SN>' (see 13.2, 13.2.4). 'SDM Profiles’ therefore are helpful to ensure that all SDMs
within your institution work the way you want them to. In case of SDMs being used in ‘Institutional Mode’ it is possible
a) to store up to 4 SDM Profiles and to activate one of these SDM Profiles as ‘Standard Profile’ within a password-
protected area of V-STATS as well as b) to restore the ‘Standard Profile’ if modified and to select / activate on of the
other SDM Profiles stored in the SDM by using the menu *Profiles’.
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V-STATS stores ‘SDM Profiles’ in the so-called *SDM Profiles Database’ and provides the functions required to customize
and manage ‘SDM Profiles’ within the dialog ‘Profiles / SDM Settings - <SN>’ in the area ‘SDM Profiles Database (stored
in V-STATS)' (see 13.2) or — if no serial connection to a SDM is available — within the dialog ‘SDM Profiles Database
(stored in V-STATS)' (see 7.10).

Note: Upon installation of or upgrade to V-STATS 4.00 the following write-protected SDM Profiles preconfigured by
SenTec and tailored to optimally fit the specific needs of varying clinical settings are stored in the SDM Profiles
Database’ : ADULT PO2 [Adult pO2], CRITICAL CARE [CRITICAL CARE], GEN. CARE FLOOR [GCF], HOME [HOME],
NICU PO2 [NICU pO2], NICU [NICU], OPERATING ROOM [OR], PACU [PACU], SLEEP [SLEEP] SMB621 Style
[SMB621_Style], V-CHECK [V/_CHECK]. Please refer to 'RF-006679 Preconfigured SDM Profiles’ to view all parameters
and their respective settings in the 9 preconfigured SDM Profiles.

Note: If V-STATS detects a corrupt profile in the 'SDM Profiles Database’” when executing the 'Refresh Window’
function the following warning dialog displays: 'The following profiles seem to be corrupt and will be deleted (list with
profile names). Do you want to save these profiles in another folder before (Yes | No)?’ Click on 'Yes’ to create a
backup folder and to move the corrupt profile(s) into this folder, click on 'No’ to delete the corrupt profile(s) without
a backup copy.

In the area '‘SDM Profiles Database (stored in V-STATS)’ of the dialog ‘Profiles / SDM Settings - <SN>' the following
functions / controls are available.

Control Description
Drop-down list Lists all ‘'SDM Profiles’ in alphabetical order that are currently available in the SDM Profiles
‘Select Profile’ Database as well as all SDM Profiles currently available in the SDM with no matching profile in

the SMD Profiles Database. One of the listed SDM Profiles can be selected.

Note: The buttons 'Import from SDM, ‘Store as, 'Print, 'Export, 'Delete, and 'Email’ are
dimmed grey (no function) as long as no 'SDM Profile’ is selected.

Note: Elements of the following syntax can be available in this drop-down list <Display Name>
[<File Name>], [<File Name>], <Display Name> (standard), (standard), <Display Name>
(current), and (current). Please refer to 13.2 for a description of the syntax that is used for the
profile name of SDM Profiles.

Button ‘Import from | Permits to import a SDM Profile currently stored in the SDM with no matching profile in the SDM
SDM’ Profiles Database to the database.

A click on this button opens the dialog ‘Store profile as’ (see 13.2.3.1). A click on ‘OK’ imports
the selected ‘SDM Profile’ with the specified display and file name to the SDM Profiles Database.

Note: This button is only accessible, if a SDM Profile currently stored in the SDM with no
matching profile in the SDM Profiles Database is selected in the drop-down list, i.e. a SDM
Profile with (standard) or (current) in its profile name.

Note: Click on the button 'Save to SDM Profiles Database’ in the area 'Current SDM Profile’ of
the dialog 'Profiles / SDM Settings - <SN>' permits to store the 'Current SDM Profile’ in the SDM
Profiles Database’.

Button ‘Import’ Permits to import a ‘SDM Profile’ from the PC to the SDM Profiles Database.

A click on this button opens a windows dialog which permits to select a ‘SDM Profile’ file stored
on the PC. Upon selection of a ‘SDM Profile’ the dialog ‘Store profile as’ (see 13.2.3.1) opens. A
click on ‘OK’ imports the selected ‘SDM Profile’ with the specified display and file name to
V-STATS' SDM Profiles Database.

Note: The file extension of SDM Profile files is .spf.

Button ‘Store as’ Permits to store the '‘SDM Profile’ selected in the drop-down list in the SDM Profiles Database
with a different display name and/or file name.

A click on this button opens the dialog ‘Store profile as’ (see 13.2.3.1). In this dialog it is
possible to modify the display and/or filename. A click on ‘OK’ stores a copy of the selected
‘SDM Profile’ with the specified display and file name to the SDM Profiles Database.

Note: If a different file name is selected in the dialog ‘Store profile as’ (see 13.2.3.1) a copy of
the selected SDM Profile will be stored in the SDM Profiles Database with the specified file
name. If only a different display name is selected but the file name is not modified in the dialog
Store profile as’ (see 13.2.3.1) the display name of the selected SDM Profile will be modified
accordingly.

Page 121/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

Control Description

Button ‘Print’ A click on this button opens a windows dialog permitting to print the ‘SDM Profile’ selected in
the drop-down list either @) on paper (select ‘Printer’) or b) as pdf-file (select ‘PDF’). If ‘Printer’
is selected a dialog opens in which it is possible to select the printer and print settings such as
paper size. If ‘PDF’ is selected a windows dialog opens permitting to specify the storage folder
and filename of the pdf-file. The syntax of the proposed file name is ‘SDM Profile <Display
Name> [<File Name>].pdf'.

The print-out/ PDF-file of the selected SDM Profile will include

— a header line with the profile name (and serial number of the SDM if a profile that is available
in the SDM is printed) on the left, the V-STATS License Number in the center, and the
Identification Code on the right

— a title line with the profile name. If the Current SDM Profile is printed ‘Current SDM Profile’ is
added to the title

- a line with information on the SDM (serial number, firmware versions) if a SDM Profile
available in the connected SDM is printed

— a box explaining the font-/color-coding that is used to characterize the different types of
parameters (see 13.2)

— all parameters and their respective settings of the selected SDM Profile. The parameters are
listed in the same order and grouped as in the tabs of the dialog ‘Profiles / SDM Settings -
<SN>'. For parameters that are not part of profiles the respective setting will only be printed
if the Current SDM Profile is printed. Otherwise ‘non-setting’ or ‘not available” will be printed
instead. Note that ‘SMB07.01" is printed in front of parameters that were introduced with
firmware version SMB07.01.x.

- an "SDM Profile Approval” box: This box is intended to be used by the Responsible
Organization in order to officially approve the settings of the respective profile.

— a footer line with the V-STATS Version on the left, the page number in the center, and the
current date on the right

Button ‘Export’ A click on this button opens a windows dialog permitting to export the ‘SDM Profile’ selected in
the drop-down list to the PC.

Note: When exporting a 'SDM Profile’ to the PC only the file name can be modified but not the
display name.

Note: This button is dimmed grey if a SDM Profile currently available in the connected SDM with
no matching profile in the SMD Profiles Database is selected.

Button ‘Email’ A click on this button opens the standard email client and creates a new Email with the ‘SDM
Profile’ selected in the drop-down list attached. Enter the Email address of the recipient and
send the Email.

Note: This button is dimmed grey if a SDM Profile currently available in the connected SDM with
no matching profile in the SMD Profiles Database is selected.

Button ‘Delete’ A click on this button activates a confirmation dialog and — after confirmation - deletes the ‘SDM
Profile” selected in the drop-down list.

Note: This button is dimmed grey (no function) if one of the write-protected SDM Profiles
preconfigured by SenTec is selected or if a SDM Profile currently available in the connected SDM
with no matching profile in the SMD Profiles Database is selected.

13.2.3.1 Dialog ‘Store profile as’
The dialog ‘Store profile as’ is a help dialog that activates
e if a SDM Profile is imported to the SDM Profiles Database (from the SDM or the PC)
o if the Current SDM Profile is stored in the SDM Profiles Database

e if a copy of a SDM Profile already available in the SDM Profiles Database in stored in the SDM Profile Database with a
different display and/or file name

o if the profile configuration on the SDM is modified and if profiles are available on the SDM with no matching profile in
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the SDM Profiles Database and/or without display name.

Store Profile GEN. CARE FLOOR [GCH] as e

Store profile "GEM. CARE FLOOR [GCF]" in the SDM Profiles Database as

Display Mame: GEM. CARE FLOOR

File Name: GCF

%

Note: The title of the dialog 'Store profile as’ also includes the profile name (if available), i.e. its syntax is ‘Store
Profile <Display name> [<File name>] as’. Refer to 13.2 for a description of the syntax used for profile names.

The following elements are available in the dialog ‘Store profile as’:

Element Description
Text entry field Here you can enter the display name of the profile (maximal 16 characters)
‘Display Name’

Note: On a SDM being operated in 'Institutional Mode’ the display name of the 'Current SDM
Profile’ is displayed on the 'Calibration’ screen, the 'Ready for use’ screen, in the main menu,
and in the sub-menu 'Profiles’.

Note: It is strongly recommended not to include special characters in the SDM Profile name,
since they might not be displayed correctly on the SDM itself.

Text entry field ‘File | Here you can enter the file name of the profile, i.e. the name under which the profile is stored
Name’ on the PC. The file extension of SDM Profile files is .spf'.

Button ‘OK’ A click on this button stores the respective SDM Profile with the selected display and file name
into the SDM Profiles Database.

Note: SDM Profiles preconfigured by SenTec (see RF-006679) are write-protected. If the SDM
Profiles Database already contains a write-protected SDM Profile with the same filename
V-STATS will trigger the dialog: "V-STATS’ Profiles Database already contains a write-protected
profile with this filename. Please select a different filename. (OK | cancel)”. Select 'OK” to return
to the dialog 'Store profile as” and to enter a different filename. Click on 'Cancel’ to abort the
process and to return to the dialog from which the dialog ‘Store profile as’ was opened.

Note: If the SDM Profiles Database already contains a SDM Profile with the same filename
V-STATS will trigger the dialog: "V-STATS’ Profiles Database already contains a profile with this
filename. Do you want to replace profile <Filename>? (Yes | No | Cancel)”. Select 'Yes’ to
replace the existing profile with the profile you are about to store in the SDM Profiles Database.
Select 'No’ to return to the dialog ‘Store profile as’ and to enter a different filename. Click on
'Cancel’ to abort the process and to return to the dialog from which the dialog 'Store profile as’
was opened.

Button ‘Cancel’ Click on 'Cancel’ to abort the process and to return to the dialog from which the dialog ‘Store
profile as’ was opened.

13.2.4 Current settings of all parameters of the connected SDM

The area ‘Current SDM Profile” of the dialog ‘Profiles / SDM Settings - <SN>’ (see 13.2) displays for the connected SDM
the current settings of all parameters (i.e. all menu-parameters and all safety relevant parameters being available only
within V-STATS). The parameters are grouped in multiple tabs that are arranged in the same order as the SDM’s menu.

Note: 'SMB V08.00’ is printed in front of parameters that were introduced with firmware version SMB0S.00.x.

In the dialog ‘Profiles / SDM Settings - <SN>' the Responsible Organization can configure all parameters of the
connected SDM on an individual basis by means of check boxes, drop-down lists, and text entry fields.

Note: A mouse click on a check box immediately modifies the current setting of the respective parameter on the
connected SDM. A mouse click on other parameters highlights the respective drop-down list or text entry field yellow
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to indicate that editing-mode has been activated. To exit editing-mode and to write the new value of the respective
parameter to the connected SDM click with the mouse on an arbitrary position of the dialog window but the
respective parameter itself.

Note: Changes of individual parameters only affect the Current SDM Profile, i.e. SDM Profiles stored in the four
profile slots of the SDM or in the SDM Profiles Database within V-STATS are not affected.

In the following sub-sections each tab of the area ‘Current SDM Profile’ and the parameters contained therein are
covered. For each tab a screenshot is shown for a SDM with firmware version SMB-SW V08.00 with all parameters preset
to factory defaults. Please refer to the Technical Manual for the SDM (HB-005752) for a description, the default setting
as well as the selectable range for each parameter. Refer to ‘RF-006679 Preconfigured SDM Profiles’ for the settings of
the SDM'’s parameters in the SDM Profiles preconfigured by SenTec and tailored to optimally fit the specific needs of
different clinical areas. Remember that if the mouse is hovered over a parameter a description of the respective
parameter appears in a tool tip. If the mouse is hovered over the red bold label ‘Parameter Types’ the font-/color-coding
that is used to characterize the different types of parameters appears in a tool-tip (see 13.2).

13.2.4.1 Tab ‘Alarm Settings’

The tab ‘Alarm Settings’ includes all parameters that are available to configure the alarm system of the connected SDM.

Current SDM Profile

Parameter Types

Alarm Settings | Measurement Settings (1] | Measurement Settings [2) | System Settings | Interfaces | Trend Data
PCO2 High Limit {mmHg) 0= "AUDIO OFF" selectable
PCO2 Low Limit {mmHg) a0 |L§_‘: Alarm Volume rising v
SpO2 High Limit (%) 100 .L_% AUDIO PAUSED Duration {mins) 1w
SpO2 Low Limit (3%) a5 .%_‘: "AUDIO OFF Reminder” selectable
PR High Limit (bpm) 140 =) AUDIO OFF Reminder on
PR Low Limit {bpm) 50 .L_% Alarm Melodies ]
SMB V08.00: PO2 High Limit {mmHg) a5 .L_% Ready for use Beep
SMB V08.00: PO2 Low Limit (mmHg) 50 :—5—: SMB V08.00: RMI AUDIO OFF Disable Volume 4 -

Set To Select Profile - Reset Save to SDM Profiles Datab | | Print

13.2.4.2 Tab ‘Measurement Settings (1)’

The tab ‘Measurement Settings (1)’ includes parameters being related to V-Check Mode, to the Sensor Temperature and
Site Time as well as the parameters ‘Timer Range for Online Trends’, ‘Patient’, ‘Enabled Parameters’, and ‘Delta-Time’'.

Note: In the menu '‘Measurement Settings’ of the SDM the parameter 'Time Range for Online Trends’ is called 'Time
Range for Trends'’.

Note: The parameters 'Max. select. Sensor Temperature’ and ‘Max. select. Site Time’ correspond to the maximal
Sensor Temperature’ and maximal ‘Site Time’ the Responsible Organization allows the operator to select in the menu
of the SDM. In certain cases safety control of the SDM will overrule the settings of the Responsible Organization and
enforce safer values for these two parameters. The corresponding values are displayed in the non-changeable
parameters '‘Max. select. Sensor Temp. on SDM’ and 'Max. select. Site Time on SDM’. Example: If in Neonatal Mode,
using a V-Sign™ Sensor (i.e. PO2 is disabled), at a Sensor Temperature of 42°C the ‘Max. select Sensor
Temperature’ is set to 43.5°C and the 'Max. select. Site Time’ is set to 12 hours, safety control of the SDM will
enforce a maximal operator-selectable Sensor Temperature of 43°C and a maximal operator-selectable Site Time of 6
hours and display the respective values in the non-changeable parameters ‘Max. select. Sensor Temp. on SDM’ and
‘Max. select. Site Time on SDM'.
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Current SDM Profile

Parameter Types

Alarm Settings| Measurement Settings (1) | Measurement 5 ettings [2) I Systern Settings I Interfaces | Trend Data|

Time Range for Online Trends 0min - Sensor Temperature f Site Time Settings
Patient Adult - Max. select. Sensor Temperature (°C) 440 w
Enabled Parameters PCO2PO25pO2FR » SMB V08.00: Min. select. Sensor Temperature (°C) 0.0 -
Delta-Time (mins) 10 % Select. Sensor Temp. Range on SDM (3C) 40.0-44.0
Sensor Temperature (°C) 420 W
"V-Check Mode" selectable O Max. select. Site Time (hrs) 12.0 -
Vehed Mods off Max. select. Site Time on SO 6.0
s e =
VW-Check Analysis U EEHURECHICES S a i 0
Duration (mins) 2 SITE PROTECTION on
V-Check Data "INITIAL HEATING" selectable [l
Valicity (%) % INITIAL HEATING off
Heating Power Mode OFF -
SME V08.00: RHP Range for Online Trend (mw) -30-20 -
SetTo ’Select Profile '] Reset Save to SDM Profiles Database ] [ Print

13.2.4.3 Tab ‘Measurement Settings (2)’
The tab ‘Measurement Settings (2)’ includes parameters being related to the parameters PCO2, SpO2 and PR.

Current SDM Profile
Parameter Types
| Alarm 5 ettings I Measurement Settings [1]| Measurement Settings (2] | System Settings | Interfaces | Trend Data

SpO2/PR Settings
5p02 Range for Online Trend (%) 70-100 PCO2 Range for Online Trend (mmHg) 575 -
PR Range for Online Trend (bpm) 30-140 - "PCO2 In-Vive Correction” selectable ]
Pulse Beep OFf - "Severinghaus Correction Mode” selectable |
Pleth Speed {mm/sec) 75 - Severinghaus Correction Mede auto
"Sp02 Averaging” selectable ] Temperature Correction —
5p02 Averaging (secs) 3 Metabolic Offset (mmHg) -
PCO2/PO2 Settings Max. permitted Calibration Interval (hrs) 12,0 -
PCO2/PO2 Unit mmHg - Message "Rec ded 5 stabilization"
SMB V08.00: PO2 Range for Online Trend (mmHg) 40-160 PCO2 Calibration Curve ]

Membrane Change Interval (days) 8.0 -

SetTo Select Profile - Reset [ Save to SDM Profiles Database ] [ Print

Note: When attempting to select the check box 'Severinghaus Correction Mode selectable’ the following warning
dialog displays:
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r ~

UM Warning =RAE X

The Severinghaus Correction Mode defines the mode the SDM uses for the parameters Temperature Correction (C)
and Metabolic Offset (M) that are used in the Severinghaus equation.

In Auto Mode the SDM uses 'SenTec-recommended’ C and M values and automatically
adjusts these values as a function of the selected patient type and sensor temperature.

In Fidced Mode the SDM uses fied, customized C and M values,
i.e. in Fixed Mode these values are not adjusted as a function of the selected patient type and sensor temperature.
'IC=(fix)* displays adjacent to the PCO2 label (or 'IC=00¢* if PCO2 values are additionally in-vivo corrected).

WARNING: ANYONE WHO USES FIXED MODE IS RESPONSIBLE FOR THE PERFORMAMNCE CHARACTERISTICS OF THE SDMS.
SELECTIOM OF C AND M MUST BE BASED ON SOUND SCIENTIFIC AND CLINICAL EVIDEMNCE.

Do you want to proceed?

B Lo

Click on 'Yes’ to select the check box and to activate operator-access to the menu parameter ‘Severinghaus
correction mode’. Click on 'No’ to abort the process and to return to the dialog 'Profiles / SDM Settings - <SN>".

13.2.4.4 Tab ‘System Settings’

The tab ‘System Settings’ includes parameters being related to various display settings of the SDM, the ‘Language’, the
‘Demo Mode’ and the Key Click. Menu Access can be disabled as well.

Current SDM Profile

Parameter Types

Alarm Settings | Measurement Settings (1] I Measurement Settings [2]| Systemn Settings | |nterfaces | Trend Data

Brightness 100 % Display in Sleep Mode off -
PCO2 Color green - Menu Access
Sp02 Color red - "Language” selectable
PR Color white - Language english
PI Color yellow - "Demo Mode" selectable (=
SME V08,00: PO2 Color blug Demo Mode Off

SME V08.00: RHP Color orange - Key Click Off -

SetTo [Select Profile - Reset Save to SDM Profiles Database ] [ Print

13.2.4.5 Tab 'Interfaces’

The tab ‘Interfaces’ includes parameters being related to the ‘Serial Interface’, to the ‘Analog Outputs and ‘Nurse Call’, as
well as to the ‘LAN Interface’.

Note: The menu-parameter 'Serial Protocol’ and 'Baud Rate (if SenTeclink)’ are not changeable within V-STATS, they
can only be changed in the menu of the SDM.

Note: In the menu 'Analog Outputs’ of the SDM the parameters 'PCO2 Range for Analog Output, 'SpO2 Range for
Analog Output, and 'PR Range for Analog Output’ are called 'PCO2 Range, 'SpO2 Range, and 'PR Range,
respectively.
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Note: For SDMs configured in V-CareNeT Only Mode the parameters 'LAN selectable’ and LAN’ are both forced to ON
and cannot be set to OFF. Within V-STATS these two parameters, consequently, are not accessible (dimmed grey), if
the connected SDM is configured in V-CareNeT Only Mode.

Current SDM Profile
Parameter Types
Alam Settings I M eazurement Settings [1] | b easurement Settings [2] | System Settings | Interfaces | Trend D ata
Serial Protocol SentecLink "LAN" selectable
Baud Rate {if SenTecLink) 115200 LAN on
’ Device/Host Name ] SenTec-SDM301569
PCO2 Range for Analog Qutput {mmHg) 0-100
Sp02 Range for Analog Output (%) 50-100 DHCP HMode on -
PR Range for Analog Output (bpm) 30-140 192.168.100.56
[ IP Port ] 62768
Murse Call Off
Ethernet Mode (10 Mbit/s) Auto
SMB V08.00: DNS Mode on -
SetTo Select Profile - Rese Save to SDM Profiles Database ] [ Print ]

Dialog ‘Device/Host Name'

The Device/Host Name is the network name of the SDM published over DHCP and is visible within the network (router,
switches, etc.). Furthermore, it identifies a SDM in the V-CareNeT System, where it is, among other, displayed in the
‘V-CareNeT Control Window’ (see 14.5), in the window name of the respective station’s remote monitoring window (see
14.8.1) and Trend Data download window (see 14.6) as well as in the sub-menu ‘LAN Interface’ of the SDM itself.

Note: The default Device/Host Name of a SDM is SenTec-SDM<SN>, where <SN> s the serial number of the SDM.

Note: If a SDM is always used in the same location (e.g. 'Room 5" or 'PACU Bed 1°), the location may be stored in the
SDM’s 'Device/Host Name’ (see 14.7.1).

A click on the button ‘Device/Host Name’ opens the dialog ‘Change Device/Host Name’ where the ‘SDM Device/Host
Name’ of the connected SDM can be changed.

-
UM Change Device/Host Name =NNEN X

Mote:
For each S0M that is connected to the same network you
MUST select a different Device fHost Name

The following characters are supported for the Device/Host Name:
- {if mot used at end or beginning of name)
AlB|...lY]|Z]lalb]..lv]z

oj1]...1819
Current Device Host Name: SenTec-SDM302454
Select New Device/Host Name: SenTec-3DM302454

[List of Device/Host names in use - l ’ Clear
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Enter the new Device/Host Name in the text entry field ‘Select New Device/Host Name'. Ensure to select a different
Device/Host Name for each SDM that is connected to the same network.

Click on the button ‘Change’ to change the ‘Device/Host Name’ of the connected SDM. Click on ‘Cancel’ to reject changes
and close the dialog.

Note: The 'SDM Device/Host Name’ is an alphanumeric string with maximal 16 characters. Permitted characters are
letters (A, B, ..., Y, Z, a, b, ..., ¥, z), digits (0, 1, ..., 9) and ™' if not used at end or beginning of the 'SDM Device/Host
Name’, V-STATS prevents entry of other characters andyor issues an appropriate error message when clicking on the
button 'Change’ if invalid characters are used.

Note: V-STATS prompts an error message when clicking on the button 'Change;, if you have selected a Device/Host
Name, which previously was or currently is used in the network or was used for a SDM with which serial
communication previously was established. To view the list of Device/Host names already used, click on the drop-
down list 'List of Device/Host names in use’.

Note: When changing the 'SDM Device/Host Name’ the old 'SDM Device/Host Name’ will be removed from and the
new 'SDM Device/Host Name’ will be added to the 'List of Device/Host names in use’. To clear the 'List of
Device/Host names in use’ click on the button 'Clear’. Clearing the list of ‘Device/Host Names in use’ may be required
when using the PC with V-STATS to configure SDM’s that are (will be) connected to different networks.

Note: On the SDM the current setting of this parameter is displayed in the sub-menu 'LAN Interface’.

DHCP Mode
If DHCP Mode is set to OFF a static IP Address is used, if set to ON a dynamic IP Address is used.

Note: If 'Device Discovery’ is enabled in the dialog 'V-CareNeT Settings’ (see 12.2) V-STATS / V-CareNeT uses DHCP
broadcast for automatic device discovery in the network (BOOTP) (see 12.2). All SDMs within the broadcast range
will respond to the broadcast with their IP address and subsequent communication is then possible. The broadcast
range is usually within the same subnet, but can also be across subnets depending on the router configuration. If
Device Discovery is disabled V-CareNeT requires a network environment with fixed IP address assignment. Either you
then set DHCP Mode to OFF and select an IP address / IP port for all SDMs you want to connect to V-CareNeT or you
must use a DHCP Server configuration that assigns fixed IP addresses based on MAC address.

Note: On the SDM and on the PC with V-CareNeT a static IP Address must be used if you want to directly connect
the PC with V-CareNeT to a SDM by using an Ethernet crossover cable. We recommend that — after having set DHCP
Mode to OFF for the SDM — you increment the last number of the SDM’s IP Address by 1 (one) and use the resulting
IP Address as static IP address for the PC (e.g. static IP Address for the SDM: 192.168.1.99 > static IP Address for
the PC: 192.168.1.100).

Note: If DHCP Mode = ON a new IP Address typically is assigned to the SDM, if the Device/Host Name is changed.
Note: On the SDM the current setting of this parameter is displayed in the sub-menu 'LAN Interface’.

Dialog ‘Change IP Address’

A click on the button 'IP Address’ (only selectable if DHCP Mode = OFF) opens the dialog ‘Change IP Address’ where the
IP Address of the connected SDM can be changed. Ensure that the IP Address you select is not already in use in the
network to which you want to connect the SDM.

Click on the button ‘Change’ to change the 'IP Address’ of the connected SDM. Click on ‘Cancel’ to reject changes and
close the dialog.

Change IP Address [

MNote:
Ensure, that the new IF Address is not already in use
in the network to which you want to connect the SDM

IP Address 192.168.100.57

Select New IP Address o .0 .0 .0

.\:j. Change l 0 Cancel H ? Help
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Note: The values for the 4 parts of the IP Address must be between 0 and 255. The following IP Addresses are not
permitted: '0.0.0.0; '127.xxx.xxx.xxx,; '255.255.255.255". V-STATS issues an appropriate error message when
clicking on the button 'Change’ if an invalid IP Address format is used.

Note: The dialog 'Change IP Address’ is not accessible if DHCP Mode = ON.
Note: The default IP Address is 192.168.1.99

Note: The DHCP Mode must be set to OFF if you want to directly connect the PC with V-STATS to a SDM by using an
Ethernet crossover cable.

Note: On the SDM the current setting of this parameter is displayed in the sub-menu 'LAN Interface’.

Dialog ‘Change IP Port’

A click on the button ‘IP Port’ opens the dialog ‘Change IP Port’ where the TCP/UDP Port over which the communication
via the SDM’s LAN port will run can be changed. Ensure that the IP Port you select is between 0 and 65535 (default is
62768).

Click on the button ‘Change’ to change the 'IP Port’ of the connected SDM. Click on ‘Cancel’ to reject changes and close
the dialog.

Change IP Port .l

Mote:
IP Port must between 0 and 65535

Current Device /HostName: 52768
Select Mew Device/Host Mame: 62768 %
- () Change | 0 Abbruch | ‘ ?  Hike

e

Note: Ensure that no firewall is blocking this port.

Note: On the SDM the current setting of this parameter is displayed in the sub-menu 'LAN Interface’.

MAC Address
Indicates the MAC Address of the SDM (not changeable).

Ethernet Mode (10 Mbit/s)

The SDM supports an Ethernet network speed of 10 Mbit/s and can run in half or full duplex mode. The negotiation
between the device and the network is usually done automatically. For certain network environments it might be
required to force the SDM into a specific mode (consult your IT manager). It is therefore possible to adjust the SDM into
three different modes: auto-negotiation (default and recommended setting), 10 Mbit/s half duplex and 10 Mbit/s full
duplex. Do not change this setting if uncertain what it does, consult your IT manager first as it might have undesired
effects on your network.

DNS Mode
"On” and "Off” selectable (default setting “On "). Please contact SenTec AG for more information.

13.2.4.6 Tab 'Trend Data’

The tab ‘Trend Data’ includes parameters being related to the Trend Data that are stored in the internal memory of the
SDM and their subsequent review and statistical analysis in the menu of the SDM.

Note: In the menu 'Review / Print Trend Data’ of the SDM the parameters 'PCO2 Range for review/print-out, SpO2
Range for review/print-out, and 'PR Range for review/print-out’ are called 'PCO2 Range, 'SpO2 Range, and 'PR
Range, respectively.

Note: The parameter 'Patient ID’ can only be changed in the dialog ‘Communication with SDM (via Serial Interface)’
(see 8.1)
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Current SDM Profile

Parameter Types

Alarm S ettings | b easurement Settings [1) | teasurement Settings (2] | Spstem Settings | Interfaces| Trend Data

PCO2 Range for review/print-out {mmHg) 25-75 w I Ranges for Histograms
Sp02 Range for review,/print-out (36) F0-100
PCO2 H: Sp02 (% PR
PR Range for review fprint-out (bpm) 30-140 - = P02 (%) o)
200.0 100 250
100.0 96 210
S 35.0 92 130
Data Recording Interval (sec.) 4 70.0 58 150
55.0 84 120
Minimal Measurement Duration (min.) - 'E"E' ‘?':' ?E‘
23.U /o (=10}
0.1 1 30
Patient ID
Set To ISelect Profile YI Reset l Save to SDM Profiles Database I l Print I

A click on the button ,Data Recording Interval' activates a warning dialog indicating that if the Data Recording
Interval will be changed the Trend Data currently stored in the SDM will be cleared and — after confirmation of this
warning dialog — the dialog ‘Selection of Data Recording Interval’ appears.

UM Selection of Data Recording Interval =NRCE X
[Data Recording Interval [zec. |: 4 -
Resulting bMemory capacity of S0k [dayz]: 53
O

The drop-down list ‘Data Recording Interval’ permits to select a different data recording interval. The text field ‘Resulting
Memory Capacity of SDM’ displays the resulting memory capacity of the SDM in days that will result for the selected data
recording interval. Press ‘OK’ to activate the new data recording interval. Press ‘Cancel’ to close the dialog without
changing the data recording interval.

Note: Refer to the Technical Manual of the SDM (HB-005752) for a table which shows how the memory capacity of
the SDM changes with the data recording interval as well as memory type (volatile / non-volatile).

Note: If the 'Data Recording Interval’ is > 1 sec, the data are not additionally filtered prior down sampling.

For each parameter (PCO2, SpO2, PR) a histogram can be viewed in the SDM’s sub-menu ‘Trend Data Review —
Statistics’ as well as on the printouts, whereby the histogram represents the percentiles duration the readings of the
respective parameter were within the specified ranges. A click on the button ‘Ranges for Histograms’ opens the dialog
‘Ranges for Histograms'.
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Ranges Fer Histograms

PCO2 Histogram
PCO2 [mmHg]

200.0
100.0
85.0
70.0
55.0
40.0
25.0
0.1

Sp02 Histogram P

Rani

ges [%%]

100
96
92
35
a4
30
75

Ranges [bpm]

R Histogram

250
210
180
150
120
90
&0
30

e

In the dialog ‘Ranges for Histograms’ the ranges used for the PCO2, SpO2, or PR Histograms can be edited/modified in
the respective box. For each parameter at least 2 values (1 range) must and at most 8 values (7 ranges) can be entered.
With the exception of the smallest value - which represents the lower border of the lowest range - all values represent
the upper limit of the respective range. A Click on the ‘OK’ button sorts the values entered for the respective parameter
downwards and then stores the values as range limits in the SDM.

PCO2 (mmHg) PCO2 (kPa) %Sp02 PR

Maximal selectable upper 200.0 26.67 100 250

limit

Minimal selectable lower limit | 0.1 0.01 1 30

Factory default ranges 200.0, 100.0, 85.0,|26.67, 13.33, 11.33,|100, 96, 92, 88, 84, | 250, 210, 180, 150,
70.0, 55.0, 40.0,|9.33, 7.33, 5.33,(80,76,1 120, 90, 60, 30
25.0, 0.1 3.33, 0.01

13.3

Configuring multiple SDM'’s identically

The following example describes how the Responsible Organization in ‘Institutional Mode’ can first customize a ‘SDM
Profile’ and then store this ‘SDM Profile’ on multiple SDM's:

Step Description

1 Take a SDM, activate ‘Institutional Mode’ and select an existing ‘SDM Profile’ as ‘Standard Profile’. If possible
select a 'SDM Profile’ whose settings are as close as possible to your desired settings.
Note: Please refer to 'RF-006679 Preconfigured SDM Profiles’ to view all parameters and their respective
settings in the 9 preconfigured SDM Profiles.

2 Within the area ‘Current SDM Profile’ of the dialog ‘Profiles / SDM Settings - <SN>’ adjust parameters as
required to customize your desired profile.

3 Click on the button ‘Save to SDM Profiles Database’ to store the customized profile in the *SDM Profiles
Database’. Select an adequate display name and filename.

4 Take the other SDM’s one by one. Activate ‘Institutional Mode’ and always store the ‘SDM Profile’ you have
customized in step 2 in the same profile slot and select it as ‘Standard Profile’.
Note: On each SDM you can store up to 4 profiles. Always store the same profiles in the same profile slot.
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The following example describes how the Responsible Organization in ‘Basic Mode’ can define and set the same *Current
SDM Profile’ for multiple SDM’s:

Step Description

1 Take a SDM, activate ‘Basic Mode'. Then select a ‘SDM Profile’ whose settings are as close as possible to
your desired settings and set the Current SDM Profile to this SDM Profile by using the function ‘Set To’ in the
lower left of the dialog ‘Profiles / SDM Settings - <SN>"'.

2 Within the area ‘Current SDM Profile’ of the dialog ‘Profiles / SDM Settings - <SN>' adjust parameters as
required to customize your desired profile.

3 Click on the button ‘Save to SDM Profiles Database’ to store the customized profile in the *SDM Profiles
Database’. Select an adequate display name and filename.

4 Take the other SDM’s one by one. Activate ‘Basic Mode’ and then always select the ‘SDM Profile’ you have

customized in step 2 and click on ‘Set To’ to set the Current SDM Profile to your customized SDM Profile
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14. V-CareNeT Package

14.1 Safety Information /Warnings

A WARNING: The V-CareNeT System is not intended to be a substitute for clinical supervision. Patients on
life-support equipment should be appropriately monitored by competent/trained medical personnel and
suitable monitoring devices.

WARNING: The V-CareNeT System is a secondary alarm notification system. It is intended to supplement
and not to replace any part of the hospital’s device monitoring procedures (including procedures regarding
bedside SDMs and responding to bedside SDM alarms). Do not rely on the V-CareNeT System as the sole
source of SDM alarms.

B>

WARNING: It is essential that the computer with V-STATS that serves as the central station of the
V-CareNeT System is visually and audibly monitored at all times to assure prompt response to alarms.

WARNING: The data displayed at the V-CareNeT Central Station is limited to that provided by the included
SDMs.

WARNING: Decreasing the central station’s screen resolution while remote monitoring is active may cause
interruption of remote monitoring for one or multiple SDMs. In this case, patients admitted to the respective
stations will be discharged from V-CareNeT System without an alert-dialog being displayed.

WARNING: Do not ignore medical device audible alarms. Alarms indicate conditions that require immediate
attention.

WARNING: Reducing the volume of the central station’s internal and/or external speakers or disconnecting
external speakers from the central station may result in an inaudible alarm signal.

WARNING: Ensure that the central station’s internal and/or external speakers are clear of any obstructions.
Failure to do so could result in an inaudible alarm signal.

WARNING: Do not use a computer as central station that appears to be damaged or that does not meet
the minimum system requirements set forth in the ‘System Requirements’ chapter of this manual.

WARNING: Do not use an unstable network and make sure that devices connected to the network are not
sending too many broadcast packets into the network. If a WLAN is used as a network it should be
implemented and tested by a WiFi-Specialist being familiar with the particular requirements for wireless
networks in hospital environments. Ensure that the WiFi-Specialist by taking account for the structural
surroundings (construction, shielding, interfering devices, etc.) evaluates how many access points are
needed and where they have to be located to guarantee full, interference-free coverage. Proper function of
the network that is used is not the responsibility of SenTec.

> > > > B> b b

WARNING: Do not use energy-saving modes or screensavers that switch-off the screen of the central
station.

WARNING: Refer to the Technical Manual for the SenTec Digital Monitor (HB-005752) for SDM specific
warnings and cautions.

Note: The mains power supply of the SenTec Digital Monitor (SDM) is separated by two Means of Patient Protection
(MOPPs) between the sensor port (for the applied part, the sensor) and the interface connectors. The three interface
connectors (serial data port, Multipurpose 1/O port (analog outputs, nurse call), LAN port) of the SDM are not
separated from each other. If at a time only one external device is connected to one of the three interface
connectors no additional safety measures are necessary to comply with the requirements of IEC 60601-1. If however
two or three external devices are connected at the same time to two or three of the SDM’s interface connectors
additional safety measures may be required to be compliant with the requirements of IEC 60601-1.

14.2 Intended use of the V-CareNeT System

The V-CareNeT System transmits data from the SenTec Digital Monitor (SDM) to the central station for patient
monitoring via a network. The central station displays for all admitted patients relevant SDM data and alarms online.

The V-CareNeT System has the same intended use as the SenTec Digital Monitoring System (please refer to the
Technical Manual for the SDM (HB-005752).

Page 133/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

14.3 Introduction
14.3.1 The V-CareNeT System / Required Components

The V-CareNeT System enables remote monitoring and

V—Ca reNe ™ —System alarm surveillance for multiple SenTec Digital Monitors

(SDMs) being connected to the same network as the

Router / Switch PC with V-CareNeT. The central station is the PC

LAN/ Network e running V-STATS with activated V-CareNeT Package. If
EEEEE.. remote monitoring is active the central station displays

for all admitted patients all relevant SDM data and

gﬂfﬂ]s;a{i[‘)ffalﬁ“éT’” alarms online (14.4). Alarms appear visually and

audibly at the central station (14.9). ‘Operator Events’,
‘Baselines’ (for PCO2, PO2, Sp02, and RH; please note
that V-CareNeT currently only supports remote
monitoring of PCO2, Sp0O2 and PR), and certain SDM
settings can be set/ controlled remotely on the SDMs
(14.8.3, 14.8.2.1). Trend Data stored in the internal
memory of the SDMs conveniently can be downloaded
via the network to V-STATS (6, 14.6) for subsequent
display (4.2), analysis (9), and reporting in V-STATS.
Reports can be generated (9.5) and printed or stored

9

— = ——— as a PDF (7.2). Download of SDM Trend Data is

simultaneously possible for multiple SDMs. Up to 40

SDMs can be included in V-CareNeT.

The number of beds/patients being simultaneously available for remote monitoring is determined a) by the number of
beds/ patients included in the ‘V-CareNeT Package Registration Code’ that was used to activate/ upgrade the ‘V-CareNeT
Package’ (15.2, 16.6.1) and b) by the number of stations that can be placed for the current size/ resolution of the PC'’s
screen that is use as central station (whichever number is smaller).

Note: Remote Monitoring and alarm surveillance is currently not supported for POZ2,

Note: 'V-CareNeT Package Registration Codes’ are available for 5, 10, 20, 30, or 40 beds/ patients or upon request
for a customized number of up to 40 beds/ patients. The two first digits after the letter C encode the number of
beds/patients included in the code. The 'V-CareNeT Package Registration Code’ that was used to activate V-CareNeT
Is displayed in the dialog 'Product-Info’ (see 16.6).

MNote: V-CareNeT evaluates the size/resolution of the central station’s screen and limits the number of bed/stations
being simultaneously available for remote monitoring to ensure that the 'V-CareNeT Control Window’ and all active
stations (remote monitoring windows) are fully visible and can be arranged without overlapping each other. For
remote monitoring of 40 beds/ patients, for example, a screen size/ resolution of approx. 2560 x 1440 is required
(approx. 1024 x 768 for 5 beds/ patients, 1152 x 864 for 10 beds/ patients, 1600 x 1024 for 20 beds/ patients, 1920
x 1200 for 30 beds/ patients). Smaller screen sizes/resolutions will support fewer beds/patients regardless of the
'V-CareNeT Package Registration Code’ that was used to activate/ upgrade the V-CareNeT Package.

Note: It is at any time possible to (further) upgrade V-CareNeT to a higher number of beds/ patients (see 16.6.1).

As shown in the figure above the components required for V-CareNeT System are:

A network with router/switch running at 100/1000 Mbit BaseT, preferably with a DHCP server in subnet.

Note: The use of a Local-Area Network (LAN) is recommended, use of a wireless LAN (WLAN) is possible as well.
Use of powerline adapters is possible but not recommended.

Note: Consider to use existing IT infrastructure when possible. Alternatively, V-CareNeT System can operate as a
standalone system on its own network.

Note: Proper function of the network that is used for V-CareNeT is not the responsibility of SenTec.

A PC with V-STATS being used as central station and being connected to the network.
Note: The V-CareNeT Package being incorporated within V-STATS must be activated (see 15.2) or one of the two
trial options ("V-CareNeT Trial’ (see 15.3), ‘Extended V-CareNeT Trial’ (see 15.4)) must be used.
Note: For minimal PC system requirements see 3.2. A 100/1000 Mbit BaseT Ethernet connector is required for the
network connection, an integrated speaker system is required for auditory alarm signals at the central station.

SenTec Digital Monitors (SDMs) supporting their LAN interface and with firmware version SMB SW-V07.01.x or
newer (see 3.1), each being connected to the network.
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Note: The message 'LAN Interface supported’ displays on a SDMs Power-On Self-Test screen, if the hardware
version of the SDM supports the LAN interface. If your monitor does not support the LAN Interface please contact
your local SenTec representative for upgrade information.

Note: The LAN port of the SDM is located on its rear panel. It is a standard 10Mbit BaseT Ethernet connector.

Note: Should V-CareNeT detect SDMs with a firmware version prior to SMB SW-V07.01.x (see 3.1) (e.g. at first
use after upgrading V-STATS (see 3.5)), V-CareNeT will trigger an appropriate warning and remove these SDMs
from V-CareNeT (see 14.5.1).

o Shielded Category 5 (Cat5) Ethernet cables for connection of the SDMs to the network.

14.3.2 Configuration of the network and network settings

When setting up V-CareNeT you must configure the network as well as the network settings of V-CareNeT, of the PC
with V-CareNeT and of the SDMs to be connected to V-CareNeT. Please contact a responsible IT person for correct
network configuration of the different components.

Network related V-CareNeT Settings
Use the password protected dialog ‘V-CareNeT Settings’ (see 12.2)

e to select the ‘Basic LAN Port'.
Note: The Basic LAN port defines the LAN port (or IP port) V-CareNeT uses when connecting to a first SDM being
connected to the same network as the PC. When connecting to a second SDM V-CareNeT uses the next higher
LAN port. Ensure to select the ‘Basic LAN port’ such that at least as many LAN ports are available / free as the
number of devices you want to connect to V-CareNeT.

¢ to enable/disable ‘Network Diagnostics’ (disabled in default setting)
Note: If 'Network Diagnostics’ is enabled quantitative information on the connection quality between the
V-CareNeT Central Station and a connected SDM is displayed in a tool tip if the mouse is placed over the
respective ‘Connection Status Indicator’ in the V-CareNeT Control Window.

o to enable/disable ‘Device Discovery’ (enabled in default setting)

Note: If Device Discovery is enabled V-CareNeT uses DHCP broadcast for automatic device discovery in the
network (BOOTP). All SDMs within the broadcast range will respond to the broadcast with their IP address and
subsequent communication is then possible. After Device Discovery V-CareNeT provides a list of SDMs found in
the network in the dialog 'Edit SDM/Device Host Names’ (see 14.5.1). Therein SDMs can be selected and added
to V-CareNeT. If Device Discovery is disabled (or if V-CareNeT is not able to discover a SDM if the box is checked)
SDMs can be added to V-CareNeT by entering the respective SDM’s IP Address/IP Port in the dialog 'Add SDM to
V-CareNeT’ (see 14.5.1.1).

Note: The broadcast range is usually within the same subnet, but can also be across subnets depending on the
router configuration.

Network settings of the PC
Refer to your PC’'s manual to configure the PC's network settings.

Note: If device discovery is enabled (see 12.2) firewall settings of the PC have to allow the sending / receiving of
DHCP discovery frames for automatic device discovery to work.

Note: For direct connection of the SDM to a computer without a hub or switch you must use a shielded Category 5
(Cat5) crossover Ethernet cable and use a static IP Address on the PC and on the SDM (see 13.2.4.5).

Network settings of the SDMs

By using V-STATS within a password protected area the Responsible Organization can define the network settings of a
SDM (see 13.2.4.5). The following parameters can be configured: ‘Device / Hostname’, '‘DHCP Mode’, ‘IP Address’, ‘IP
Port’, and ‘Ethernet Mode'.

Note: On the SDM the settings of the parameters 'Device Name / Host name;, 'DHCP Mode, 'IP Address, 'IP Port,
and 'Ethernet Mode’ as well as the SDM’s 'MAC Address’ are displayed in the sub-menu 'Interfaces / LAN Interface’.

Note: If Device Discovery is disabled V-CareNeT requires a network environment with fixed IP address assignment.
Either you set DHCP Mode to OFF and select an IP address / IP port for all SDMs you want to connect to V-CareNeT
or you must use a DHCP Server configuration that assigns fixed IP addresses based on MAC address.

Note: The approximated network traffic per SDM is 250 Bytes/second.

Network Configuration
Please contact your network administrator to configure the network.

Note: Do not use an unstable network and make sure that devices connected to the network are not sending too
many broadcast packets into the network.
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Note: If a WLAN is used as a network it should be implemented and tested by a WiFi-Specialist being familiar with
the particular requirements for wireless networks in hospital environments. Ensure that the WiFi-Specialist, by taking
account for the structural surroundings (construction, shielding, interfering devices, etc.), evaluates how many
access points are needed and where they have to be located to guarantee full, interference-free coverage.

Note: V-CareNeT requires UDP access on configurable ports (default 62000 and subsequent ports). Ensure to adjust
firewall settings accordingly.

Note: If DHCP broadcast is used for device discovery in the network (see 12.2) a DHCP-Service which allocates the
IP addresses to the devices is required within the network.

Note: If Device Discovery is enabled (see 12.2) firewall settings of the network have to allow the sending / receiving
of DHCP diiscovery frames for automatic device discovery to work.

Note: If Device Discovery is enabled (see 12.2) and if V-CareNeT needs to communicate across subnets the router
has to be configured to forward DHCP broadcast packets. Usually this is already the case in a network setting where
one DHCP server serves several subnets. Usually device discovery will work within a DHCP domain.

Note: If Device Discovery is disabled (see 12.2) V-CareNeT requires a network environment with fixed IP address
assignment. Either you set DHCP Mode to OFF and select an IP address / IP port for all SDMs you want to connect to
V-CareNeT or you must use a DHCP Server configuration that assigns fixed IP addresses based on MAC address.

14.3.3 Monitoring data integrity and connection/network quality

V-CareNeT continuously monitors data integrity and connection/network quality between the V-CareNeT Central Station
and each individual SDM being connected. To secure communication between the V-CareNeT Central Station and each
individual SDM being connected to V-CareNeT CRC protected frames are used. To determine the connection/network
quality the CRC failure rate, the answer/question ratio (LAN Rejection Rate (LRR)), and the plausibility of received data is
monitored.

In the V-CareNeT Control Window the overall connection/network quality is visualized for each connection to a SDM in
the respective ‘Connection Status Indicator’. In case of a good quality connection it lights green, it lights yellow if a poor
quality connection could be established (increased number of CRC verification failures, a high LRR). The Connection
Status Indicator lights red, if the connection quality is too bad (implausible answers, too high number of CRC verification
failures, or too high LRR) or no connection could be established at all.

Note: If 'Network Diagnostics’ is enabled (see 12.2) quantitative information on the network/connection quality
between the V-CareNeT Central Station and a connected SDM is displayed in a tool tip if the mouse is placed over
the respective 'Connection Status Indicator’ in the V-CareNeT Control Window (see 14.5). The tool tip indicates for
the respective connection the current CRC failure rate and the current LRR. It displays 'SDM not reachable’ if
communication with the respective SDM is erroneous or cannot be established at all.

Note: Contact SenTec to adjust the levels which discriminate between good, poor, and too bad quality.

14.3.4 Avoiding potential mistake of SDMs/patients

Within V-CareNeT a SDM is unequivocally identified by its ‘SDM Device/Host Name’ and it’s ‘IP Address/IP Port’. To avoid
potential mistake of SDMs and patients being remotely monitored, V-CareNeT continuously monitors the ‘SDM
Device/Host Names’ and the ‘IP Address/IP Port’ of all SDMs currently included in the V-CareNeT System (included SDMs
are listed in the V-CareNeT Control Window (see 14.5) or in the list 'Currently selected’ in the dialog ‘Edit SDM
Device/Host Names’ (see 14.5.1)).

) éhould the 'SDM Device/Host Name’ of a SDM be changed while it is connected to V-CareNeT without that its IP
Address/IP Port and MAC-Address change, V-CareNeT will trigger an appropriate dialog to alert/inform the operator.

e Should two or more SDMs currently be included in the V-CareNeT System that have an identical ‘SDM Device/Host
Name’ or identical ‘IP Address/IP Port’ V-CareNeT will trigger an appropriate warning. To avoid potential mistake of
patients being admitted to the corresponding SDMs V-CareNeT will discharge these patients and remove SDMs with
identical 'SDM Device/Host Name’ or identical ‘IP Address/IP Port’ from V-CareNeT.

° §hould the operator attempt to add a SDM to V-CareNeT with a ‘SDM Device/Host Name’ and/or an ‘IP Address/IP
Port’ already included in V-CareNeT, V-CareNeT will trigger an appropriate warning and prevent the user to add the
selected SDM to V-CareNeT.

e If the operator attempts (erroneously) to manually add a device that is not a SDM to V-CareNeT by specifying its IP
Address/IP Port in the dialog ‘Add SDM to V-CareNeT’ (see 14.5.1.1) V-CareNeT will — if connection to that device
can be established - trigger an appropriate warning and prevent the user to add the selected device to V-CareNeT. If
connection cannot be established at that stage, it is possible to add such a device to V-CareNeT. However, when
attempting to connect to such a device, connection either will not be possible (corresponding Connection Status
Indicator will light red, the Network Diagnostic’s tooltip will display ‘SDM not reachable”) or — in certain cases -
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V-CareNeT will be able to trigger an appropriate warning and - after user-confirmation - remove the none SDM
device from V-CareNeT.

Note: Whenever available both, the 'SDM Device/Host Name’ and the 'IP Address/IP Port’ are displayed in the dialog
‘Edit SDM Device/Host Names’ (see 14.5.1) for each SDM currently included in V-CareNeT System. This is
immediately the case for devices found in the network by automatic device discovery. In case of devices that were
added to V-CareNeT by specifying the 'SDM Device/Host Name’ or the 'IP Address/IP Port’ in the dialog 'Add SDM to
V-CareNeT’ (see 14.5.1.1) only the manually entered information will be available as long no connection has been
established with the corresponding SDM.

14.3.5 Locking Mechanism

The performance of a SDM potentially could be compromised if multiple V-CareNeT instances simultaneously would
remotely monitor the same SDM. The V-CareNeT Central Station, therefore, locks the SDM when admitting (see 14.7.1)
a patient to the corresponding station. Other central stations subsequently can establish a connection to a locked SDM;
however, activation of remote monitoring for a locked SDM is not possible.

When attempting to admit a patient to a locked SDM/station the dialogs to specify patient data (see 14.7.1) therefore
will be skipped. Instead the following information will display in the station’s remote monitoring window.

7: SenTec-5DM301585

Suspend E O
There is already a patient admitted to this SDM which is
identified with the Device/Hostname SenTec-50M301585

This patient is already monitored by another V-CareMeT System.
o OK

Click on ‘OK’ to acknowledge the information and to close the respective station’s remote monitoring window. In the
V-CareNeT Control Window the respective ‘Admit Patient’ check box will be deselected thereafter.

Note: If you want to display/duplicate data from the same patient/SDM on multiple PCs we recommend using one
V-CareNeT Central Station to remotely monitor the patient and to share the desktop of the PC with V-CareNeT by
using remote desktop applications such as Team Viewer or LogMeln.

14.4 Starting-up V-CareNeT / V-CareNeT Main Screen
To start-up V-CareNeT

e click on the button ‘V-CareNeT’ in the center of the V-STATS Main Window if no measurement is open (see 4.1),
or

|
e click on the LAMN-jcon in the menu bar of the V-STATS Main Window (see 4.2.1), or
e select the sub-menu ‘Communication / V-CareNeT’ (see 8.2)

All these options will first open the dialog ‘Last V-CareNeT Session’ (see 14.4.1) which offers the possibility to edit/
reactivate the last V-CareNeT session and then activate the V-CareNeT Main Screen with the ‘V-CareNeT Control
Window’ in the upper right or left (see 12.2).

Note: The dialog 'Last V-CareNeT Session’ will only be skipped if no SDMs are included in V-CareNeT when starting-
up V-CarelNeT, i.e. a) when using V-CareNeT the first time, b) at first use after deactivating ‘Device Discovery’ (see
12.2, 14.3.2), or c) when during the last session all SDMs were removed from V-CareNeT in the dialog ‘Edit
SDMyDevice Host Names’ (see 14.5.1).

Note: Activating V-CareNeT when a measurement is open in the V-STATS Main Window will (after user confirmation)
close the measurement and send the V-STATS Main Window to the background.

Note: Any of the three options mentioned above will bring the V-CareNeT Main Screen to the foreground.

Note: To activate V-CareNeT in Demo Mode please use the menu ‘Settings / V-CareNeT Demo Mode’ (see 12.3).
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x The V-CareNeT Main Screen displays
T the 'V-CareNeT Control Window’ (see
: 14.5) optionally in the upper right or in
the upper left corner (see *V-CareNeT
Settings” 12.2) and a grid of numbered
cells defining the default position of
=¥ each station’'s remote monitoring
w2 8 2 window (see 14.8.1).

The cells are numbered from left to
right and top to down. As indicated by
the number next to the ‘Admit Patient’
Check boxes in the V-CareNeT Control
Window, station 1 corresponds to the
first SDM in the V-CareNeT Control
Window, station 2 to the second SDM
and so forth. The number of cells
available corresponds to the maximal
number of beds/stations supported in
the current setup.

Note: If remote monitoring is active for a station the dialog title of the corresponding remote monitoring window (see
14.8.1) displays the station number <X> along with the respective SDM’s Device/Host Name and — if specified in the
dialog patient data (see 14.7.1, 14.7.2) — the location, i.e. '<X>: <Device/Host Name>< - Location>’,

Note: V-CareNeT adjusts the height of the V-CareNeT Control Window to ensure that all SDMs for which remote
monitoring is possible are/will be visible in the V-CareNeT Control Window. Additional SDMs included in V-CareNeT (if
any) can only be accessed by scrolling in the V-CareNeT Control Window. As for these SDMs remote monitoring
cannot be initiated, no 'Admit Patient’ check box is available for these SDMs in the V-CareNeT Control Window.

Important Note:

V-CareNeT evaluates the size/resolution of the central station’s screen and limits the number of bed/stations being
simultaneously available for remote monitoring to ensure that the 'V-CareNeT Control Window’ and all active
stations (remote monitoring windows) are fully visible and can be arranged without overiapping each other. For
remote monitoring of 40 beds/ patients a screen size/ resolution of approx. 2560 x 1440 is required (approx. 1024 x
768 for 5 beds/ patients, 1152 x 864 for 10 beds/ patients, 1600 x 1024 for 20 beds/ patients, 1920 x 1200 for 30
beds/ patients). Smaller screen sizes/resolutions will support fewer beds/patients regardless of the 'V-CareNeT
Package Registration Code’ that was used to activate/ upgrade the 'V-CareNeT Package.

After starting up V-CareNeT the Main Screen of V-CareNeT can be in one of the following configurations:

=as'0 x No SDMs in the V-CareNeT Control
= o=ae Window / No active remote monitoring
windows:

This configuration is active when no
SDMs are included in V-CareNeT, i.e. a)
when using V-CareNeT the first time, b)
at first use after device discovery was
disabled (see 12.2, 14.3.2), or c) if at the
end of the last session no SDMs were
included in V-CareNeT. To add SDMs to
V-CareNeT refer to 14.5.1 and 14.5.1.1.
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x SDMs in the V-CareNeT Control Window /
T No active remote monitoring windows:

This configuration is active if no ‘Admit
Patient’ box was selected in the dialog
‘Last V-CareNeT Session’ (see 14.4.1)
before activating V-CareNeT.

To admit patients to V-CareNeT refer to
14.7.1. To add/ remove SDMs to/ from
V-CareNeT refer to 14.5.1 and 14.5.1.1.

x SDMs in the V-CareNeT Control Window /
22 Active remote monitoring windows:

This configuration is active if at least one
‘Admit Patient’” box was selected in the
dialog ‘Last V-CareNeT Session’ (see
14.4.1) before activating V-CareNeT.

To admit/ discharge patients to/ from
V-CareNeT refer to 14.7.1 and 14.7.5. To
add/ remove SDMs to/ from V-CareNeT
refer to 14.5.1 and 14.5.1.1.

Please refer to 14.5 for a description of
the V-CareNeT Control Window and to
14.8.1 for a description of the individual
remote monitoring windows (stations).

The next figure shows an example with active remote monitoring for multiple SDMs. For station 1 remote monitoring is
suspended, for station 14 remote monitoring is interrupted, for station 3 remote monitoring is active for a real patient, in
case of stations 4 (“Ready for use”) and 5 (“Gas bottle empty”) the sensor is in the Docking Station, in case of station 8
the sensor is off patient and in case of station 9 no sensor is connected to the corresponding SDM. The SDMs
corresponding to stations 10, 12, and 16, finally, are operated in Demo Mode.

1 SenTec-SOM304279 31 SenTec-SOM304300 42 SemTec_SOMZ10416 V-CareMeT Control Windon
) =ms/ Q0 x
@A
R Monitoring Suspended SOMDmkcetiostNume  Comect Comection Dowelond  Adni
s Tundow P
PCOZ staniizing siTescomzze v @ (= 7
‘SenTee SONIUSIS @ 2
SuTeoson300 v @ m© @
SeTec_sOZONE v @ m® @
SeTecsOMOSI v @ m =@
[e— @ e
¢ SerTecSOMDOTSE @
oo Xl S — SenToc SONINZE v @ @ @
o NE @as bottie empty N @ |5t Sensor off patient —— - @ —
[IEp— 7 @ [ e@
9: SenTec-SDM302453 10: SenTec-SDM301536 12: SenTec-SDM301587 =
SenTeo_scmET? @ "
Seteesonm v @ 9 ew
SanTec SOMIE0 @ 3
senTessonony v @ "
. i 21743 ° ; SerToc SOROOST2 @ -
0 B e B SeoTecconn0m v @ @ =¥
Connect sensor N v Demo Mode s
& e o - ‘ | T H :
SanTec SOMIBE @ ©
14: SenTec-SOM30111 - o E; o
. oo SOA 3
soed O SerTec oM @ »
Remote Monitoring Interrupted “
HE f—— )

Note: In standard configuration the position of the remote monitoring windows and the V-CareNeT Control Window
is fixed. If you want to have the possibility to customize the windows positions with the mouse, select the check box
'Remote Monitoring Windows moveable’ in the dialog 'V-CareNeT Settings’ (see 12.2). In this case it is at any time
possible to arrange all remote monitoring windows in their default positions by clicking on the Arrange Windows’
Icon in the 'V-CareNeT Control Window’ or by unselecting the check box 'Remote Monitoring Windows moveable’.
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14.4.1 Last V-CareNeT Session

The dialog ‘Last V-CareNeT Session’ provides an ‘at-a-glance-summary’ of the last V-CareNeT session when starting up
V-CareNeT (see 14.4). As described below, the configuration of the last V-CareNeT session can be edited/ modified,
before activating the V-CareNeT Main Screen. Among other, it is possible to admit/ discharge patients, to assign to a
patient to another station, or to edit data of already included patients.

Note: When starting up V-CareNeT the dialog 'Last V-CareNeT Session’ will only be skipped if no SDMs are included
in V-CareNeT, i.e. a) when using V-CareNeT the first time, b) at first use after deactivating 'Device Discovery’ (see
12.2, 14.3.2), or c) when during the last session all SDMs were removed from V-CareNeT in the dialog 'Edit
SDMy/Device Host Names’ (see 14.5.1).

HI Last V-CareMeT Session = | B [t
Edit / Reactivate last V-CareNeT Session (to edit double-dick an respective ling)
[l [l Last Admitted Patient

Station SDOM Device Host Name Connect Admit Patient Last Mame, First Mame Patient Mumber Location
1 SenTec-5DM304279 Bond, James P 13455 Bed 1
2 SenTec_SDM210416 [l

3 SenTec-SDM301587 Muster, Jirg P 45677 Bed
4 SenTec-5DM30 1583 [} Ravel, Maurice P 33123 Bed 3
5 SenTec-5DM301585 Wayne, John P 14312

& SenTec-5DM201302 [l

7 SenTec-50M307312 [l

8 SenTec-5DM302530 [ Brandt, Dave P 98421 Bed 7
9 SenTec-5DM301586 Meier , Kurt P 72845 Bed &
10 SenTec-5DM304253 Weber, Angelika P 83452 Bed 15
11 SenTec-SDM300572 [l

iz SenTec-50M304300 Hoffmann, Fritz P 99223 Bed 5
13 SenTec-SDM210373 [}

14 SenTec-50M302453 Mahler, Peter P 12334 Bed 2
15 SenTec-5DM301112 [l

16 SenTec-5DM30 1589 Lehmann, Maria P 7722 Bed 16
17 SenTec-50M301581 [l

18 SenTec-5DM301458 [}

19 SenTec-5DM301462 [l

20 SenTec-5DM300517 [l

21 SenTec-5DM300535 ]

22 SenTec_SDM173277 [l

23 SenTec-5DM302451 [F
[ Arrange Windows
’ O ak I Lo Cancel ] ’ Clear ] ’ Restore

In the upper part of the dialog window, the configuration of the last V-CareNeT session is summarized in
the following seven columns:

Column 1 — Station: provides the station numbers.

Column 2 — SDM Device/Host Name: provides for each station the SDM Device/Host Name of the SDM assigned to
this station in the V-CareNeT Control Window at the end of the last V-CareNeT session.

Note: The SDM-to-station assignment cannot be changed in the dialog 'Last V-CareNeT Session’. This is only possible
in the password protected dialog ‘Edit SDM Device/Host Names’ (see 14.5.1) when V-CareNeT is being executed.

Column 3 — Connect: indicates for each station the status of the ‘Connect’ check box in the V-CareNeT Control
Window at the end of the last V-CareNeT session. It is possible to change the status of the ‘Connect’ check boxes with
the mouse.

Note: Deselecting a 'Connect’ check box will also deselect the corresponding 'Admit Patient’ check box (if selected).

Note: Selecting the checkbox above the column Connect ~ will select all stations/SDMs in the list.
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Column 4 — Admit Patient: indicates for each station the status of the ‘Admit Patient’ check box in the V-CareNeT
Control Window at the end of the last V-CareNeT session. It is possible to change the status of the ‘Admit Patient’ check
boxes with the mouse.

Note: The Admit Patient’ check box is unselected and dimmed grey (not selectable) if the corresponding 'Connect’
check box is not selected.

Note: Selecting the checkbox above the column "Admit Patient ~ will select all stations/SDMs in the list.

Columns 5, 6 and 7 — Last Admitted Patient: indicates for each station the last/ first name (column 5), the patient
number (column 6), and the location (column?) of the patient that was admitted to the respective station at the end of
the last V-CareNeT session. To edit/view patient data double-click on the respective line to open the dialog ‘<X>:
<Device/Host Name> - Patient Data’ (also see 14.7.1, 14.7.2):

12: SenTec-SDM304300 - Patient Data )
Lazt name V| Hoffrmann
Firzt narne | Fritz
Comment COFD
Location Bed 5
Date af Bitth [Mb-DD0 -5 1219-1935
Height [cm) 17
Wwheight [kg] g3
Sen b
Pat. Mumber P 99223
Preview Patient Info:
Hoffmann Fritz Suspend
| {:;} 0k | | Mew Patient | | Assign another stationSDM ‘
| Discharge Patient | | 0 Cancel | ‘ ? Help ‘

Click on ‘OK’ to store changes and close the dialog, click on ‘New Patient’ to clear all text fields (i.e. to clear the data
of the last admitted patient). Click on " Assign another station/SDM’ to assign the current patient to a different
station/SDM (see 14.7.4). Click on "Discharge Patient’ to discharge the patient (see 14.7.5), i.e. to deselect the
‘Admit Patient’ check box in the dialog ‘Last V-CareNeT Session’ (see 14.7.5). Click on ‘Cancel’ to close this dialog
without applying changes.

Note: It is possible to edit patient data irrespective of the status of the corresponding station’s 'Connect’ and 'Admit
Patient’ check boxes. The button 'Discharge Patient’ is dimmed grey, if for the corresponding station the check box
Admit Patient’ is not selected in the dialog 'Last V-CareNeT Session’. The button 'Assign another station/SDM’ is
dimmed grey, if all patient data fields are empty (i.e. as long/ if no patient data are specified).

In the lower part of the dialog ‘Last V-CareNeT Session’ the following functions are provided:

Check-box *Arrange Windows ": If this box is checked, the V-CareNeT Control Window (see 14.5) and all remote
monitoring windows will be arranged in their default positions in the V-CareNeT Main Screen after starting up V-CareNeT
(see 14.4). If this box is un-checked, V-CareNeT will - after starting up V-CareNeT - restore the customized windows
arrangement used during the last V-CareNeT session.

Note: As long the function 'Arrange Windows’ is not activated/ executed (be it when starting up V-CareNeT or by
clicking on the 'Arrange Windows’ Icon in the V-CareNeT Control Window if V-CareNeT is being executed), all
windows — even those that are currently not displayed/ active - will maintain their customized position.

Note: The box Arrange Windows’ is only operable (not dimmed grey), if at least for one station that has not been
arranged in the default positions at the end of the last V-CareNeT session, the 'Admit Patient’ box is selected in the
dialog ‘Last V-CareNeT Session’.
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Note: If at least one station will not be arranged in default position after starting up V-CareNeT (box 'Arrange
Windows’ operable and not selected) and if you added at least one additional station to your new session, the
following message will display when clicking on the 'OK’ button in the dialog 'Last V-CareNeT Session’: 'You added
stations to your new session that were not active during the last session. As a result station windows may overlap
each other. Do you want to continue? (YES | Cancel). Click on 'Cancel’ to return to the dialog Last V-CareNeT
Session’, click on 'Yes’ to proceed.

Note: In order to be able to move the V-CareNeT Control Windowy the remote monitoring windows in the V-CareNeT
Main Screen the checkbox Remote Monitoring Windows moveable = must be selected in the dialog 'V-CareNeT
Settings’ (see 12.2).

A click on the button ‘Clear’ will (after user confirmation) deselect all ‘Connect’ and ‘Admit Patient’ check boxes and
delete the patient data for all stations.

A click on the button ‘Restore’ rejects all changes made since opening the dialog ‘Last V-CareNeT Session’, i.e. the
configuration of the last V-CareNeT session is restored.

A click on the button ‘Cancel’ closes the dialog ‘Last V-CareNeT Session’ without storing changes and aborts startup of
V-CareNeT.

A click on the button 'OK’ stores the changes (if any) and activates V-CareNeT according the selection in the dialog ‘Last
V-CareNeT Session’. Activation of V-CareNeT is done in the following sequence:

e The dialog ‘Speaker Test’ opens (see 14.9.3) if at least one ‘Admit Patient’ check box was selected.
e  Confirm the ‘Speaker Test’ as requested.
e The V-CareNeT Main Screen opens:

e The'Connect’ check boxes that have been selected in the dialog ‘Last V-CareNeT Session’ are
immediately selected in the V-CareNeT Control Window and V-CareNeT attempts to establish connection
to the respective SDMs.

¢ The'Admit Patient’ check boxes that have been selected in the dialog ‘Last V-CareNeT Session’ are
processed one by one (approx. 1 check box per second), i.e. the corresponding remote monitoring
window open one by one. During this time the message ‘Activation of V-CareNeT in progress’ displays in
the top area of V-CareNeT Control Window.

V-CareMeT Control Window

LEAN © X
@ A

Activation of V-CareNeT in progress »
SenTec-SOM3IN4ZTI v o -
SenTec SOMZI041E v
SenTec-SOMI0IGET ¥l i
SenTec-SOMINIGEE v
SenTec-SOMI0IEEE ¥l W
SenTec-SOM201302 i

SenTec-SOM3I07TI2

SenTec-SOM302530

SenTec-SOM201G2E

m

SenTec-SOM304253
SenTec-SOM300572
SenTec-SOM304300
SenTec-SOM210373

SenTec-SOM3I02463

eeeee®

SenTec-SOM30MZ

SenTec-SOM201589
SenTec-SDM30158
SenTec-SOM301462

SenTec-SOMI04E2

g 9SS S EE S

eeeeE®

SenTec-SOM300517

Note: Click on the cross nearby the message 'Activation of V-CareNeT in progress’ to abort further activation
of V-CareNeT or if activation of V-CareNeT cannot be completed due to a technical problem.
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14.5

V-CareNeT Control Window

The 'V-CareNeT Control Window’ is the main (control) window of V-CareNeT. It contains a list of ‘SDM Device/Host
Names’ (see 13.2.4.5), each representing/identifying a SDM in the V-CareNeT System. If the ‘Connect’ check box is
selected for a ‘SDM Device/Host Name’ V-CareNeT tries to establish communication with the respective SDM via the
network. For each 'SDM Device/Host Name’ a ‘Connection Status Indicator’ indicates the connection status. If the
connection is established with a SDM the respective ‘Connection Status Indicator’ lights green (good quality connection)
or yellow (poor quality connection) and it is possible to download Trend Data from the internal memory of the respective
SDM (see 14.6). For each SDM for which connection is established it furthermore is possible to admit a patient to the
V-CareNeT System for remote monitoring and alarm surveillance (see 14.7).

V-CareMeT Control Window
LESN O X
@ &
SO DevicetHost Mame Connect  Connection  Download — Admit
Status TrendData  Patient
SenTec-SOM304273 "l C) Ok 1 | -
SenTec_ SOMZI04E 7 ok | =
SenTee-SOMINGET 7 K % [
SenTeo-SONMINEEE 7 ok ] 4
SenTec-SOM301585 7 ] [oKk] 5[+
SenTec-SOMZ0T302 7 @ oK B
SenTec-SOMINTIZ i@ Ok i
SenTee-SOM302530 7 @ oK #
SenTes-SOMITISEE 7 (oK) =[] |_
SenTec-SOMI04223 7 oK | w7 I
SenTee-SONMIO0ETE 7 @ oK 1t:
SenTec-SOMI04300 7 (=] oK | =
SenTec-SOMZINITE 7 @ akK, 13
SenTec-SOM202453 7 (oK ] w7
SenTec-SOM30TNI2 7 ] (oK ] 15
SenTec-SOMIMGES 7 @ oK 18:
SenTea-SON0TEE 7 @ oK 1
SenTee-SONIIHES 7 @ oK 18
SenTec-SOMIIMES 7 @ oK 13
SenTec-SOMO0GT F @ ak, 20 i

The ‘V-CareNeT Control Window' contains the following elements:

Element Description
e Icon: V-STATS Main Window
P=—

Click this Icon to bring the V-STATS Main Window to the foreground, thereby enabling operator
access to sub-menus and functions that are only accessible via the V-STATS Main Window.

Note: If at least one patient is admitted to the V-CareNeT System, the alert-dialog '‘Remote Monitoring
active” opens when cdlicking this icon. In this case the V-STATS Main Window will come to the
foreground only after confirmation of this dialog.

Note: If an alarm condition occurs on a remotely monitored SDM while the V-STATS Main Window is
in the foreground the following alert-dialog will be triggered.

[ Warning ‘ @

Remote Monitoring Alarm active!

Please return to V-CareNeT to view the alarm!

Click on OK closes this alert-dialog for two minutes where after it reactivates should the/another
remote monitoring alarm condition be present. It closes automatically as soon as no remote
monitoring alarm condition is present.
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Element

Description

Icon: Arrange Windows

Click this Icon to arrange the ‘V-CareNeT Control Window’ in the upper right or left of the screen (see
12.2) and all open remote monitoring windows in their default positions in the V-CareNeT Main Screen
(see 14.4).

Note: As long the function Arrange Windows’ is not activated/ executed (be it when starting up
V-CareNeT (see 14.4.1) or by clicking on the Arrange Windows’ Icon in the V-CareNeT Control
Window if V-CareNeT is being executed), all windows — even those that are currently not displayed/
active - will maintain their customized position .

Icon: V-CareNeT Settings

A click on this Icon activates a password-dialog and — after having successfully entered the password
— the dialog ‘V-CareNeT Settings’ (see 12.2). Please refer to 12.2 for information regarding the
password.

Note: To restore default V-CareNeT Settings use the function 'V-STATS Factory Reset’ which is
provided in the password protected dialog 'V-STATS Settings’ (see 12.1).

Icon: Help
Click this Icon to open the context-sensitive on-line help.

Remaining Trial
time

When V-CareNeT is running (open) during a ‘V-CareNeT Trial’ (see 15.3) or an ‘Extended V-CareNeT
Trial’ (see 15.4) the remaining trial time is indicated on the right of the ‘Close V-CareNeT’ Icon in blue
bold font.

Software Activity Indicator
This indicator is blinking with 0.5 Hz (65% duty), indicating that the V-CareNeT software is active.

Technical Alarms
AUDIO OFF
Indicator
(displayed next to
the 'Help " icon, if
activated)

Message Description / Function

AUDIO OFF Techn.
Alarms SDMs

At the V-CareNeT Central Station auditory alarm signals being related to technical
alarm conditions occurring at SDMs with admitted patients are permanently
switched off / inhibited. Settings can be adjusted in the dialog ‘V-CareNeT
Settings’ (see 12.2).

Note: Auditory alarm signals being related to physiological alarm conditions (alarm
limit violations of PCOZ2, SpO2, or PR) occurring at SDMs with admitted patients
continue to be audible at the V-CareNeT Central Station.

Note: The SDMs auditory alarm signals are not affected by this setting.

AUDIO OFF Techn.
Alarms CS

At the V-CareNeT Central Station auditory alarm signals being related to technical
alarm conditions occurring at the central station itself are permanently switched
off / inhibited. Settings can be adjusted in the dialog ‘V-CareNeT Settings’ (see
12.2).

Note: The 'Remote Monitoring Interrupted’ alarm condition (see 14.8.1 and 14.10)
s currently the only alarm condition that is evaluated by the V-CareNeT Central
Station.

AUDIO OFF Techn.
Alarms

All technical alarms on the monitored SDMs and on the V-CareNeT Central Station
are switched OFF. Settings can be adjusted in the dialog ‘V-CareNeT Settings’ (see
12.2).

Icon: Close V-CareNeT
Click this Icon to close/terminate V-CareNeT. The V-STATS Main Window will come to the foreground.

Note: Clicking this icon while patients are admitted to the V-CareNeT System displays the alert dialog
'Discharge All Patients’ (see 14.7.5). In this case V-CareNeT will close/terminate after confirmation of
the discharge request.

Note: Clicking this icon while the V-CareNeT Demo Mode is enabled, will terminate/disable V-CareNeT
Demo Mode.

Icon: Edit SDM Device/Host Names

Click on this Icon activates a password-dialog and — after having successfully entered the password -
the dialog ‘Edit SDM Device/Host Names’ (see 14.5.1) where it is possible to add or remove SDMs
to/from V-CareNeT and to adjust the order of the ‘SDM Device/Host Names' in the respective column
of the V-CareNeT Control Window.

Note: The default password is the 'V-CareNeT Package Registration Code, which after activation/
upgrade of the V-CareNeT Package is displayed in the dialog 'Product-Info’ (see 16.6). The password
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Element

Description

can be changed in the dialog 'Change Password’. In case you have forgotten your password enter the
Password Unlock Key 'RememberPassword’ in the field 'Current Password’ and select a new
password.

Note: During a 'V-CareNeT Trial’ and an 'Extended V-CareNeT Trial” the default password to open the
dialog ‘Edit SDM Device/Host Names’ is 'Trial".

Note: The password to open the dialog 'Edit SDM Device/Host Names’ is the same password that is
required to open the dialog 'V-CareNeT Settings’ (see 12.2).

Note: In V-CareNeT Demo Mode this Icon is hidden/not available.

Speaker Test
Icon

Icon | Description / Function

Speaker Test Required: This Icon displays if the PC's speaker was not confirmed to be
functional/audible or if the ‘Interval for automatic Speaker Test’ has elapsed.

A click on this icon activates the ‘Speaker Test’ (see 14.9.3).

Speaker Test Confirmed: This icon displays if the PC's speaker was confirmed to be
functional/audible.

A click on this icon activates the ‘Speaker Test’ (see 14.9.3).

AUDIO Icon and
AUDIO Message

Note: The AUDIO Icon and the AUDIO Status Message only display if at least one patient is admitted
to the V-CareNeT System.

Icon Message Speaker Description / Function
Test
m none (";\,_& Auditory alarm signals of V-CareNeT active.
\: Click this icon to pause auditory alarm signals for 120 seconds.
(confirmed)
m AUDIO ("ﬁ Auditory alarm signals of V-CareNeT paused (xxx indicates
PAUSED = remaining pause time in seconds).
XXX (confirmed) | cjick this icon to permanently switch off auditory alarm signals.
K AUDIO (‘;‘@ Auditory alarm signals of V-CareNeT permanently switched-off;
OFF = ‘AUDO OFF Reminder’ ON (can be switched OFF in the dialog
(confirmed) |‘V-CareNeT Settings (see 12.2)).
Click this icon to re-enable auditory alarm signals (only if ‘Speaker
Test' is confirmed).
(’B. Auditory alarm signals of V-CareNeT permanently switched-off;
( \""_ d) Clicking this icon has no function if the ‘Speaker Test' is required.
require
g Note: If the Speaker Test’ is required (see 14.9.3) V-CareNeT's
auditory signals, including the 'AUDIO OFF Reminder, are
disabled.

Message over

column headers

The message ‘Activation of V-CareNeT in progress’ displays over the column header area while
activation of V-CareNeT is in progress (see 14.4.1).

Note: Click on the cross nearby the message 'Activation of V-CareNeT in progress’ to abort further
activation of the V-CareNeT or if activation of the V-CareNeT cannot be completed due to a technical
problem.

‘SDM
Device/Host
Name’ column

This column displays for each SDM currently included in the V-CareNeT System its 'SDM Device/Host
Names’ (see 13.2.4.5).

Note: It is possible that instead of the SDM Device/Host Name’ the IP Address/IP Port of a SDM is
displayed in this list. This is the case if V-CareNeT could not yet successfully contact this SDM after
adding it to V-CareNeT by entering its IP Address/IP Port in the dialog 'Add SDM to V-CareNeT’ (see
14.5.1.1). Once V-CareNeT could successfully contact this SDM the IP Address/IP Port will be replaced
by the SDM Device/Host Name'.

Note: After starting-up V-CareNeT this column in most cases will display the same configuration as
during last use (see 14.4, 14.4.1).

Note: To add or remove SDMs to/from V-CareNeT or to adjust the order of the elements in this list
click on the 'Edit SDM Device/Host Names Icon’ (see above) to open the dialog 'Edit SDM Device/Host
Names’ (see 14.5.1). It is possible to include up to 40 SDMs in V-CareNeT.

Note: SDMs displayed in the SDM Device/Host Name’ column currently may not be available in the
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Element

Description

network to which the PC is connected. If this is the case, the Connection Status Indicator will light red
If the 'Connect’ check box of the respective SDM is selected.

Note: If an alarm is active on a SDM during remote monitoring the respective 'SDM Device/Host
Name’ highlights . (for a high priority alarm), yellow (for a medium priority alarm) or cyan (for a
low priority alarm). If remote monitoring is interrupted (see 14.10) the respective 'SDM Device/Host
Name’ highlights cyan.

Note: To avoid potential mistake of SDMs/patients V-CareNeT continuously monitors the 'SDM
Device/Host Names’ of all SDMs currently listed in the V-CareNeT Control Window. Should V-CareNeT
detect any irregularities (e.g. two or more identical 'SDM Device/Host Names’) V-CareNeT will trigger
an appropriate warning and — after user acknowledgement — take the necessary action to resolve the
[ssue (e.g. removing SDMs with identical 'SDM Device/Host Names’ from V-CareNeT). For details
please refer to 14.3.4.

Note: V-CareNeT continuously monitors the firmware version of all SDMs included in V-CareNeT.
Should V-CareNeT detect SDMs with a firmware version prior to SMB SW-V07.01.x (see 3.1),
V-CareNeT will trigger an appropriate warning and remove these SDMs from V-CareNeT.

‘Check boxes’ in
the ‘Connect’
column

Select the ‘Connect’ check box next to a ‘SDM Device/Host Name’ to establish connection to the
respective SDM via the network.

De-selecting the ‘Connect’ check box interrupts the connection with the respective SDM, and closes all
V-CareNeT related windows for the respective SDM/station.

If a patient is admitted for the respective SDM the alert dialog ‘Discharge Patient(s)’ displays when
de-selecting the ‘Connect’ check box. Pressing the ‘OK’ button in the dialog ‘Discharge Patient(s)’
discharges the patient from the V-CareNeT System, deselects the respective ‘Admit Patient’ check box
and closes all windows related to this patient (see 14.7.5).

Note: If during start-up of V-CareNeT all '‘Connect’ check boxes were de-selected in the dialog 'Last
V-CareNeT Session’ (see 14.4, 14.4.1), not any 'Connect’ check box will be selected after startup of
V-CareNeT.

Note: When adding a SDM to V-CareNeT the ‘Connect’ check box of the respective SDM will not be
selected after closing the dialog 'Edit SDM/Device Host Names’ (see 14.5.1).

Note: Selecting (de-selecting) the check box in the heading-line selects (de-selects) the check boxes
of all devices. If patients are admitted the alert dialog 'Discharge All Patients’ displays when de-
selecting all Connect’ check boxes (see 14.7.5).

Note: Interruption of the communication between V-CareNeT and a SDM does not change the status
of the respective 'Connect’ check box (see 14.10).

‘Connection
Status
Indicators’ in the
*Connection
Status’ column

V-CareNeT continuously monitors data integrity and connection/network quality between the
V-CareNeT Central Station and each individual SDM being connected (see 14.3.3).

For each SDM listed in the ‘SDM Device/Host Name’ column a ‘Connection Status’ indicator shows the
status/quality of the connection between the central station and the respective SDM. It lights

— grey (o) if the corresponding ,Connect’ check box is not selected.

— red (e) if the corresponding ,Connect’ check box is selected but connection (with sufficient
quality) cannot be established with the respective SDM or is interrupted. If this is the case the
dialog ‘No communication with at least one SDM’ (see 14.10) will display.

— yellow (») if the corresponding ,Connect’ check box is selected and a poor quality connection with
the respective SDM is established.

— green () if the corresponding ,Connect’ check box is selected and a good quality connection with
the respective SDM is established.

Note: If the option ‘Network diagnostics’ is selected in the dialog 'V-CareNeT Settings’ (see 12.2) a
tool tip providing quantitative information on the Network Quality displays if the mouse is placed over
the ‘Connection Status Indicator’ (see 14.3.3).

‘OK’ Buttons in
the ‘Download
Trend Data’
column

To download SDM Trend Data from a SDM via the network click on the corresponding ‘OK’ button.
The dialog ‘<x>:<SDM Device/Host Name>- Assign measurement period(s) to patients’ (see 6.1) will
open. Here <X> represents the station number. In this dialog all measurement periods stored in the
internal memory of the respective SDM that are longer than the current setting of the SDM’s internal
parameter ‘Minimal Measurement Duration’ are listed. As described in 6.1 the selected measurement
period(s) therein can be assigned to a patient and then be downloaded, analyzed and displayed in the
V-STATS Main Window. For details please refer to 14.6.

Note: Download of SDM Trend Data via V-CareNeT is simultaneously possible for multiple SDMs. An
ongoing (not terminated) measurement can only be downloaded via V-CareNeT (see 14.6); it cannot
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Element

Description

be downloaded via the Serial Interface.

Note: While SDM Trend Data are downloaded via the LAN interface the serial interface of the SDM
cannot be used for another SDM Trend Data download. Other serial data access works normally.

Note: On the SDM the current setting of the SDM internal parameter ‘Minimal Measurement Duration’
Is displayed in the menu 'Trend Data’. When initiating download of SDM Trend Data from the internal
memory it also Is displayed in the dialog 'Assign measurement period(s) to patients’ (see 6.1). It only
can be changed by the Responsible Organization by using V-STATS (see 13.2.4.6).

Note: The 'OK’ button of a SDM included in V-CareNeT is dimmed grey (not accessible) a) if
connection with this SDM is not established or interrupted (corresponding ‘Connection Status
Indicator’ lights grey or red), b) if download of SDM Trend Data via the network is already in progress
for this SDM, or c) if download of SDM Trend Data via the network is already simultaneously in
progress for 40 SDMs,

Note: Download of SDM Trend Data via V-CareNeT is not supported during a 'V-CareNeT Trial’ (see
15.3) or if the 'V-CareNeT Demo Mode’ (see 12.3) is active.

‘Check boxes’ in
‘Admit Patient’
column

Selecting the ‘Admit Patient’ check box corresponding to a SDM first activates two dialogs to specify
patient data (see 14.7.1) and then activates remote monitoring for the respective patient/SDM. For
the admitted patient/respective SDM real-time data subsequently are displayed in the station’s remote
monitoring window, i.e. in the dialog ‘<X> - <Device/Host Name>:<Location>’ (see 14.8). Here <X>
represents the station number.

De-selecting the ‘Admit Patient’ check box for a SDM displays the alert-dialog ‘Discharge Patient(s)’.
Pressing the 'OK’ button in the dialog ‘Discharge Patient(s)’ discharges the patient from the
V-CareNeT System and closes all windows related to this patient (see 14.7.5).

Note: The number next to the 'Admit Patient’ check box represents the station/cell number in which
the aata for the respective SDM will be displayed.

Note: The 'Admit Patient’ check box associated to a SDM is not accessible (dimmed grey) if
connection with the respective SDM is not established or interrupted. If selected, interruption of the
connection dims but does not de-select the respective 'Admit Patient’ check box.

Note: If the Speaker Test’ is required when admitting the first patient to the V-CareNeT System the
dialog ‘Speaker Test’ (see 14.9.3) will display after the two above mentioned dialogs which permit to
specify patient data and before activating remote monitoring for the first patient.

Note: Admitting a patient to a SDM that is locked by another V-CareNeT Central Station is not
possible. If selecting the 'Admit Patient’ check box of a locked SDM, the two above mentioned dialogs
to specify patient data, therefore, will be skipped. Instead corresponding information will display in
the station’s remote monitoring window (see 14.3.5).

Note: By taking account a) of the number of beds/patients included in the 'V-CareNeT Package
Registration Code’ that was used to activate/ upgrade the 'V-CareNeT Package’ (15.2) and b) of the
current size/resolution of the central station’s screen, V-CareNeT evaluates the number of
beds/patients being simultaneously available for remote monitoring. In the V-CareNeT Control
Window "Admit Patient’ check boxes, consequently, are available only for the corresponding number
of SDMs. If for a SDM for which you want to activate ‘Remote Monitoring’ no 'Admit Patient’ check box
Is available, you must — by using the dialog 'Edit SDM Device/Host Names’ (see 14.5.1) - move the
respective SDM upwards in the list of ' SDM Device/Host Names'. If your V-CareNeT setup does not
support the required number of beds/patients you must consider to increase the size/resolution of the
central station’s screen andyor to (further) upgrade V-CareNeT to a higher number of beds/ patients
(see 16.6.1).

14.5.1 Dialog ‘Edit SDM Device/Host Names’

A click on the ‘Edit SDM Device/Host Names’ Icon in the dialog ‘V-CareNeT Control Window’ (see 14.5) opens a
password-dialog and — after having successfully entered the password - the dialog ‘Edit Device/Host Names'’. In this
dialog it is possible to add or remove SDMs to/from V-CareNeT and to adjust the order of the ‘SDM Device/Host Names’
in the respective column of the V-CareNeT Control Window (see 14.5).

Note: The default password is the 'V-CareNeT Package Registration Code, which after activation/ upgrade of the
V-CareNeT Package is displayed in the dialog 'Product-Info’ (see 16.6). The password can be changed in the dialog
'Change Password. In case you have forgotten your password enter the Password Unlock Key
'‘RememberPassword’ in the field '‘Current Password’ and select a new password,

Note: During a 'V-CareNeT Trial” and an 'Extended V-CareNeT Trial’ the default password to open the dialog ‘Edit
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SDM Device/Host Names’ s 'Trial".

Note: The password to open the dialog 'Edit SDM Device/Host Names’ is the same password that is required to open
the dialog 'V-CareNeT Settings’ (see 12.2).

' N
Edit SDM Device/Host Names [
SDM Device/Host Name Filter
SenTec [ Apply I [ Default Filter
Available in Network [ Already used Currently Selected
Filter

SenTec301587 (-—.-———.-———_.———:1—-——} 1: SenTec-SDM304273 (152.168.100_71:&27&8) -~
SenTec30l458 (---.-—-.-—--.-—-: 2: SenTec_SDMZ21041s (152.1658.100.72:82768)
SenTecZll37e (-——.-—-.-——.———: 3: SenTec-SOM301587 (15Z.168.100.123:&Z7&9)
SenTec301462 (-—.———_.-———_.——-:= 4: SenTec—-5DM301588 (192_168_100_.126:62772
SenTec300517 | 5: 152 168.100.125:82771)
&z ettt
g: SenTec-SDM302530 | B
3: SenTec-SCM30158& ( L E
10: SenTec-SOM304283 | 5
7 11: SenTec-SDM300572 |
SenTec-50M30 ———i—= 12: SenTec-5DM304300 |{
SenTec-SDM305 ———im—= 13: SenTec-SDMZ10272 | )
SenTec (——--. . . : i 14: SenTec-SDM302453 (1592_1&6B.100.70:&27&8)
SenTec—-S5DMZ10376 (192_1€8_.100_.73:8276€8) 15: SenTec-S5DM301112 (192_1€8.100.€9:&2768)
16: SenTec-5D ———i===]
17: ———z===)
13 :
20: SenTec-8 ———im—=
SenTer-8 S — S

|O ak. | Io Caticel J I? Help ‘

A

Important Note: Within V-CareNeT a SDM is unequivocally identified by its 'SDM Device/Host Name’ and it’s 'IP
Address/IP Port’. The dialog ,Edit SDM Device/Host Names’, therefore, displays for the respective SDMs whenever
possible the 'SDM Device/Host Name’ followed by the 'IP Address/IP Port’ in parenthesis (syntax <SDM Device/Host
Name> (<IP Address>:<IP Port>)). If SDMs were added to V-CareNeT by entering the 'SDM Device/Host Name’ or
the 'IP Address/IP Port’ in the dialog Add SDM to V-CareNeT” (see 14.5.1.1) only the entered information will be
available as long no connection has been established with the corresponding SDM. In this case '<SDM Device/Host
Name> (---.---.---.---!---)" or "*<IP Address>:<IP Port>*’ will display.

Note: On the SDM the settings of the parameters 'Device/Host name, 'DHCP Mode, 'IP Address, 'IP Port, and
‘Ethernet Mode’ as well as the SDM’s 'MAC Address’ are displayed in the sub-menu 'Interfaces / LAN Interface’. By
using V-STATS within a password protected area the Responsible Organization can define for each SDM the 'Device /
Hostname, the 'DHCP Mode, the 'IP Address’, the 'IP Port, and the ‘Ethernet Mode’ (see 13.2.4.5).

The two lists of the dialog ‘Edit SDM Device/Host Names' display all SDMs that

e are currently included in V-CareNeT and/or

e previously have been included in V-CareNeT and/or

e are currently contactable in the network by automatic device discovery (if enabled, see 12.2, 14.3.2)

In these two lists SDMs currently contactable in the network by automatic device discovery (if enabled) and/or by using
their ‘IP Address/IP Port’ or ‘SDM Device/Host Name’ are displayed in black, whereas SDMs that are currently not
contactable in the network are displayed in red. SDMs with a firmware version prior to SMB SW-V07.01.x (see 3.1)) are
displayed in blue.

The list *Available in Network / Already Used’ (on the left) displays all SDMs that are currently not included in
V-CareNeT but either are contactable in the network and/or previously had been included to V-CareNeT. To remove all
SDMs currently not being contactable in the network (i.e. displayed in red font) click on the button ‘Refresh List'.

If the check box ‘Filter’ is selected, the list ‘Available in Network / Already used’ is filtered to only display SDMs whose
'SDM Device/Host Name’ starts with the ‘Filter String” specified in the respective text entry field in the top left of the
dialog ‘Edit SDM Device/Host Names'. To view only SDMs in the list whose ‘SDM Device/Host Names’ start with a
different string, modify the ‘Filter String” accordingly and then press the ENTER key or click on the button ‘Apply’.
Uncheck the box ‘Filter’ to view all SDMs available in the list.

Note: In default settings the check box ‘Filter’ is selected.
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Note: As the default 'SDM Device/Host Names’ of SDMs starts with 'SenTec’ (see 13.2.4.5) the default ‘Filter String’ is
SenTec, If the ‘Filter String’ is modified click on the button 'Default Filter’ to restore the default ‘Filter String’.

Note: When opening the dialog 'Edit SDM Device/Host Names’ the 'Filter String’ from previous use is active.

The list *Currently Selected’ displays the ‘SDM Device/Host Names' of all SDMs currently included in V-CareNeT. After
opening the dialog ‘Edit SDM Device/Host Names’ this list is identical with the list of 'SDM Device/Host Names’ in the
respective column of the ‘V-CareNeT Control Window'.

Note: By taking account a) of the number of beds/patients included in the 'V-CareNeT Package Registration Code’
that was used to activate/ upgrade the 'V-CareNeT Package’ (15.2) and b) of the current size/resolution of the
central station’s screen, V-CareNeT evaluates the number of beds/patients being simultaneously available for remote
monitoring. In the V-CareNeT Control Window 'Admit Patient’ check boxes, consequently, are available only for the
corresponding number of SDMs. The top positions of the list 'Currently Selected’ therefore are numbered on the left
indicating that for those devices an 'Admit Patient’” check box will be available in the dialog 'V-CareNeT Control
Window'. The number represents the station/cell number in which the data for the respective SDM will be displayed.

To rearrange the order of the SDMs in the list ‘Currently Selected’, select a SDM with the left mouse and then move it
upwards or downwards by clicking the Up (A) or Down (V) button, respectively.

To remove a SDM from V-CareNeT (i.e. remove the corresponding element from the list *Currently Selected’), select
it with the left mouse and then remove it by clicking the [<] button. The removed SDM will be added to the list
‘Available in Network / Already Used’. To add a SDM to V-CareNeT (i.e. add the corresponding element to the list
‘Currently Selected”) select it with the left mouse in the list ‘Available in Network / Already Used’ and then add it by
clicking the [>] button. If the SDM you want to add to V-CareNeT is not available in the (unfiltered) list ‘Available in
Network / Already Used' it is possible to add it manually. In this case click on the button ‘Add’ to open the dialog ‘Add
SDM to V-CareNeT’ (see 14.5.1.1). In this dialog it is possible to enter either the ‘SDM Device/Host Name’ or the IP
Address/IP Port of the SDM to be added to V-CareNeT.

Note: To add or remove multiple SDMs simultaneously to/from V-CareNeT selection of multiple list elements is
possible by pressing the <Shift> or <CTRL> key while selecting the elements with the left mouse. By pressing the
combination <CTRL> <A> all SDMs in the list are selected.

Note: After adding a SDM to the list 'Currently Selected’ it may be required to move the respective list item upwards
to a position which is numbered on the left, if you subsequently want to admit patients to this SDM.

Note: When removing a SDM from V-CareNeT if the check box ‘Filter’ is selected the removed SDM will only be visible
in the list 'Available in Network / Already Used’ if the beginning of its 'SDM Device/Host Name’ matches the ‘Filter
String’.

Note: It is possible to add up to 40 SDMs to V-CareNeT. Consequently, the following alert dialog will prompt if you
attempt to add more than 40 SDMs to the list 'Currently selected’: ‘Maximal possible number of devices reached
(OK)". A click on the button 'OK” will close this alert dialog without (after clicking on the [>] button) adding a SDM to
the list 'Currently Selected’ or without (after clicking on the button 'Add’) opening the dialog 'Add SDM to V-CareNeT”’
(see 14.5.1.1).

Note: To avoid potential mistake of SDMs/patients V-CareNeT continuously monitors the 'SDM Device/Host Names’
and the 'IP Address/IP Port’ of all SDMs currently included in V-CareNeT (i.e. listed in the 'V-CareNeT Control Window
or the list 'Currently selected” in the dialog 'Edit SDM Device/Host Names’). Should V-CareNeT detect any
irregularities (e.g. two or more SDMs with identical 'SDM Device/Host Names’) V-CareNeT will trigger an appropriate
warning and — after user acknowledgement — take the necessary action to resolve the issue (e.g. removing the
affected SDMs from V-CareNeT). For details please refer to 14.3.4.

Note: V-CareNeT continuously monitors the firmware version of all SDMs included in V-CareNeT. Should V-CareNeT
detect SDMs with a firmware version prior to SMB SW-V07.01.x (see 3.1), V-CareNeT will trigger an appropriate
warning and remove these SDMs from V-CareNeT.

Note: Should the operator attempt to add a SDM to V-CareNeT with a firmware version prior to SMB SW-V07.01.x
(see 3.1), V-CareNeT will trigger an appropriate warning and prevent the user to add the selected SDM to
V-CareNeT.

Click on ‘Cancel’ to close the dialog ‘Edit SDM Device/Host Name’ and to reject all changes. Click on *OK’ will close the
dialog ‘Edit SDM Device/Host Name’ and all changes will become effective.

Note: After adding a SDM to V-CareNeT the respective 'Connect’ check box in the 'V-CareNeT Control Window’ will
not be selected.

Note: Any change that causes the removal of a SDM from V-CareNeT will terminate the connection (if active) to the
respective SDM.

Note: If the changes cause the discharge of patients (i.e. if a SDM to which a patient currently is assigned is a)
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removed from V-CareNeT or b) if — in the V-CareNeT Control Window - the SDM is moved downwards to a position in
the list "SDM Device/Host Names’ for which no 'Admit Patient’ check box is available and, consequently, remote
monitoring is not supported) the alert dialog 'Discharge Patient(s)’ (see 14.7.5) will display. In this case the changes
will become effective only if you confirm the discharge request.

14.5.1.1 Dialog ‘Add SDM to V-CareNeT’

A click on the button ‘Add’ in the bottom right of the dialog ‘Edit SDM Device/Host Names’ (see 14.5.1) opens the dialog
‘Add SDM to V-CareNeT'. In this dialog it is possible to manually enter either the 'SDM Device/Host Name’ or the ‘IP
Address/IP Port’ of the SDM you want to add to V-CareNeT.

Note: On the SDM the settings of the parameters 'Device/Host name, 'DHCP Mode;, 'IP Address, 'IP Port, and
‘Ethernet Mode’ as well as the SDM’s 'MAC Address’ are displayed in the sub-menu ‘Interfaces / LAN Interface’. By
using V-STATS within a password protected area the Responsible Organization can define for each SDM the 'Device /
Hostname, the 'DHCP Mode, the 'IP Address, the 'IP Port, and the 'Ethernet Mode’ (see 13.2.4.5).

Add SDM to V-CareNeT [

To add an SDM to the V-CarelleT System enter the information requested below
{zee menu “Interfaces [ LAM Interface™ of the respective SOM)

Ensure not to duplicate entries
{zee column "Currently selected” in the dialog "Edit SDM Device Host Name™)

SDM Device/Host Mame
SenTec

IP Address

i} i} [u} i}
n ]
- 5]

| () COK | \_0 Cancel |

L

To manually enter a ‘'SDM Device/Host Name' proceed as follows:
e Select the radio button ‘'SDM Device/Host Name’

Note: If device discovery is disabled (see 12.2, 14.3.2) the radio button 'SDM Device/Host Name’ is not
selectable.

e Enter the 'SDM Device/Host Name’ of the SDM you want to add to V-CareNeT in the respective text entry field.

Note: The 'SDM Device/Host Name’ is an alphanumeric string with maximal 16 characters. Permitted characters
are letters (A, B, ..., ¥, Z, a, b, ..., y, z), digits (0, 1, ..., 9) and '-' if not used at end or beginning of the 'SDM
Device/Host Name’. V-STATS prevents entry of other characters and/or issues an appropriate error message
when clicking on the button 'Change’ if invalid characters are used.

e Click on the button ‘OK’ to add the SDM with the respective ‘SDM Device/Host Name’ to V-CareNeT, to close the
dialog and to return to the dialog ‘Edit SDM Device/Host Names'.

Note: In the dialog 'Edit SDM Device/Host Names’ the SDM you added will appear in the list ‘Currently selected”.
If this SDM is currently contactable in the network the display of this SDM in the list 'Currently selected” will
immediately be completed with its IP Address/IP Port. Otherwise '<SDM Device/Host Name> (---.---.--=,---:---)"
will display as long the SDM could not be contacted by V-CareNeT.

Note: Should you attempt to add a SDM to V-CareNeT with a firmware version prior to SMB SW-V07.01.x (see
3.1); V-CareNeT will trigger an appropriate warning and prevent you to add the selected SDM to V-CareNeT.

Note: If you have entered a 'SDM Device/Host Name’ that is already in use within V-CareNeT the following error
message will display when clicking on the button 'OK’
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(7 =)

i ~ h This SDM Device/Host Name and/or IP-Address is already selected
Y (see column "Currently selected” in the dialog "Edit SDM Device/Host Marme")

b

Click on 'OK” to acknowledge the error message, to return to the dialog Add SDM to V-CareNeT’ and to select a
different 'SDM Device/Host Name’.

To manually enter an ‘IP Address / IP Port’ proceed as follows:
e Select the radio button ‘IP Address’

Note: If device discovery is disabled (see 12.2, 14.3.2) the radio button 'IP Address’ is preselected after opening
the dialog 'Add SDM to V-CareNeT".

e Enter the 'IP Address’ and ‘IP Port’ of the SDM you want to add to V-CareNeT in the respective text entry fields.

Note: The values for the 4 parts of the IP Address must be between 0 and 255. The following IP Addresses are
not permitted: '0.0.0.07 '127.xxx.xxx.xxx, 255.255.255.255". Ensure that the IP Port you select is between 0 and
65535,

e Click on the button ‘OK’ to add the SDM with the respective ‘IP Address’ and ‘IP Port’ to V-CareNeT, to close the
dialog and to return to the dialog ‘Edit SDM Device/Host Names'.

Note: In the dialog 'Edit SDM Device/Host Names’ the SDM you added will appear in the list ‘Currently selected".
If this SDM is currently contactable in the network the display of this SDM in the list 'Currently selected” will
Immediately be completed with its 'SDM Device/Host Name’. Otherwise '*<IP Address>:<IP Port>*" will display
as long the SDM could not be contacted by V-CareNeT.

Note: Should you attempt to add a SDM to V-CareNeT with a firmware version prior to SMB SW-V07.01.x (see
3.1), V-CareNeT will trigger an appropriate warning and prevent you to add the selected SDM to V-CareNeT

Note: If you have entered an 'IP Address/IP Port’ that is already in use within V-CareNeT the following error
message will display when clicking on the button 'OK”,

[Error =

f 7 ) This 5DM Device/Host Name and/or IP-Address is already selected
L (see celumn "Currently selected” in the dialog "Edit SDM Device/Host Name")

b

Click on 'OK’ to acknowledge the error message, to return to the dialog '‘Add SDM to V-CareNeT’ and to select a
different 'IP Address/IP Port.

Note: If an invalid IP Address format was entered V-CareNeT will issue the following error message 'when clicking
on the button 'OK”.

rError Iér

I.@.I Invalid IP Address Format

b

Click on 'OK” to acknowledge the error message, to return to the dialog 'Add SDM to V-CareNeT” and to correct
the IP Address.

Note: If you (erroneously) have entered an 'IP Address/IP Port’ that corresponds to a device that is not a SDM
V-CareNeT will as soon this device could be contacted trigger an appropriate warning message and — after user
acknowledgement — take the necessary action to resolve the issue. For details please refer to 14.3.4.

Page 151/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

14.6 Downloading SDM Trend Data via the network

Downloading trend data from the internal memory of devices such as pulse oximeters or capnometers to a PC based
trend data analysis and reporting software is a very time consuming procedure. Depending on the device and its settings
the download time of a single overnight study, for example, can easily exceed 10 minutes. Furthermore, to download
trend data the devices have to be carried to a PC which is typically located in another room, on another floor, or even in
a different building.

To eliminate the need to carry the SDM to the PC V-STATS offers the possibility to download SDM Trend Data from the
internal memory of a SDM via the network. Furthermore, in order to reduce the total download time for customers using
multiple SDMs V-STATS supports the possibility to simultaneously download SDM Trend Data from multiple SDMs via
V-CareNeT. For customers several multiple SDMs the resulting daily time savings can easily exceed an hour.
Furthermore, at the end of the download the internal memory of the SDM can be cleared and the ‘Date&Time’ of the
SDM and PC can be synchronized via the network with the ease of a mouse click.

Note: While SDM Trend Data are downloaded via the LAN interface the serial interface of the SDM cannot be used
for another SDM Trend Data download. Other serial data access works normally.

To initiate download of SDM Trend Data from the internal memory of a SDM currently included in V-CareNeT click on the
corresponding ‘OK’ button in the V-CareNeT Control Window (see 14.5). If measurements are available in the internal
memory of the respective SDM the dialog ‘<x>:<SDM Device/Host Name>- Assign measurement period(s) to patients’
(see 6.1 and below) will open. Therein measurement period(s) can be assigned to a patient and then be downloaded,
analyzed and displayed in the V-STATS Main Window. If no measurements are available in the internal memory of the
SDM the information dialog ‘No measurement found (OK)’ will display.

Note: The 'OK’ button of a SDM included in V-CareNeT is dimmed grey (not accessible) a) if connection with this SDM
Is not established or interrupted (corresponding ‘Connection Status Indicator’ lights grey or red), b) if download of
SDM Trend Data via the network is already in progress for this SDM, or c) if download of SDM Trend Data via the
network is already simultaneously in progress for 40 SDMs.

Note: Download of SDM Trend Data via V-CareNeT is not supported during a 'V-CareNeT Trial” (see 15.3) or if the
'V-CareNeT Demo Mode’ (see 12.3) is active.

Note: Whenever possible the dialog window '<x>:<SDM Device/Host Name>- Assign measurement period(s) to
patients’ is positioned over the respective station’s cell (see 14.4).

1: SenTec-5DM304283 - Assign measurement period(s) to patients
Current Analysis Criteria Profile: Sleep
Data Storage Folder: C:\fg\wvstats\daten
Minimal Measurement Duration = 5 mins Monitoring in progress
Mo. Fram: (MM-DD-v YY) To:  ID: Type:
|10, 2014-02-28 11:12:06 - --- Rdult
9. 2014-02-21 17:31:5% - 2014-02-21 -—-  Adult Lastname Smith
a. &: - 2014-02-21 --- Rdulc )
7. - 2014-02-21 -—-  RAdul: Firstname dohn
5. - 2014-02-21 --- Rdulc ’ i T
5. 2014-02-21 14:17 - 2014-02-21 --- Rdulc Date of birth (MM-DD-Yv'v) - 01-10-1370
4. 2014-02-21 13:19:51 - 2014-02-21 --- Rdult Heiaht fcm 188 - -
3. 2014-02-21 12:06:03 - 2014-02-Z1 -—-  Rdult aht {em) | Admitted Patient |
Z. 2014-02-21 11:04:1% - 2014-02-21 -——  Rdult Weight (ka) a0
1. 2014-02-21 10:14:3% - 2014-02-21 --- Rdulc | Clear |
Sex m
Comment COFD
Fat. number FA178
Feset '\:/' Canvert l | 0 Cancel | | ? Help
Selection of two or more measurement periods will automatically Memory Capacity [hrs]: 221.7 (230.0)
merge the periods with zero values added to fill the gaps.
It is recommended to clear the Trend Data of SDM after the data-download.

Please refer to 6.1 for a detailed description of the dialog ‘<X>:<SDM Device/Host Name>- Assign measurement
period(s) to patients’. Please remember the following particularities that apply if downloading SDM Trend Data via the
network:

e The status message above the patient data fields only displays if SDM Trend Data are downloaded via V-CareNeT. It
displays

- ‘Monitoring in progress’ if on the respective SDM a measurement is ongoing. Please note that if this is the case
download of SDM Trend Data is significantly slower than if no measurement is ongoing.

‘Sensor off patient’ if the sensor connected to the respective SDM is neither placed on the patient nor stored in its
Docking Station.
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- the same status message as the respective SDM, if the sensor is placed in the Docking Station or if no sensor is
connected to the SDM.

Remember: Correction of residual PCOZ2 drift is only possible if the PCOZ2 calibration data before and after the
measurement are available (see 11.6).

e Download of the SDM Trend Data of an ongoing (not terminated) measurement period is only possible via
V-CareNeT. In the example shown above the status message ‘Monitoring in progress’ displays above the patient data
entry fields and in case of the most recent measurement period no end time displays, i.e. it is still ongoing. In the
present example the most recent measurement period is selected and, consequently, can be downloaded. Note that
if an ongoing measurement is downloaded correction of residual PCO2 drift will not be possible for this
measurement. The data for this measurement will span the time period from the start time to the time the download

is finished.

e The button ‘Admitted Patient’ is only available when downloading SDM Trend Data with V-CareNeT. Click on this
button fills in the data of the patient that was last admitted to the respective remote monitoring station into the
patient data fields (see 14.6, 14.7, and 14.8). If a measurement is ongoing, click on this button will fill in the data of
the patient currently being admitted to the respective station.

After having selected measurement period(s) and having entered the desired patient data into the patient data fields
(see 6.1) a click on the ‘Convert’ button will activate the download of the selected measurement period(s). If the
download is made with V-CareNeT the size of the dialog ‘<X>:<SDM Device/Host Name>- Assign measurement
period(s) to patients’ will minimize and it will be positioned in the top left corner of the respective station’s cell.

e

11: SenTec-5DM300517 - Assign measurement pe...

L _a— g ! Cancel

While the data download is in progress only the download progress bar and the ‘Cancel’ button (permitting to abort the

download at any time) display in the minimized dialog window.

Scaling down the size of the dialog ‘<X>:<SDM Device/Host Name>- Assign measurement period(s) to patients’ is
important to permit simultaneous download of SDM Trend Data from multiple SDMs. The figure below shows an example
with SDM Trend Data download being simultaneously in progress for station 2, 6 and 11.

2 SenTec-SOMI302 - Assign messwement peri..

€ cacel

6 SenTec-SOMZLONG - Avsign mesturemnent peri_.
- € concel

11: SenTec-SOMI0OSLT - Assign messurement pe...

- - € el | L G

At the end of the download the dialog ‘<X>:<SDM Device/Host Name>- Assign measurement period(s) to patients’
resumes its normal size.
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Note: If SDM Trend Data are simultaneously downloaded from multiple SDMs (see figure above) V-CareNeT will
resume normal size only for one dialog at a time. Normal size is first resumed for that dialog, for which the download
was first finished. Only after completion of the required user interactions (e.g. activation of a further download) in
this dialog normal size is resumed for that dialog for which the download was finished second (and so forth).

As descript in section 6.1 the dialog '‘<X>:<SDM Device/Host Name>- Assign measurement period(s) to patients’
remains open as long as not all currently available measurement periods have been downloaded to V-STATS thereby
offering the possibility to download additional measurement period(s). Once all currently available measurement periods
have been downloaded to V-STATS or when clicking on the button ‘Cancel’ the dialog shown below is displayed in front
of the dialog ‘Assign measurement period(s) to patients’.

11: SenTec-SDM304300 - Assign measurement period(s) to patients

Cument Analysis Ciiteria Profile: Sleep
Data Storage Folder: C:\fg\vstatsidaten

Minimal Measurement Duration = 5 mins Ready for use
Mo. From: [MM-DD ) To: D Type:
Last name
3. 2014-03-03 13:01:44 - 2014-03-03 13:11:53 --- Adult First
2. 2014-03-03 12:41:4Z - 2014-03-03 12:52:42 --- Adult st name
1. 2014-03-03 12:26:25 - 2014-03-03 12:3&:37 ---— BAdulc Date of it [MM-DD )
Height [cm]
Admitted Patient
Wweight [kg)

Sex Clear

Comment

Pat. number

Reset (_;l Corvert || Q Cancel

Selection of two or more measurement periods will automatically Memory Capacity [hrs]: 228.9 (230.0)
meige the periods with zero values added to fill the gaps.

| 7 &b

It is recommended to clear the Trend Data of SDM after the data-download.

Click on the button ‘Cancel’ to close the dialog ‘Assign measurement period(s) to patients’.

Click on the button ‘Set Date & Time of SDM’ to set the ‘Date & Time’ of the SDM to the ‘Date & Time’ of the PC and
to close the dialog ‘<X>:<SDM Device/Host Name>- Assign measurement period(s) to patients’.

Click on the button ‘Clear Trend Data of SDM’ to clear the SDM Trend Data stored in the internal memory of the SDM
and closes the dialog ‘<X>:<SDM Device/Host Name>- Assign measurement period(s) to patients. For details please
refer to 6.1.

If SDM Trend Data that were downloaded with V-CareNeT use the ‘File Manager’ to open the measurements (see 7.1).

14.7 Remote Monitoring — Patient Administration

The Patient Administration process includes:

A) Admitting a (new) patient into V-CareNeT System (see 14.7.1).

B) Editing patient data of a patient already being admitted to V-CareNeT System (see 14.7.2).

C) Assigning a patient to another location (Patient Transfer with SDM — Option A) (see 14.7.3).

D) Assigning a patient to another station/SDM (Patient Transfer without SDM — Option B) (see 14.7.4).
E) Discharging the patient from V-CareNeT System (see 14.7.5).

14.7.1 Admit a patient into V-CareNeT System

1) Before admitting a patient into the V-CareNeT System:

a) make sure to determine which SDM you (will) use to monitor the patient and to determine the location of the
patient (e.g. floor, room number, step down unit, ...).

b) make sure the SDM selected in step la is turned on and connected to the same network as the PC with
V-CareNeT.

c) access the sub-menu ‘LAN Interface’ of the SDM selected in step 1la to verify that the menu-parameter ‘LAN’ is
set to ON and to take note of its 'SDM Device/Host Name’ (identifies the SDM in the V-CareNeT System).

d) startup V-CareNeT (see 14.4) and verify that in the ‘V-CareNeT Control Window’ (see 14.5) the ‘SDM Device/Host
Name’ of the SDM selected in step 1a is available and that an ‘Admit Patient’ check box is available for the
respective SDM. If needed add the SDM to V-CareNeT and/or move it upwards until an ‘Admit Patient’ check box
is available for it (see 14.5.1).
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2)

3)

Note: By taking account a) of the number of beds/patients included in the 'V-CareNeT Package Registration
Code’ that was used to activate/ upgrade the 'V-CareNeT Package’ (15.2, 16.6.1) and b) of the current
size/resolution of the central station’s screen, V-CareNeT evaluates the number of beds/patients being
simultaneously available for remote monitoring. In the V-CareNeT Control Window 'Admit Patient’ check
boxes, consequently, are available only for the corresponding number of SDMs. If your V-CareNeT setup does
not support the required number of beds/patients you must consider to increase the size/resolution of the
central station’s screen andyor to (further) upgrade V-CareNeT to a higher number of beds/ patients (see
16.6.1).

In the "V-CareNeT Control Window’ select the ‘Admit Patient’ check box associated with the SDM you have selected in
step 1a. The dialog ‘<X>: Admit Patient’ appears.

Note: <X> - the number next to the Admit Patient’ check box - represents the station/cell number in which the
data for the respective SDM will be displayed.

Note: A patient can only be admitted to a station if connection with the associated SDM s established.
Consequently the 'Admit Patient’ check box of a station is not accessible (dimmed grey) if connection with the
associated SDM is not established or interrupted.

Note: If attempting to admit a patient to a SDM that is locked by another V-CareNeT Central Station V-CareNeT
will skip the dialog '<X>: Admit Patient’. Instead corresponding information will display in the station’s remote
monitoring window (see 14.3.5). Acknowledgement of the information will close the respective station’s remote
monitoring window and deselect the respective 'Admit Patient’ check box.

11: Admit Patient S

This will admit a patient to station 11 of the V-CareMNeT System,
i.e, to the SDM which is identified by the Device/Haost Name
SenTec-5DM304300

Mote:

The "Mew Patient”™ button opens the "Patient Data” dialog with empty
patient data fields. Use the "Previous Patient” button to display

in the patient data fields the data of the patient that was last
monitored with the same SDM.

Mew Patient ‘ [ Previous Patient l ‘ 0 Cancel |

e

A click on the ‘Cancel’ button aborts patient admission, closes this dialog, and deselects the respective ‘Admit
Patient’ check box in the ‘V-CareNeT Control Window’ (see 14.5).

The dialog ‘<X>: <Device/Host Name> - Patient Data’ (see below) opens upon a click on the
¢ ‘New Patient’ button with empty patient data fields (i.e. the last patient’s data (if any) will be deleted).

e ‘'Previous Patient’ button displaying the data of the patient that was last monitored with the same SDM in the
patient data fields. Use this option to restart remote monitoring for the patient that was last monitored with this
station/SDM (for example after having discharged a patient unintentionally).

Note: The button 'Previous Patient’ is dimmed grey if no patient data is available for station <X> (e.g. at first
use of the station <X> or if the last patient’s data were deleted with the ‘New Patient’ function).

Note: If another patient is already admitted to the SDM you have selected in step 1a you must — by using the
function of the 'New Patient’ button in the dialog '<X>: <Device/Host Name> - Patient Data’ - first discharge
the current patient from and then assign the new patient to the respective SDM (see 14.7.2).

In the dialog ‘<X>: <Device/Host Name> - Patient Data’ (see below) enter the patient data in the patient data
fields if it was opened by a click on the ‘New Patient’ button. Verify the data of the patient that was last monitored
with this station/SDM, if it was opened by a click on the ‘Previous Patient’ button. If necessary edit the data or clear
the patient data fields by a click on the ‘New Patient’ Button.
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11; SenTec-SDM304300 - Patient Data )
Last hame | Smith
First name 4 Jobn
Comment on PCA
Location Room 5, Bed 2
Drate of Birth [MM-DD ) 12191945
Height [cm] 186
YWeight [ka) 100
Sex b
Fat. Hurnber F45TE
Preview Patient Info:
Smith John Suspend
| O QK ‘ ‘ Mew Patient ‘ ‘ Assign another station/SDM |
| Discharge Patient ‘ ‘ 0 Cancel ‘ ‘ ? Help |
LY

A maximum of 25 characters can be entered for the ‘Last name’ and for the ‘First hame’. A maximum of 30
characters can be entered for the ‘Comment’, the ‘Location’ and the ‘Pat. Number’. Enter the patient’s date of birth,
height, and weight by using the format/units indicated in parenthesis. The text entered in the ‘Location’ field will
display in the name of the station’s remote monitoring window (syntax ‘<X>: <Device/Host Name>< - Location>").

Note: The 'SDM Device/Host Name’ of a SDM displays in the name of all windows that are related with the
associated station. If a SDM is always used at the same location we therefore recommend to keep vacant the
‘Location’ field in the dialog '<X>>: <Device/Host Name> - Patient Data’ and instead to store the location in the
SDM Device/Host Name’ by using V-STATS within a password-protected area (see 13.2.4.5).

Note: The format used for dates and the units used for height and weight can be changed in the dialog V-STATS
Settings (see 12.1).

Note: When admitting a patient the buttons 'Discharge Patient’ and 'Assign another station/SDM’ are not
accessible (dimmed grey). These buttons are only accessible while editing the data of an already admitted patient
(see 14.7.2) or when assigning an already admitted patient to another station/ SDM (see 14.7.4).

Important: Display of Patient Info in the remote monitoring window and its duplication on the SDM

By selecting one of the four check boxes next to the patient data fields you can define which part of the patient data
will a) display as customized ‘Patient Info’ in the station’s remote monitoring window (<X>: <Device/Host Name><
- Location>) (see 14.8.1) and b) be duplicated on the associated SDM if the check box ‘Display Patient Info on SDM’
is selected in the dialog ‘V-CareNeT Settings’ (see 12.2). Verify that patient privacy will be warranted in accordance
with local ordinances before selecting one of the above mentioned check boxes.

The field ‘Preview Patient Info’ above the ‘OK’ button provides a preview of the customized ‘Patient Info’. In order to
ensure that the ‘Patient Info’ will be fully visible in the remote monitoring window and on the SDM verify that it does
not transcend the ‘Suspend’ check box in the preview area.

Note: It is strongly recommended not to include special characters in the 'Patient Info;, since they might not be
displayed correctly on the SDM itself.

Note: The 'Last Name’ and ‘First Name’ can be checked simultaneously, otherwise only one patient data field can
be checked at once.

Click on the ‘Cancel’ button aborts patient admission, closes this dialog, and deselects the respective ‘Admit Patient’
check box in the 'V-CareNeT Control Window’ (see 14.5).

A click on the 'OK button admits the patient to the respective SDM, saves the patient data, opens the remote
monitoring window <X>: <Device/Host Name>< - Location> (see 14.8.1), and activates remote monitoring for this
patient.

Note: If the 'Speaker Test’ is required when admitting the first patient to the V-CareNeT System the dialog
Speaker Test’ (see 14.9.3) will display before activating remote monitoring for the first patient.
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14.7.2 Editing patient data of a patient admitted to V-CareNeT System

In the remote monitoring window (see 14.8.1) the customized ‘Patient Info’ displays - as highlighted by a red rectangle
in the following figure — in the <Patient Info> field underneath the window’s name.

—

11: SenTec-SDM304300 - Room 5, Bed 2
Smith John

To edit the patient data of a patient that is admitted to a station click on the <Patient Info> field. The dialog ‘<X>:
<Device/Host Name> - Patient Data’ - displaying the data for the patient admitted to this station — will open:

11: SenTec-SDM304300 - Patient Data [
Last name | Smith
First name | Jahkin
Cormment on PCA
Lacation Fioom 5, Bed 2
Date of Birth [M-DD -] 12-19-1945
Height [cm] 186
“weight [kl 100
Sen 14
Pat. Mumber PI4R7E
Preview Patient Info:
Smith John Suspend
| CI ] | | Mew Patient | | Assign another station/SDM ‘
| Discharge Patient | | 0 Cancel ‘ ‘ ? Help ‘
L

Verify the displayed patient data. If necessary edit the data.

Note: When editing patient data of an already admitted patient the button 'Discharge Patient’ is accessible. The
button 'Assign another station/SDM’ is discussed in the paragraph 'Assigning a patient to another station/SDM’
(see 14.7.4). Note that the this button is not accessible (dimmed grey) if all patient data fields are empty The button
‘Discharge Patient’ and the function of the button 'New Patient’ while editing patient data are discussed below in
the paragraph 'Discharging the patient from the V-CareNeT System’ (see 14.7.5).

Important: Display of Patient Info in the remote monitoring window and its duplication on the SDM

By selecting one of the four check boxes next to the patient data fields you can define which part of the patient data
will a) display as customized ‘Patient Info’ in the station’s remote monitoring window (<X>: <Device/Host Name><
- Location>) (see 14.8.1) and b) be duplicated on the associated SDM if the check box ‘Display Patient Info on SDM’
is selected in the dialog ‘V-CareNeT Settings’ (see 12.2). Verify that patient privacy will be warranted in accordance
with local ordinances before selecting one of the above mentioned check boxes.

The field ‘Preview Patient Info’ above the ‘OK’ button provides a preview of the customized ‘Patient Info’. In order to
ensure that the ‘Patient Info’ will be fully visible in the remote monitoring window and on the SDM verify that it does
not transcend the ‘Suspend’ check box in the preview area.

Note: It is strongly recommended not to include special characters in the 'Patient Info’, since they might not be
displayed correctly on the SDM itself.

A click on the ‘Cancel’ button while editing patient data rejects all changes, closes the dialog ‘<X>: <Device/Host
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Name> - Patient Data’ and returns to the remote monitoring window (<X>: <Device/Host Name>< - Location>).

A click on the '‘OK button saves the changes and returns to the remote monitoring window (<X>: <Device/Host
Name>< - Location>).

Note: When reactivating the Last V-CareNeT Session at startup of V-CareNeT (see ) it is also possible to edit patient
data of patients already being admitted to V-CareNeT System (see 14.4.1).

14.7.3 Assigning a patient to another location (Patient Transfer with SDM — Option A)

If a patient is transferred to another location and if the SDM is transferred along with the patient you need to update the
settings in the V-CareNeT System.

Open the dialog ‘<X>: <Device/Host Name> - Patient Data’ (see 14.7.2) for the respective patient/station, modify the
‘Location’ field accordingly, and then click on the ‘OK’ button to save the changes and to return to the respective patients
remote monitoring window. The updated location will display in the window name of the remote monitoring window
(<X>: <Device/Host Name>< - Location>).

Note: When transferring the SDM to a new location you may be required to disconnect the SDM from the network
and, hence, the connection between V-CareNeT and the SDM will interrupt during the transfer. As soon as the SDM
s reconnected to the network connection between V-CareNeT and the SDM will automatically re-establish and
remote monitoring will resume. In certain cases connection between V-CareNeT and the SDM will re-establish
automatically only if the SDM is reconnected to the network within the same subnet.

14.7.4 Assigning a patient to another station/SDM (Patient Transfer without SDM — Option B)

In certain situations you may be required to assign the patient being admitted to a station/SDM to another station/SDM
(e.g. if the patient is transferred to another location without the SDM or if the SDM which is currently in use is replaced
by another SDM).

1) Before assigning the patient to another SDM
a) make sure to determine to which station/SDM you want to transfer the patient and to verify the (new) location of
the patient.

b) make sure the SDM selected in step 1a is turned on and connected to the same network as the PC with
V-CareNeT.

c) access the sub-menu ‘LAN Interface’ of the SDM selected in step 1a to verify that the menu-parameter ‘LAN’ is
set to ON and to take note of its 'SDM Device/Host Name’ (identifies the SDM in the V-CareNeT System).

d) verify that in the ‘V-CareNeT Control Window’ (see 14.5) the ‘SDM Device/Host Name’ of the SDM selected in step
1a is available and that an ‘Admit Patient’ check box is available for the respective SDM. If needed add the SDM
to V-CareNeT and/or move it upwards until an ‘Admit Patient’ check box is available for it (see 14.5.1).

e) verify that for the station that is associated with the SDM you selected in step 1la communication between
V-CareNeT and the SDM can be established (see 14.5).

f) verify that no other patient is currently admitted to the SDM to which you want to transfer your patient.

2) Open the dialog ‘<X>: <Device/Host Name> - Patient Data’ (see 14.7.2) for the respective patient/station. Verify the
patient data. If necessary update the patient data.

Note: The location of the SDM/ the device must be updated at the end of the transfer process (see below).

Note: The 'SDM Device/Host Name’ of a SDM displays in the name of all windows that are related with the
associated station. If a SDM [s always used at the same location we therefore recommend to keep vacant the
‘Location’ field in the dialog '<X>>: <Device/Host Name> - Patient Data’ (see 14.7.2) and instead to store the
location in the 'SDM Device/Host Name’ by using V-STATS within a password-protected area (see 13.2.4.5).

3) Click on the ‘Assign another station/SDM’ button in the dialog ‘<X>: <Device/Host Name> - Patient Data’ to open
the dialog ‘Assign another station/SDM’.

Note: The button 'Assign another station/SDM’ is not accessible (dimmed grey) if all patient data fields are empty.
Note: The function 'Assign another station/SDM’ is also available when starting up V-CareNeT (see 14.4, 14.4.1).
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[ Assign another station/SDM &Jw
List of available stations/SDMs
Station / SDM Status Connection Patient
Status Last Name, First Name Patient Mumber Location
i @ e P Bed 1
2 . P Bed 8
3: SenTec_SDM210416 available @
4: SenTec-5DM301588 available P 83123 Bed 3
5 585 occupied P 14812
7 6 o d P 83452 Bed 15
") 7: SenTec-SDM201302 available @
") 8: SenTec-SDM307912 available
) 9: SenTec-5DM302530 available @ Brandt, Dave P 93421 Bed 7
7 10: SenTec-5SDM301586 occupied Meier , Kurt P 72845 Bed 6
@ 11:SenTec-SDM304300 current @ Smith, John P34576 Room 5, Bed 2
) 12: SenTec-SDM300572 available @
) 13: SenTec-SDM210373 available @
) 14: SenTec-5DM302453 occupied ahler, Pete P 12334 Bed 2
) 15: SenTec-5DM301112 available @
) 16: SenTec-5DM301589 occupied @ Lehma aria P 77622 Bed 16
) 17: SenTec-5DM301581 available @
) 18: SenTec-SDM301458 available @
) 19: SenTec-SDM301462 available @
) 20: SenTec-SDM300517 available @
| O ak. | l 0 Cancel ‘ l ? Help I
.

The dialog ‘Assign another station/SDM’ displays for each station (from left to right)

the station number <X>
the ‘SDM Device/Host Name’ of the associated SDM
the station’s (availability) ‘Status’ (either ‘current’, ‘available’, *‘occupied’, or ‘locked’ (see 14.3.5))

Note: A station/ SDM is ‘available’ if it is neither locked by another V-CareNeT System (see 14.3.5) nor a
patient is assigned to it (i.e. corresponding 'Admit Patient’ check box in the V-CareNeT Central Station (see
14.5) not selected).

the station’s ‘Connection Status’ (see 14.5), and

the data of the patient assigned to it.

The current station/ SDM is highlighted in bold, red and its ‘Radio Button’ is selected.

4) Select the radio button in front of the station/SDM to which you want to transfer the patient.

Note: 'Available’ stations/ SDMs are selectable irrespective of their 'Connection Status'’.
Note: '‘Occupied’ and 'locked’ stations/ SDMs are dimmed grey and their 'Radio Buttons’ are not selectable.

Note: If the dialog 'Assign another station/ SDM’ is opened from the dialog 'Last V-CareNeT Session’ when
starting up V-CareNeT (see 14.4.1), V-CareNeT does neither verify the 'Connection Status’ nor assess whether or
not the SDMs are locked by another V-CareNeT System. Consequently, a station/ SDM is classified to be
‘available’ if the corresponding 'Admit Patient’ check box is not selected in the dialog 'Last V-CareNeT Session’; its
'Connection Status’ lights green if the corresponding Connect’ check box is selected and grey if not selected.

5) Click on ‘OK’ to transfer the patient to the selected station/ SDM.

Note: If the data of the last patient that was admitted to the station/ SDM to which you want to transfer the
current patient are still available V-CareNeT will trigger the following warning:

Confirmation &J

1 This will clear the data of the patient that was last admitted to station 4.
L9 Press OK to continue or press Cancel to select another available station.

Cancel

Click on 'Cancel’ to abort the process and to return to the dialog 'Assign another station/ SDM". Click on 'OK’ to
clear the data and to proceed.
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Note: V-CareNeT will request you to verify/ specify the patient’s location after the transfer in the following dialog:

Confirmation

|

Verify [ select location of the patient Smith, John after the transfer to station 4: SenTec-SDM301538
Room 5, Bed 2 (so far selected for station 11: SenTec-SDM304300)
Bed 3 (so far selected for station 4: SenTec-SDM301588)

| X Cancel ‘ | 7 Hep

In this dialog either select a) the location of the station/ SDM to which the patient was assigned before the
transfer, b) the station/ SDM to which the patient was assigned after the transfer, or c) specify a different
location in the respective text entry field. Click on 'OK” to confirm the patient’s updated location.

Note: Options for which no location was specified when starting the transfer process will not be displayed.

Note: In the example above, the patient is transferred from station 11: SenTec-SDM304300 (so far located in

Room 5, Bed 2) to station

4. SenTec-SDM301588 (so far located in Bed 3).

14.7.5 Discharging the patient from V-CareNeT System

There are four options to discharge patients from the V-CareNeT System. For each option you must - if remote
monitoring is active for the respective station - confirm the discharge request in the dialog ‘Discharge Patient(s)":

-

% Discharge Patient(s)

NE——

Please confirm

This will discharge the patient(s) currently being monitored with
Station14: SenTec-5DM300517

Mote: If active, this will also stop recording and/or plotting of data for the respective patient(s).

the discharge request

0 Cancel

Option

Description

‘Discharge Patient’ button in
dialog ‘<X>: <Device/Host Name>
- Patient Data’ (see 14.7.2)

The dialog ‘Discharge Patient(s)’ appears after clicking this button.

Click the ‘OK’ button to discharge the patient from the V-CareNeT System, to
close all windows related to this patient and to uncheck the ‘Admit Patient’ check
box in the ‘V-CareNeT Control Window'.

Note: The patient’s data are not deleted by the 'Discharge Patient’ function.

‘New Patient’ button in dialog
‘<X>: <Device/Host Name> -
Patient Data’ (see 14.7.2)

The dialog ‘Discharge Patient(s)’ appears after clicking this button.

Click the ‘OK’ button to discharge the current patient from the V-CareNeT
System and to close all windows related to this patient. The ‘Admit Patient’
check box in the ‘V-CareNeT Control Window’ remains selected and the dialog
‘<X>: <Device/Host Name> - Patient Data’ displays with empty patient data
fields (i.e. the last patient’s data (if any) are deleted), permitting you to admit a
new patient.

Note: Pressing the 'Cancel’ button in the dialog '<X>.: <Device/Host Name> -
Patient Data’ while admitting a patient (see 14.7.1) closes the dialog '<X>:
<Device/Host Name> - Patient Data’ and returns to the 'V-CareNeT Control
Window’ (corresponding 'Admit Patient’ check box de-selected)

Uncheck the ‘Admit Patient’ check
box in ‘V-CareNeT Control Window’
(see 14.5)

The dialog 'Discharge Patient(s)’ appears when unchecking the ‘Admit Patient’
check box.

Click the ‘OK’ button to discharge the patient from the V-CareNeT System and to
close all windows related to this patient.

Note: The patient’s data are not deleted by deselecting the 'Admit Patient’ box.
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Option Description

Uncheck the *Connect’ check box in | The dialog ‘Discharge Patient(s)’ appears when unchecking the ‘Connect’ check
‘V-CareNeT Control Window’ (if the | box.

A?m'tt d Patlen1t4 5 check  box s Click the ‘OK’ button to discharge the patient from the V-CareNeT System and to
selected) (see 14.5) close all windows related to this patient. This will de-select the ‘Admit Patient’
check box.

Note: The patient’s data are not deleted by deselecting the 'Connect’ box.

Note: The dialog 'Discharge Patient(s)” also displays when attempting to exit the dialog 'Edit SDM Device/Host
Names’ if the changes will cause interruption of remote monitoring for one or multiple devices (see 14.5.1). Changes
will become effective only after confirmation of the discharge request.

Note: Should changing the language (see 12.1) andy/ or the position of the V-CareNeT Control Window from left to
right (or vice versa) (see 12.2) reduce the maximal number of stations that are available at the V-CareNeT Central
Station and should this cause the discharge of patients currently admitted to these stations (if any), then the alert
dialog Discharge Patient(s)’ would also display.

WARNING: Decreasing the central station’s screen resolution while remote monitoring is active may cause
interruption of remote monitoring for one or multiple SDMs. In this case, patients admitted to the respective
stations will be discharged from V-CareNeT System without an alert-dialog being displayed.

When clicking the ‘Close V-CareNeT’ icon in the ‘V-CareNeT Control Window’ (see 14.5) or when attempting to exit
V-STATS while patients are admitted to the V-CareNeT System the alert dialog ‘Discharge All Patients’ displays. In this
case V-CareNeT and or V-STATS will close/terminate only after you have confirmed the discharge request. The alert
dialog 'Discharge All Patients’ will also display, if the *Connect’ check box in the heading-line of the V-CareNeT Control
Window is deselected while at least one patient is admitted.

-

41 Discharge All Patients = | B S

Patients currently are admitted to the V-CareMeT System.
If you continue all patients will be discharged from the V-CareNeT System.

Please confirm the discharge request

Mote: If active, this will also stop recording and/or plotting of data for the respective patient(s).

| (_/' Ok | |0 Cancel |
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14.8 Remote Monitoring

14.8.1 Description of an individual remote monitoring window

Admitting a patient to a SDM being identified within the V-CareNeT System by its ‘'SDM Device/Host Name’ (see 14.7.1)
opens the remote monitoring window ‘<X>: <Device/Host Name>< - Location>’ and activates remote monitoring for
this patient. Here <X> identifies the station number.

Depending on whether or not the display of dx-values and/or Baseline values is enabled in the dialog ‘V-CareNeT
Settings’ (see 12.2) the remote monitoring window(s) will display in one of the four following configurations:

‘Display Baseline values’ disabled ‘Display Baseline values’ enabled
‘g 14; SenTec-SDM300517 - Room 5, Bed 2 14: SenTec-SDM300517 - Room 5, Bed 2
S Smith John Suspend oy @ Smith John suspend [y @
‘Ig % PR bpm PR bpm
x5
38 58 64
> .2
% b=} E 00:21 E
2
: M |

14: SenTec-50M300517 - Room 5, Bed 2 14: 5enTec-50M300517 - Room 5, Bed 2

Smith John suspend /N @ Smith John suspend /@
PR bpm PR bpm

61 60
E

00:22 E

splay dx-values’ enabled

Note: A ‘dx-value’ for a parameter corresponds to the difference between the current reading of the parameter and
fts reading x minutes ago. A 'd10-value for PCO2’ of '+ 2.1 mmHg, for example, indicates that the current PCO2
reading is 2.1 mmHg higher than the PCOZ2 reading 10 minutes ago. x'is called 'Delta-Time’ (see 13.2.4.2) and can
be remotely controlled with V-CareNeT (see 14.8.2.1). The default value for 'Delta-Time’is 10 minutes.

Note: During patient monitoring a baseline for PCO2, PO2Z, SpO2 and RHP (note that V-CareNeT currently only

supports remote monitoring of PCO2, SpO2 and PR) can be set on the SDM a) by either using the quick access menu

of the SDM (refer to the Technical Manual of the SDM (HB-005752) or b) remotely by using the V-CareNeT dialog

Set Operator Events’ (see 14.8.3). 'Baseline values’ for a parameter comprise

- the baseline itself, i.e. the reading of the parameter at the instant the baseline was set,

- the dB-value, i.e. the difference between the current reading of the parameter and its value at the moment the
baseline was set, and

- the time that elapsed since the baseline was set in hh.mm format.

‘Baseline values for PCO2’ of '32.2 + 9.8 mmHg (00:21), for example, indicate that the current PCO2 reading is 9.8

mmHg higher than the baseline of 32.2 mmHg which was set 21 minutes ago.

Window Name

The window name ‘<X>: <Device/Host Name>< - Location>" consists of three elements:

e <X> corresponds to the station number to which the patient was assigned.

e <Device/Host Name> corresponds to the ‘SDM Device/Host Name’ of the SDM to which the patient was admitted.

e <Llocation> displays the information currently stored in the ‘Location’ field in the dialog ‘<X>: <Device/Host Name>
- Patient Data’ (see 14.7.2) of the respective patient/station.

Note: If in the dialog '<X>: <Device/Host Name> - Patient Data’ the 'Location’ field is empty no location is
Indicated in the window name.

<Patient Info> text field (in this example displaying "Smith John”)

The <Patient Info> field displays the customized ‘Patient Info” which is determined by the patient data field - either the
patient’s last name/first name, a comment, or the patient number - that is selected in the dialog ‘<X>: <Device/Host
Name> - Patient Data’ (see 14.7.2). A click on the <Patient Info> field opens the dialog ‘<X>: <Device/Host Name> -
Patient Data’ where you can edit the patient data of the current patient (see 14.7.2).

Page 162 / 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

Note: The customized 'Patient Info’ can be duplicated on the associated SDM by selecting the box 'Display Patient
Info on SDM’ in the dialog 'V-CareNeT Settings’ (see 12.2).

Note: It is strongly recommended not to include special characters in the 'Patient Info, since they might not be
displayed correctly on the SDM itself.

Black data field

The PCO2, SpO2 and PR data displayed in the black data field correspond to current data measured by the SDM to which
the patient is admitted. Values of measured parameters are updated every 2 seconds. If a measurement parameter
violates a SDM internal alarm limit the respective parameter flashes (with 1.4 Hz for Sp0O2, with 0.7 Hz for PCO2 and
PR). If enabled dx-values and/or baseline values display for PCO2 and SpO2 (see above).

The SDM continuously evaluates the quality of the measured data (PCO2, SpO2, and PR) and the dx-values and /or

baseline values derived thereof by assessing the severity of conditions presented to the SDM. The results of this

evaluation are used to display status messages (see below) and/or quality attributes for the different parameters (for

details refer to the Technical Manual for the SDM (HB-005752)). While a parameter is marked as

e valid: alarm surveillance for the respective parameter (if applicable) is active on the SDM; V-CareNeT displays the
parameter in the selected color;

e guestionable: alarm surveillance for the respective parameter (if applicable) is active on the SDM; V-CareNeT displays
the parameter in the selected color and a '?” adjacent to the parameter;

e unstable: alarm surveillance for the respective parameter is not active on the SDM; V-CareNeT displays the
parameter in grey. PCO2, for example, is displayed in grey during ‘PCO2 stabilization’ after sensor application or after
occurrence of a ‘PCO2 artifact’;

e invalid: alarm surveillance for the respective parameter is not active on the SDM; V-CareNeT replaces parameter with

e not available: alarm surveillance for the respective parameter is not active on the SDM; V-CareNeT replaces
parameter with *-/-'.

‘IC’ displays nearby the PCO2 label if PCO2 values are in-vivo corrected and/or if the SDM menu-parameter
‘Severinghaus Correction Mode’ is set to fix (please refer to the Technical Manual of the SDM (HB-005752) for details).
PCO2 units (‘'mmHg’ or ‘kPa’) can be changed in the dialog ‘V-STATS Settings’ (see 12.1). The display color for PCO2,
Sp02, and PR can be changed in the dialog ‘V-CareNeT Settings’ (see 12.2).

Note: The PCOZ2 unit of the SDM and the PCOZ2 unit of V-CareNeT can be selected independently from each other.

Note: Details of the correction are displayed in the dialog Additional Data’ (see 14.8.2) if PCO2 values are in-vivo
corrected andy/or if the SDM menu-parameter 'Severinghaus Correction Mode’ is set to fix. The use of PCO2 In-Vivo
Correction can be enabled and the 'Severinghaus Correction Mode’ can be selected in a password protected area of
V-STATS (see 13.2.4.3).

A click on the black data field opens the dialog ‘<X>: <Device/Host Name> - Additional Data’ (see 14.8.2). In this dialog
additional measurement data such as the heating power as well as detailed information of the status/ configuration of
the associated SDM are provided. Remote control of certain settings of the associated SDM is possible in the sub-dialog
‘<X>: <Device/Host Name> - Remote Control’ (see 14.8.2.1).

A click on the ‘E’ button in the bottom right of the black data field area opens the dialog ‘<X>: <Device/Host Name> -
Set Operator Events’ (see 14.8.3). In this dialog it is possible to remotely set a baseline for PCO2 and SpO2 or to mark
operator events (see 11.1, 12.1.3) on the respective SDM during patient monitoring.

Note: The 'E’ button is dimmed grey (not accessible) if the SenTec TC Sensor that is connected to the associated
SDM is in the Docking Station or if no sensor is connected to the associated SDM.

Status Bar

A 'Status Bar' is provided at the bottom of the Remote Monitoring window, displaying from left to right:

e Remaining Monitoring Time Icon: Indicates the remaining monitoring time in hours until the ‘Preset Site Time’
elapses or — if PCO2 is enabled — until a calibration will be required (whichever will occur first). The pie chart — which
is updated in steps of 20% - indicates the remaining monitoring time in percentage. Note, that the ‘Remaining
Monitoring Time’ Icon displays the same information as the ‘Remaining Monitoring Time’ Icon of the SDM (refer to
the Technical Manual for the SDM (HB-005752) for additional information).

e Sensor Temperature Icon: Indicates the measured sensor temperature (°C) and the current setting of SITE
PROTECTION. If INITIAL HEATING is active the sensor temperature icon displays in yellow. It displays in blue if SITE
PROTECTION reduced the sensor temperature. This icon displays only for heated sensors. Note, that the ‘Sensor
Temperature’ Icon displays the same information as the ‘Sensor Temperature’ Icon of the SDM (refer to the
Technical Manual for the SDM (HB-005752) for additional information).

e Status Message: Status Messages are alarm or information messages. Note, that the same status message is
displayed as on the respective SDM (refer to the Technical Manual for the SDM (HB-005752)). The message is

Page 163/ 186



V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

displayed in the same language that is active on the SDM. The font used to display the status message in the station
windows can be changed in the dialog ‘V-CareNeT Settings’ (see 12.2).

e Alarm Status Icon: Indicates the priority of the highest priority alarm condition for the respective SDM (see 14.9.1).
If for the respective SDM two or more alarm conditions occur at the same time it indicates the highest currently
active alarm priority. Note, that the ‘Alarm Status’ Icon displays the same information as the ‘Alarm Status’ Icon of
the SDM (refer to the Technical Manual for the SDM (HB-005752) for additional information).

AUDIO Icon
After confirming the ‘Speaker Test’ (see 14.9.3) all (enabled) auditory alarm signals of V-CareNeT, i.e. the (enabled)
auditory alarm signals of each individual station and (if enabled) of the central station itself, are active (see 14.9.2).

Note: Auditory alarm signals being related to technical alarm conditions of the SDMs and/or the V-CareNeT Central
Station can be permanently switched oft/ inhibited in the dialog 'V-CareNeT Settings (see 12.2).

By clicking on the ‘AUDIO Icon’ in the V-CareNeT Control Window (see 14.5) it is possible to pause or to permanently
switch off all auditory alarm signals (see 14.5). As summarized in the following table the ‘AUDIO Icons’ provided on the
right of the ‘Suspend’ check box of each remote monitoring window additionally offers the possibility to pause or to
permanently switch off auditory alarm signals of each station individually. If the ‘Speaker Test’ is confirmed (see 14.9.3)
the AUDIO Icon of an individual station displays/represents one of the 3 following states:

Screenshot Description / Function

- ,
14: SenTec-50M300517 - Room 5, Bed 2 The ‘AUDIO Icon’ displays m
Smith John Suspend ?.3{ O

PR bpm Auditory alarm signals of the station active.
No ‘AUDIO Status Message’ displays in the station’s window.

59 A click on the ‘AUDIO Icon’ will pause auditory alarm signals
B of the station for 120 seconds.

14: SenTec-5DM300517 - Room 5, Bed 2

) . The ‘AUDIO Icon’ displays ﬂ
Smith John Suspend m @

PR bpm Auditory alarm signals of the station paused

The message ‘AUDIO PAUSED xxx' displays above the
58 station’s status message (xxx indicates remaining pause time
in seconds).

LIS E L e . A click on the ‘AUDIO Icon’ will permanently switch off
auditory alarm signals of the station.

14: SenTec-50M300517 - Room 5, Bed 2 The ‘AUDIO Icon’ displays m

Smith John F d
USDE hpm O Auditory alarm signals of the station permanently switched-
off
65 The message ‘AUDIO OFF’ displays above the station’s status
E message.
AUDIO OFF . A click on the station’s ‘AUDIO Icon’ will re-enable auditory
alarm signals of the station.

Note: Pausing, permanently switching off, or re-enabling the auditory alarm signals of V-CareNeT by clicking on the
AUDIO Icon’ in the V-CareNeT Control Window does not modify the status indicated by the 'AUDIO Icons’ in the
individual remote monitoring windows. If, for example, the auditory alarm signals of an individual station as well as
the overall auditory alarm signals of V-CareNeT are permanently switched off, the auditory alarm signals of the
individual station will remain switched-off when re-enabling the overall auditory alarm signals of V-CareNeT.

Note: If the ‘Speaker Test’ is required (see 14.9.3) all auditory alarm signals of V-CareNeT (including the AUDIO OFF
Reminder) are switched off. If in this case remote monitoring is active for at least one patient, the AUDIO OFF’
message displays in the 'V-CareNeT Control Window’ (see 14.5) and the 'AUDIO Icons’ of the V-CareNeT Control
Window and of all active remote monitoring windows indicate the 'AUDIO OFF’ symbol. A click on one of the 'AUDIO
Icons’ (be it in the V-CareNeT Control Window or in one of the station windows) has no function in this situation.

Suspend Check Box

You may find it necessary to temporarily suspend remote monitoring for the respective patient (if the patient is off the
floor getting x-rays, for example, or if the patient is being transferred to a new location with the SDM). Selecting the
‘Suspend’ check box suspends remote monitoring (without interrupting the connection between V-CareNeT and the
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respective SDM). The message ‘Remote Monitoring Suspended’ replaces the black data field and the Status Bar, i.e. no
current SDM data are displayed when remote monitoring is suspended. Furthermore all alarms (including auditory alarm
signals) are inhibited for the respective SDM.

s

14: SenTec-3DM300517 - Room 5, Bed 2
Smith John +| Suspend E O

Remote Monitoring Suspended

Note: If the connection between V-CareNeT and a SDM interrupts while the ‘Suspend’ check box is selected the
'Remote Monitoring Interrupted’ alarm is inhibited. In this situation the only indication that the connection with the
associated SDM is interrupted is provided by the respective 'Connection Status Indicator’ in the 'V-CareNeT Control/
Window".

Note: Selecting the 'Suspend’ check box while remote monitoring is interrupted inhibits the 'Remote Monitoring
Interrupted’ alarm as well as all other alarms (including auditory alarm signals) for the associated SDM.

De-select the ‘Suspend’ check box to resume remote monitoring for the associated SDM.

WARNING: Remote alarm surveillance for an individual SDM/patient is inhibited if remote monitoring is
suspended for the respective SDM.

Important Note: If the 'Remote monitoring interrupted’ alarm condition is triggered while the SDM's alarm system
Is in the AUDIO OFF state, the SDM will terminate the AUDIO OFF state. Refer to the Technical Manual for the SDM
(HB-005752) for further details.

Remote Monitoring Interrupted
When the V-CareNeT System stops receiving data from a SDM while a patient is admitted, the central station triggers
the '‘Remote Monitoring Interrupted’ alarm condition (see also 14.10). If this is the case

e the associated ‘SDM Device/Host Name' in the ‘V-CareNeT Control Window" highlights cyan

e an audible low priority alarm sounds at the central station (if not disabled (see 12.2, 14.9.2) or already
acknowledged (see below)), and

e the message ‘Remote Monitoring Interrupted’ replaces the black data field and the Status Bar of the respective
remote monitoring window as no current SDM data are available when remote monitoring interrupts.

Fs

14: SenTec-5DM300517 - Room 5, Bed 2
Smith John Suspend fo 2]

Remote Monitoring Interrupted

Note: The 'Remote Monitoring Interrupted’ alarm may be indicative of a system or equipment (network or monitor)
problem causing interruption of the connection between V-CareNeT and the respective SDM.

Furthermore, if the connection between V-CareNeT and at least one SDM for which the ‘Connect’ check box is selected in
the V-CareNeT Control Window cannot be established within 10 seconds or is interrupted for more than 10 seconds the
alert dialog ‘No communication with at least one SDM’ (see 14.10) activates (regardless whether or not patients are
admitted to these SDMs). Acknowledgement of the alert-dialog ‘No communication with at least one SDM’ will also mute
the auditory alarm signal of the ‘Remote Monitoring Interrupted’ alarm condition.

Note: Selecting the ‘Suspend’ check box while remote monitoring is interrupted inhibits the 'Remote Monitoring
Interrupted’ alarm as well as all alarms (including auditory alarm signals) for the respective SDM. In this situation the
only indication that the connection is interrupted is provided by the respective '‘Connection Status Indicator’ in the
'V-CareNeT Control Window".

When communication between the SDM and V-CareNeT is restored, the ‘Remote Monitoring Interrupted’ alarm condition
resets and remote monitoring for the respective SDM automatically resumes at the central station.
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WARNING: Remote alarm surveillance for the respective SDM/patient is interrupted if the connection
between V-CareNeT and the respective SDM is interrupted.

Important Note: If the 'Remote monitoring interrupted’ alarm condition is triggered while the SDM's alarm system
Is in the AUDIO OFF state, the SDM will terminate the AUDIO OFF state. Refer to the Technical Manual for the SDM
(HB-005752) for further details.

14.8.2 Dialog ‘Additional Data’

A click on the black data field area in the remote monitoring window (see 14.8.1) opens the dialog ‘<X>: <Device/Host
Name> - Additional Data’.

<Patient Info> text field (7n this example displaying "Smith John”)

The <Patient Info> field displays the customized ‘Patient Info” which is determined by the patient data field - either the
patient’s last name/first name, a comment, or the patient number - that is selected in the dialog ‘<X>: <Device/Host
Name> - Patient Data’ (see 14.7.2).

Black data field

The Pulsation Index (PI) and - if enabled on the SDM — the ‘Absolute Heating Power’ (AHP) or ‘Relative Heating Power’
(RHP) data displayed in the black data field correspond to current data measured by the SDM to which the patient is
admitted. Values of measured parameters are updated every 2 seconds. For details refer to the Technical Manual for the
SDM (HB-005752).

Status Bar
A 'Status Bar’ is provided below the 'Black data field’, displaying from left to right:

e Patient Type Icon: Indicates the current patient type selected on the SDM. The icon displays ‘AD’ for adult/pediatric
patients and ‘NEO’ for neonatal patients. Note, that the ‘Patient Type Icon’ displays the same information as the
‘Patient Type Icon’ of the SDM (for additional information refer to the Technical Manual for the SDM (HB-005752)).
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.
11 14: SenTec-SDM300517 - Additional Data [E=EEE
Smith John
RHP (mW)

AD RI

W 2012-12-21 19:24:41

Alarm Configuration

Puls 140
bpm 50

Auditory Alarms Enabled
Alarm Volume 4
ALUDIO OFF Reminder on

Temperature [ Site Time configuration
Sensor Temperature [FC] 42.0
Max. select. Sensor Temperature [5C] 43.5
Site Time [hrs] 8.0
Max. select, Site Time [hrs] 12.0

Initial Heating Site Protection

Sensor Configuration [ Status Information
Calibration is due in [h] 8.6
Membrane Change is due in [days] 26.9
Sensor Type VS-APMN
Serial Mumber 312495
Hardware Version SvV4D O7F AD4
Software Version V04.02

Monitor Configuration [ Status Information
Sp02 Averaging [sec.] 16
Profile Mode institutional
Current SDM Profile GEM. CARE FLOOR*
Serial Mumber 300517
MPE Software Version V05.01.01
SME Software Version V07.0L1

| X Close | | ? Hep
L -

AC Power / Battery Indicator Icon: Indicates the remaining battery capacity (%). If the SDM is connected to AC
power the Icon displays a power plug symbol. If the SDM is powered by the internal battery the icon displays a
battery symbol. In this case the icon highlights yellow below 10% battery capacity and red if the remaining battery
capacity is critical. (Format: xxx%).
Barometric Pressure Icon: Indicates the measured ambient barometric pressure ‘mmHg’ or ‘kPa’, depending on the
SDM’s menu parameter ‘PCO2 unit’). The icon highlights red if a barometer fault is detected and yellow if the
barometric pressure is unstable during sensor calibration. (Format: xxx.x if ‘mmHg’; xx.xx if ‘kPa’).
Note: The 'Barometric Pressure Icon’ only displays, if on the associated SDM PCOZ2 is enabled and the connected
sensor is placed in the 'Docking Station’. If displayed, it displays the same information as the associated SDM’s
‘Barometric Pressure Icon’ (for additional information refer to the Technical Manual for the SDM (HB-005752)).
Gas Icon: Indicates the remaining capacity of the calibration gas bottle (%). The ‘Gas Icon’ highlights yellow if the
remaining capacity is < 10% and red if the gas bottle is empty. (Format: xxx%). Note, that the ‘Gas’ Icon displays
the same information as the ‘Gas’ Icon of the SDM (for additional information refer to the Technical Manual for the
SDM (HB-005752)).
Note: The 'Gas Icon’ only displays, if on the associated SDM PCOZ is enabled and the connected sensor is
placed in the 'Docking Station’. If displayed, it displays the same information as the associated SDM’s ‘Gas Icon’
(for additional information refer to the Technical Manual for the SDM (HB-005752)).
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Status Codes: The status codes are abbreviations of the SDM’s status messages. As two or more alarm
conditions/system information concurrently can be present, the SDM internally ranks the possible Status Codes and
outputs the Status Codes in order of decreasing rank (for additional information refer to the Technical Manual for the
SDM (HB-005752)).

Date/Time: On the right (below the Status Code), the Status Bar indicates the SDM’s date and time in the “yyyy-mm-
dd hh:mm:ss” format.

IC-Indicator: It displays on the right of Date/Time if PCO2 values are in-vivo corrected (IC=xx.x (if ‘mmHg’); IC=x.xx
(if ‘kPa"), where xx.x / x.xx is the current offset) and/or if ‘Severinghaus Correction Mode’ is set to fix (IC=* (fix) if
PCO2 is not in-vivo corrected and IC=2.5* if PCO2 is in-vivo corrected (in this example by 2.5 mmHQ)).

Alarm Configuration

Alarm limits: Indicates the current high and low alarm limits for PCO2, SpO2, and PR, which are active on the SDM.
Alarm limits can be adjusted in the menu of the SDM or remotely with V-CareNeT (see 14.8.2.1).

Auditory Alarms: Indicates the current setting of the SDM’s auditory alarms (Enabled, PAUSED, OFF). Unless the
parameter ‘Alarm Volume’ is set to ‘OFF’, this parameter only can be changed on the SDM.

Alarm Volume: Indicates the current setting of the SDM’s menu parameter ‘Alarm Volume’ (OFF, 1, 2, 3, 4, 5, 6,
Rising). That this parameter can be adjusted in the menu of the SDM or remotely with V-CareNeT (see 14.8.2.1).
AUDIO OFF Reminder: Indicates the current setting of the SDM’s menu parameter ‘AUDIO OFF Reminder’ (ON, OFF).
That this parameter can be adjusted in the menu of the SDM.

If ‘Remote Control of SDMs’ is enabled in the password-protected dialog ‘V-CareNeT Settings’ (see 12.2) a click in
the black *Alarm Configuration” data field of the dialog ‘Additional Data’ first opens a warning dialog and — after
acknowledgement of the warning dialog - the dialog *<X>: <Device/Host Name> - Remote Control’ (see 14.8.2.1).

Sensor Temperature / Site Time Configuration

Sensor temperature [°C]: Indicates the current setting of the SDM’s menu parameter ‘Sensor Temperature’ in °C.
That this parameter can be adjusted in the menu of the SDM or remotely with V-CareNeT (see 14.8.2.1).

Max. select. Sensor Temperature [°C]: Indicates the current setting of the SDM’s parameter ‘Max. select. Sensor
Temperature’ in °C. This parameter only can be changed in a password protected area of V-STATS (see 13.2.4.2).
Site Time [hours] Indicates the current setting of the SDM’s menu parameter Site Time' in hours. This parameter can
be adjusted in the menu of the SDM or remotely with V-CareNeT (see 14.8.2.1).

Max. select. Site Time [hours]: Indicates the current setting of the SDM’s parameter ‘Max. select. Site Time' in hours.
This parameter only can be changed in a password protected area of V-STATS (see 13.2.4.2).

Special Heating Setting Indicator: Displays the SDM’s current configuration of the parameters INITIAL HEATING and
SITE PROTECTION. Both parameters can be adjusted in the menu of the SDM or remotely with V-CareNeT (see

14.8.2.1). Note that this indicator only displays if the connected sensor is heated. The following table summarizes the
possible configuration for a SDM with firmware version SMB-SW V07.01.x:

Indicator display INITIAL HEATING SITE PROTECTION
OFF mode OFF mode or
ON Mode and T<=41 °C (adults)
ON mode ON Mode and T<=40 °C (neonates)
OFF mode

ON mode and T> 41 °C (adultes)

ON mode and T> 40 °C (neonates)

ON mode

Sensor Configuration / Status Information

Calibration is due in [h]: Indicates the number of hours left until next sensor calibration is mandatory (only if PCO2
enabled).

Membrane Change is due in [h]: Indicates the number of days left until next membrane change is mandatory (only if
PCO2 enabled).

Sensor Type: Indicates type (model) of the sensor that currently is connected to the SDM.
Serial Number: Indicates the serial number of the connected sensor.

Hardware Version: Indicates the hardware version of the connected sensor.

Software Version: Indicates the software version of the SenTec TC Sensor.

Monitor Configuration / Status Information

Sp02 Averaging [sec]: Indicates the current setting of the SDM’s menu-parameter ‘SpO2 Averaging’. Note, that this
parameter can be adjusted in the menu of the SDM.
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e Profile Mode: Indicates the current setting of the SDM’s parameter ‘Profile Mode’ (‘basic’ or ‘institutional’). Note, that
this parameter only can be changed by the Responsible Organization by using V-STATS (see 13.2.1).

e Current SDM Profile: Indicates the name of the SDM’s ‘Current SDM Profile’ in ‘Institutional Mode'. An asterisk
displays behind the name of the profile if at least one setting has been modified. In ‘Basic Mode' it indicates *-'.

e Serial Number: Indicates the serial number of the SDM
e MPB Software Version: Indicates the software version of the SDM’s ‘Multi-parameter Board’
e SMB Software Version: Indicates software version of the SDM’s ‘Controller Board’

14.8.2.1 Dialog ‘Remote Control’

If ‘Remote Control of SDMs' is enabled in the password-protected dialog ‘V-CareNeT Settings’ (see 12.2) a click in the
black *Alarm Configuration” data field of the dialog ‘<X>: <Device/Host Name> - Additional Data’ opens the following
warning dialog.

414 Warning | S

In the following dialog you can remotely madify certain settings
of the SDM assedated to station 11: SenTec-SDM304300,

WARNING: ANYONE WHO REMOTELY MODIFIES SETTINGS OF AN SDM IS
RESPONSIBELE FOR THE PERFORMANCE CHARACTERISTICS OF THE SDMS.

Do you want to proceed?

| O Tes | @ Mo J

h

After acknowledgment of this warning dialog the dialog *<X>: <Device/Host Name> - Remote Control’ opens.

[3: SenTec-SDM301569 - Remote Control =)
PCO2 High Limit (mmHg) 50 é Delta-Time (mins) 10 Liv?
PCO2 Low Limit (mmHg) 30 @ Sensor Temperature (°C) 20 v
SpO2 High Limit (%) 100 =2 Site Time (hrs) 2.0 v
SpO2 Low Limit (%) 85 ‘(’;J SITE PROTECTION on v
PR High Limit (bpm) 140 & INITIAL HEATING off v
PR Low Limit (bpm) 50 =2 Brightness 100 =2
SMB V08.00: PO2 High Limit (nmHg) g5 =2 Display in Sleep Mode off «

b

€3}

SMB V08.00: PO2 Low Limit (mmHg) o
Alarm Volume 4 v

Enabled Parameters PCO2P0O25SpO2PR v

C‘ [ 0 Cancel

Click on SET to activate changes on the SDM

n

After opening the dialog the button ‘Set’ is dimmed grey (not accessible).The parameter listed in the dialog ‘<X>:
<Device/Host Name> - Remote Control’ can be remotely controlled on the associated SDM. Refer to the Technical
Manual for the SDM (HB-005752) for a description of the available settings.

Note: During patient monitoring with the associated SDM, the parameters Sensor Temperature, 'Site Time’ SITE
PROTECTION;, and 'INITIAL HEATING" are not changeable (dimmed grey).

Note: The parameters SITE PROTECTION’ and 'INITIAL HEATING’ are not changeable (dimmed grey), if the
option SITE PROTECTION selectable’ and 'INITIAL HEATING selectable’ are not enabled under 'Profiles / SDM
Settings * (see 13.2.4.2).

Note: Upon changing the 'Enabled Parameters’ the parameters 'Sensor Temperature (°C)’ and 'Site Time (hrs.)’
become automatically changeable (dimmed grey),

Adjust the settings as desired and then click on ‘Set’ to activate changes on the SDM and to close the dialog ‘<X>:
<Device/Host Name> - Remote Control’.
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Note: As for changes that are made in the menu of the SDM, remotely modified settings will affect the 'Current
Profile of the SDM’ only. Profiles stored in one of the SDM'’s four profile slots will not be modified.

WARNING: Setting alarm limits for PCO2, PO2, SpO2, or PR to extreme values may render the SDM'’s alarm
system for the respective parameter useless.

14.8.3 Dialog ‘Set Operator Events’

A click on the ‘E’ button in the bottom right of the black data field area of the remote monitoring window (see 14.8.1)
opens the dialog ‘<X>: <Device/Host Name> - Set Operator Events’. In this dialog it is - during patient monitoring -
possible to remotely set a baseline for PCO2, PO2, SpO2 and RHP or to remotely mark operator events (see 11.1) on the
corresponding SDM. Baseline values for PCO2, PO2, SpO2 and RHP subsequently will be displayed numerically and
graphically on certain measurement screens of the SDM (see Technical Manual for the SDM (HB-005752)) and - if
enabled (see 12.2) - in the respective station’s remote monitoring window (see 14.8.1). Please note that V-CareNeT
currently only supports remote monitoring of PCO2, SpO2 and PR.

Note that operator events currently are neither displayed on the SDM nor within V-CareNeT. Only the instants operator
events were marked and their type are stored in the internal memory of the SDM for their subsequent display within
V-STATS after downloading SDM Trend Data (see 6).

Note: On a SDM it is possible to set a baseline for PCO2, PO2, SpO2 and RHP (if enabled) or to mark one of the
different operator event types (E0 — E7) by using the respective functions of the 'Quick Access Menu * that opens by
pressing on the ENTER button while the connected sensor is outside the docking station.

r N
14: SenTec-SDM300517 - Bed 2 - Set Operator Events [

This function permits to set an Operator Event on the SDM. Select the respective Radio-Button
and then click on the "SET" button to set the selected Operator Event on the SDM.

Ewvent Description New Analysis Period

M =
-E1 2HP reference
Be —

M -

B e

Cles —

[ -

=

gi Cancel |? Help
Note:

To define Operator Events go to V-STATS password-protected Menu "Settings /[ V-STATS Settings™

The dialog ‘<X>: <Device/Host Name> - Set Operator Events’ duplicates for each of the different operator event types
(EO — E7) the standard settings that are predefined in the dialog ‘Define Operator Events’ (see 12.1.3) and that will be
used for each operator event when downloading/importing SDM Trend Data to V-STATS. Note that in the dialog ‘<X>:
<Device/Host Name> - Set Operator Events’ it is not possible to edit the standard settings predefined for the different
operator event types, in this dialog it is only possible to select a specific operator event type by selecting the radio
button next to it.

Note: In the dialog 'Define Operator Events’ (see 12.1.3) it is possible to predefine for each operator type a) the
color of the operator event triangles that will be used for all operator events of a specific type, b) the standard
description that will be assigned to all operator events of a specific type, and c) whether or not a new ‘Analysis
Period’ shall start at each occurrence of operator events of a specific type when downloading/importing SDM Trend
Data to V-STATS.

After opening the dialog ‘<X>: <Device/Host Name> - Set Operator Events’ none of the radio buttons next to the
different event types is selected and, consequently, the button ‘Set’ is dimmed grey (not accessible)

To set a baseline for PCO2, PO2, Sp02 and RHP (if enabled) on the corresponding SDM select the radio button in
front of ‘Event EQ" and then click on the ‘Set’ button (note that V-CareNeT remote monitoring currently only supports
monitoring of PCO2, SpO2 and PR). The following dialog will appear:
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Confirmation —5

I.é.l This will clear the current baseline and set a new baseline on the SDM. Do you want to proceed?

k.

Click on 'No’ to abort and to return to the dialog *<X>: <Device/Host Name> - Set Operator Events'.

Click on ‘Yes' to close the dialog ‘<X>: <Device/Host Name> - Set Operator Events’ and to set a new baseline as well as
to store an event of type EO in the internal memory of the SDM.

Note: On the SDM the baseline is reset if the sensor is back in ‘Docking Station’ for more than 30 minutes, the SDM
Is turned off, the sensor is changed, or the patient type is changed.

To mark an Operator Event on the corresponding SDM first select the radio button in front of the appropriate event
type. Then click on the ‘Set’ button to store the instant the operator event was marked and its type in the internal
memory of the SDM. When downloading SDM Trend Data from the internal memory of the SDM this information (time,
type) will be transferred to V-STATS for each operator event that occurred within the selected measurement period(s)
(see 6) and to each operator event the standard settings predefined for the respective event type (see 12.1.3) will be
assigned.

14.9 Remote Monitoring - V-CareNeT'’s Alarm System

If the connection between the SDM and the V-CareNeT Central Station is established and a patient has been admitted to
the respective SDM (i.e. once remote monitoring is active for the respective SDM) all alarm conditions evaluated on the
SDM as well as the current status messages displayed by the SDM are transferred to and duplicated by the central
station. If during active remote monitoring the connection with a SDM interrupts, the central station, furthermore,
triggers the ‘Remote Monitoring Interrupted’ alarm condition (see 14.8.1 and 14.10).

Note: The 'Remote Monitoring Interrupted’ alarm condition is currently the only alarm condition that is evaluated by
the V-CareNeT Central Station. All other alarm conditions available within V-CareNeT are evaluated on the SDMs.

As for the individual SDMs (see HB-005752), the alarm system of V-CareNeT is designed to meet the requirements of
the applicable international standards. The alarm system of V-CareNeT uses visual and auditory alarm signals, to alert
the operator when a physiological parameter (PCO2, PO2, SpO2, PR) violates its alarm limits during patient monitoring
or to indicate technical conditions of the equipment that require operator response or operator awareness. By the degree
of urgency the alarm conditions are assigned to the following priorities:

Priority Explanation Alarm Condition(s) evaluated by | Alarm Condition(s)
individual SDM(s) evaluated by V-CareNeT
High Immediate operator response SpO2 violates its upper/lower alarm -
required limit
Medium Prompt operator response PR violates its upper/lower alarm limit |~
required PCO2 violates its upper/lower alarm
limit
PO2 violates its upper/lower alarm
limit

Battery critical (monitor not connected
to AC power)

Low Operator awareness required Various technical conditions Remote monitoring interrupted
for at least one SDM
Information | General system / status No alarm No alarm
information

A WARNING: Remote alarm surveillance for the respective SDM/patient is interrupted if the connection
between V-CareNeT and the respective SDM is interrupted.

A WARNING: Setting alarm limits for PCO2, PO2, SpO2, or PR to extreme values may render the SDM'’s alarm
system for the respective parameter useless.

Note: Monthly check the alarm system of V-CareNeT. Activate the 'Demo Mode’ on and remote monitoring for a SDM.
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Adjust the alarm limits on the SDM (either in its menu or remotely (see 14.8.2.1)) so that the respective parameter is
outside the alarm limit and verify the alarm function (see 14.9.1, 14.9.2, 14.9.3). Furthermore disconnect a SDM
from the network while a patient is admitted and verify proper function of the 'Remote Monitoring Interrupted’ alarm
condiition (see 14.8.1, 14.10).

Note: If five or fewer minutes remain until a 'V-CareNeT Trial’ (see 15.3) or an '‘Extended V-CareNeT Trial’ (see 15.4)
expires an audible low priority alarm occurs at the central station and V-CareNeT opens the alert-dialog 'V-CareNeT
Trial Expiring’ or '‘Extended V-CareNeT Trial Expiring, respectively.

14.9.1 Visual Alarm Signals

Alarm conditions can be concurrently present for two or more SDMs. In order to ensure that the operator readily can
recognize for which SDMs alarm conditions are present, V-CareNeT

indicates for each patient/ SDM the priority of the currently present alarm condition (if any) in the ‘Alarm Status Icon’
of the associated station’s remote monitoring window (see 14.8.1 and table below);
highlights '‘SDM Device/Host Names' in the ‘V-CareNeT Control Window’ (see 14.5) a) B8, if the highest priority
alarm condition currently being present at the associated SDMs is a high priority alarm condition, b) yellow, if this is
a medium priority alarm condition, or c) cyan if this is a low priority alarm condition.

Note: As two or more alarm conditions can be concurrently present for an individual SDM, the color indicates the
priority of the highest priority alarm condition currently being present on the respective SDM.

For each individual station/SDM V-CareNeT additionally provides the following visual alarm signals.

Alarm Condition Flashing Status Message / Status Icon Alarm Status
Parameter Codes Icon
Physiological alarm Sp02: 1.4 Hz No Not applicable
condition (PCO2, PO2, .
Sp02, PR violating PCO2, PO2, PR: 0.7
lower/upper alarm limit) Hz
(see 14.8.1) Yes (see below)
Technical alarm Not applicable Yes (see 14.8.1) Only if alarm condition arises
condition of the SDM 5 Codes in dial fr.om one of the variables
(various reasons) tatlj's_ odes In dialog | displayed in the Status Icons
‘Additional  Data’ (see | (see 14.8.1 and 14.8.2)
14.8.2)
Remote Monitoring Not applicable Yes (see 14.8.1 and | Not applicable Not applicable
Interrupted 14.10)

Note: As measurement parameters independently flash from each other multiple physiological alarm conditions can
be visualized in a station window should they occur simultaneously on the associated SDM. Please note that PO2
alarms will be audible and visual (status icon) in the respective station window although the PO2 parameter itself is
not displayed in the station window.

Note: In a station’s remote monitoring window V-CareNeT duplicates the Status Message that is currently displayed
on the associated SDM. Note that on the associated SDM two or more alarm conditions (or system information) of
equal priority can be present concurrently and the SDM, therefore, internally ranks the display priority of the possible
Status Messages. The SDM and, hence, V-CareNeT only display the Status Message corresponding to the alarm
condition / system information with the highest internal rank. Additionally status codes (if any) are displayed in the
dialog 'Additional data’ (see 14.8.2) in order of decreasing rank (for additional information please refer to the
Technical Manual for the SDM (HB-005752)).

The ‘Alarm Status Icon’ in the bottom right corner of the remote monitoring window meets the requirements of IEC
60601-1-8:2006 (Table 2) and indicates the priority of the highest priority alarm condition on the associated SDM. If two
or more alarm conditions occur at the same time on the associated SDM it indicates the highest currently active alarm

priority.
Alarm Status Icon Description
\) High Priority Alarm Condition: White triangle with curved line and exclamation mark on
A red background (flashing with 1.4 Hz).

Page 172/ 186




V-STATS 4.00 (with V-CareNeT Package) HB-006042-g Copyright: SenTec AG

) Medium Priority Alarm Condition: Black triangle with curved line and exclamation mark
A on yellow background (flashing with 0.7 Hz).

\) Low Priority Alarm Condition: Black triangle with curved line and exclamation mark on
A cyan background (constant on).

No Alarm Condition present: Light grey check mark symbol on dark-grey background
\/ (constant on).

Alarm Inhibition

Alarms for an individual SDM can be inhibited by pressing the ‘Suspend’ check box in the respective remote monitoring
window (see 14.8.1).

Note: Visual alarm signals cannot be inhibited on the SDM. If the SDM’s menu-parameter ‘Sleep Mode’ is set to ON,
however, no data and in particular no visual alarm signals will display.

WARNING: Remote alarm surveillance for an individual SDM/patient is inhibited if remote monitoring is
suspended for the respective SDM.

Important Note: If the 'Remote monitoring interrupted’ alarm condition is triggered while the SDM’s alarm system
Is in the AUDIO OFF state, the SDM will terminate the AUDIO OFF state. Refer to the Technical Manual for the SDM
(HB-005752) for further details.

14.9.2 Auditory Alarm Signals / Inactivation of auditory alarm signals

Multiple alarm conditions can be concurrently present for two or more SDMs. At the same time remote monitoring
furthermore may be interrupted for one or more SDMs. V-CareNeT therefore first must evaluate the highest currently
active alarm priority within the entire V-CareNeT System and then activate the respective auditory alarm signal at the
V-CareNeT Central Station.

V-CareNeT's auditory alarm signals are priority encoded and meet the requirements of IEC 60601-1-8:2006 (Table 3 and
Table 4). In the password protected dialog ‘V-CareNeT Settings’ (see 12.2) it is furthermore possible to switch ON or
OFF ‘Alarm Melodies’ as specified in Annex F of IEC 60601-1-8:2006. The volume of auditory alarm signals generated at
the V-CareNeT Central Station can be adjusted by adjusting the volume of your PC's loudspeaker. By performing the
‘Speaker Test’ (see 14.9.3) you periodically must verify and confirm that the auditory alarm signals generated at the
V-CareNeT Central Station are audible in the intended environment.

Alarm Priority Description

High Priority Alarm Alarm Melodies OFF: A high-pitched fast pulsing tone indicating a SpO2 limit violation (two
bursts of five short pulses (1 triad and 1 dyad) repeated every 10 seconds).

Alarm Melodies ON: Same time sequence as if Alarm Melodies disabled. For each of the two
bursts

e ‘cba-gf’ (major scale downwards) sounds for a SpO2 limit violation

Medium Priority Alarm | Alarm Melodies OFF: A medium-pitched pulsing tone indicating a Battery Critical Alarm (only if
SDM not connected to AC) or a PCO2, PO2 or PR limit violation (one burst of three pulses (1
triad) repeated every 10 seconds).

Alarm Melodies ON: Same time sequence as if Alarm Melodies disabled.

‘Caf’ (inverted major chord) sounds for a PCO2 limit violation

‘cba’ (top of major scale downwards) sounds for a PO2 limit violation

‘Ceg’ (major chord) sound for a PR limit violation

'cCC’ (octave down) sound for a Battery Critical Alarm (only if SDM not connected to
AC power)

Low Priority Alarm Alarm Melodies OFF: A low-pitched slow pulsing tone indicating a system status that requires
operator awareness (one burst of two pulses (1 dyad) repeated every 15 seconds).

Alarm Melodies ON: Same time sequence as if Alarm Melodies disabled. For each of the two
bursts.
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Alarm Priority Description

e ‘eC’ (major third downwards) sounds for any cause.

Inhibition of auditory alarm signals

Important Note:

During remote monitoring V-CareNeT'’s auditory alarm signals are only active if the ‘Speaker Test’ is confirmed (see
14.9.3). If the ‘Speaker Test’ is required all auditory alarm signals of V-CareNeT (including the AUDIO OFF Reminder)
are permanently switched off. If in this case remote monitoring is active for at least one patient, the ‘AUDIO OFF
message displays in the ‘V-CareNeT Control Window’ (see 14.5) and the ‘AUDIO Icons’ of the V-CareNeT Control
Window and of all active remote monitoring windows indicate the "AUDIO OFF’ symbol.

Note: Auditory alarm signals on the SDM and on the V-CareNeT Central Station can be active, paused or permanently
switched off independently from each other.

A WARNING: If an alarm condition occurs while auditory signals are paused or permanently switched off on
the SDM as well as on the V-CareNeT Central Station the only alarm indication will be visual; no auditory
alarm signal will sound.

Once the ‘Speaker Test’ is confirmed all (enabled) auditory alarm signals of V-CareNeT are activated. As summarized

below there are numerous possibilities to pause or permanently switch off auditory alarm signals of V-CareNeT partially
or entirely:

1) Selecting the ‘Suspend’ check box in a remote monitoring window completely inhibits remote alarms (including
auditory alarm signals) for the corresponding station/SDM (see 14.8.1).

2) A click on the ‘AUDIO Icon’ in a remote monitoring window (see 14.8.1) pauses auditory alarm signals for 120
seconds and a second click (while auditory alarm signals are paused) permanently switches off auditory alarm signals
for the corresponding station/SDM. A renewed click on the *AUDIO Icon’ re-activates (enabled) auditory alarm signals
for the corresponding station/SDM.

Note: If auditory alarm signals being related to an individual station/SDM are permanently switched off the
AUDIO OFF Reminder is not active.

Note: The message AUDIO PAUSED xxx’ displays above the station’s status message and the 'AUDIO Icon’
Indicates the AUDIO PAUSED’ symbol if auditory alarm signals of a station are paused. xxx indicates the
remaining pause time in seconds. If auditory alarm signals are permanently switched off the message 'AUDIO
OFF’ displays and the 'AUDIO Icon’ indicates the 'AUDIO OFF’ symbol.

3) A click on the ‘AUDIO Icon’ in the ‘V-CareNeT Control Window’ (see 14.5) pauses all auditory alarm signals of
V-CareNeT for 120 seconds and a second click (while auditory alarm signals are paused) permanently switches off all
auditory alarm signals of V-CareNeT. A renewed click on the ‘AUDIO Icon’ re-activates all (enabled) auditory alarm
signals of V-CareNeT.

Note: If all auditory alarm signals of V-CareNeT are permanently switched off the AUDIO OFF Reminder — a short
signal tone that sounds every 60 seconds — is active. The 'AUDIO OFF Reminder’ can be disabled in the dialog
'V-CareNeT Settings’ (see 12.2).

Note: The message AUDIO PAUSED xxx’ displays in the V-CareNeT Control Window and the 'AUDIO Icon’
indicates the AUDIO PAUSED’ symbol if all auditory alarm signals of V-CareNeT are paused. xxx indicates the
remaining pause time in seconds. If all auditory alarm signals of V-CareNeT are permanently switched off the
message 'AUDIO OFF’ displays in the V-CareNeT Control Window and the 'AUDIO Icon’ indicates the 'AUDIO OFF’
symbol.

4) In the password-protected dialog ‘V-CareNeT Settings’ (see 12.2) it is possible to permanently switch off/inhibit
auditory alarm signals being related to technical alarm conditions a) of all remotely monitored SDMs and/or b) of the
V-CareNeT Central Station.

Note: Auditory alarm signals being related to physiological alarm conditions (alarm limit violations of PCO2, SpOZ2,
or PR) occurring at remotely monitored SDMs continue to be audible at the V-CareNeT Central Station if auditory
alarm signals being related to technical alarm conditions occurring at remotely monitored SDMs are disabled.

Note: The message 'AUDIO OFF Tech. Alarms SDMs’ displays in the V-CareNeT Control Window if auditory alarm
signals related to technical alarm conditions of all remotely monitored SDMs are permanently switched off/
inhibited, '"AUDIO OFF Tech. Alarms CS’ displays if auditory alarm signals related to technical alarm conditions of
the Central Station are permanently switched off/ inhibited. If auditory alarm signals related to all technical alarm
conditions the message 'AUDIO OFF Tech. Alarms’ displays.
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5) A click on the ‘Speaker Test’' Icon in the ‘V-CareNeT Control Window’ (see 14.5) and then pressing on the ‘Not

functional’ button in the dialog ‘Speaker Test’ (see 14.9.3) inhibits all auditory alarm signals of V-CareNeT.

Note: During the Speaker Test’ (see 14.9.3), all auditory alarm signals of V-CareNeT are inhibited. Instead the

Speaker Test signal tone’, which is repeated every 5 seconds, sounds.

Note: If the ‘Speaker Test’ is required and if remote monitoring is active for at least one patient, the 'AUDIO OFF’
message displays in the 'V-CareNeT Control Window’ (see 14.5) and the 'AUDIO Icons’ of the V-CareNeT Contro/

Window and of all active remote monitoring windows indicate the 'AUDIO OFF’ symbol.

14.9.3 Speaker Test

When starting-up V-CareNeT (see 14.4), V-CareNeT assumes that the speaker of the PC with V-CareNeT is not functional
and, consequently, all auditory alarm signals of V-CareNeT are inhibited and the ‘Speaker Test’ Icon in the V-CareNeT

Control Window displays the ‘Speaker Test Required’ symbol (see 14.5).

The dialog ‘Speaker Test’ opens (i.e. the ‘Speaker Test’ activates) each time when starting-up V-CareNeT (see 14.4,

14.4.1). When V-CareNeT is already active, it opens
e upon a click on the ‘Speaker Test’ Icon in the ‘V-CareNeT Control Window' (see 14.5);

e when activating remote monitoring for at least one SDM if the ‘Speaker Test' is required (see, 14.7.1); or

o if the ‘Interval for automatic Speaker Test’ elapsed if remote monitoring is active for at least one SDM (see below).

-

Speaker Test Iﬁ

Please check proper function of your PC's speaker and adjust the speaker volume to ensure that auditory
alarm signals generated by V-CareMeT are audible for the operator in the intended environment.

Test Signal V-CareNeT currently generates an auditory test signal {one burst of three short pulses)
Indicator which is repeated every 5 seconds.
To test the speaker you additionally can activate V-CareMeT's different
@ acoustical alarm signals by dicking on the respective button,

[ High Priarity Medium Priarity Low Priarity

Automatic Repetition of the speaker test
During Remote Monitoring V-CareMeT periodically will reactivate the speaker test,
Within certain limits (0.5 to 24 hours) you can adjust the test interval:

Interval for automatic speaker test (hours) 4.0

A WARNING: During the ‘Speaker Test’, all auditory alarm signals of V-CareNeT are inhibited. Instead the

‘Speaker Test signal tone’, which is repeated every 5 seconds, sounds.

A click on the ‘Not functional’ button closes the dialog ‘Speaker Test’ and inhibits all auditory alarm signals of
V-CareNeT. Activation of the auditory alarm signals requires execution of the ‘Speaker Test’. Consequently, the ‘Speaker

Test’ Icon in the V-CareNeT Control Window displays the ‘Speaker Test Required’ symbol.

A click on the ‘I confirm’ button opens the following information dialog
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You herewith confirmed proper function of your PC's speaker and that V-CareMeT
auditory alarm signals are audible for the operator in the intended environment.
The auditory alarm signals of V-CareMeT therefore will be activated once you dose
this window by pressing QK.

Mote: Itis your responsibility to ensure that the PC's internal and/or external
speakers remain dear of any obstructions, that the volume of the PC’s internal
andjor external speakers is not reduced, and that external speakers are not
disconnected from the PC.

Warning:
Reducing the volume of your PC's internal andfor external speakers or
disconnecting external speakers from your PC may result in an inaudible

alarm signal!
Warning:
| Ensure that the PC's internal and/for external speakers are dear of any
obstructions. Failure to do so could result in an inaudible alarm signal. |
|:_:-:| 8]
A A

A click on the "OK’ button closes this dialog, confirms proper function of the PC’s speaker and then activates auditory
alarm signals of V-CareNeT. Subsequently, the ‘Speaker Test’ Icon in the V-CareNeT Control Window displays the
‘Speaker Test Confirmed’ symbol.

Once the ‘Interval for automatic Speaker Test’ has elapsed the ‘Speaker Test’ is required again. If the ‘Interval for
automatic Speaker Test’ elapses while remote monitoring is active for at least one SDM the dialog ‘Speaker Test’
activates automatically.

Note: In the dialog ‘Speaker Test’ the 'Interval for automatic speaker test (hours)’ can be adjusted in the 0.5 to 24.0
hours range.

Note: After having declared the PC's speaker as not functional by pressing the ‘Not functional’ button in the Speaker
Test’ dialog, V-CareNeT will not automatically activate the dialog ‘Speaker Test’ if remote monitoring is active. Click
on the 'Speaker Test’ Icon in the 'V-CareNeT Control Window’ to activate the dialog ‘Speaker Test’ in this situation.

Note: V-CareNeT stores a log of the occurrence of the different events related with testing the speaker on the PC
with V-CareNeT.

Note: Contact SenTec to permanently declare the PCs speaker as functional and, hence, to suppress automatic
activation of the Speaker Test".

14.9.4 Alarm condition delay

IEC 60601-1-8:2006 defines ‘Alarm Condition Delay’ as the time from the occurrence of a triggering event either in a)
the patient, for physiological alarm conditions, or b) in the equipment, for technical alarm conditions, to when the alarm
system determines that an alarm condition exists. If furthermore defines ‘Alarm Signal Generation Delay’ as the time
from the onset of an alarm condition to the generation of the associated alarm signal(s).

Alarm Signal Generation Delay
In case of the SDM the ‘Alarm Signal Generation Delay’ is < 2 s for all alarm conditions, i.e. once the SDM has
determined that an alarm condition exists, the corresponding alarm signal is generated instantly. The alarm signals
available at the SDM’s communication interfaces (serial, LAN) are activated upon occurrence of an alarm condition with a
delay of max. 2 seconds. Data transmission (including transmission of alarm conditions) from the SDM to V-CareNeT
may be delayed by several seconds.

Alarm Condition Delays for physiological alarm conditions
Alarm conditions for physiological alarms are determined by the SDM. Refer to the Technical Manual of the SDM (HB-
005752).
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Alarm Condition Delays for technical alarm conditions
For alarm conditions that are determined by the SDM refer to the Technical Manual for the SDM (HB-005752).
The ‘Alarm Condition Delay’ for V-CareNeT’s alarm ‘Remote Monitoring Interrupted’ is < 5 seconds.

14.10 Interruption of the connection between V-CareNeT and (a) SDM(s)

Whenever the ‘Connect’ check box in the V-CareNeT Control Window is selected for a SDM, V-CareNeT tries to
establish/maintain connection with the respective SDM (see 14.3.3, 14.5). If the connection between V-CareNeT and at
least one SDM for which the ‘Connect’ check box is selected in the V-CareNeT Control Window cannot be established
within 10 seconds or is interrupted for more than 10 seconds the alert dialog ‘No communication with at least one SDM’
activates.

r |
MNo Communication with at least one SDM

For the communication with a SOM via LANM...

a.) the SDM you want to connect with must be connected to the same network as the PC
{werify cables, for help contact your IT/Metwork Administrator)

b.) the menu parameter “Interfaces [ LAM Interface fLANT of the respective SDM must be set to ON

.} You must enter the "DeviceHost Name”™ or the “IP-Addresse/IPPort” of the SDM you want
to connect with correctly (see SDM'’s menu “Interfaces [ Lan Interface™)

h

Click on the ‘OK’ button to acknowledge and to close the alert dialog ‘No communication with at least one SDM'.

Note: V-CareNeT closes the dialog ‘No communication with at least one SDM’ as soon as the connection between
V-CareNeT and all SDMs for which the 'Connect’ check box in the 'V-CareNeT Control Window’ is selected is
(re)established.

Note: Once acknowledged the alert dialog 'No communication with at least one SDM’ only reappears a) if for at least
one SDM the connection interrupts again after it was re-established, or b) if the connection with a further SDM
cannot be established/maintained.

Note: If a patient is admitted to a SDM with which the connection cannot be establishea/maintained the central
station will (if not disabled (see 12.2, 14.9.2)) output a low priority auditory alarm signal along with the alert dialog
‘No communication with at least one SDM'. In this case acknowledgment of the alert-dialog 'No communication with
at least one SDM’ will mute this alarm signal.

Note: If a patient is admitted to a SDM with which the connection cannot be established/maintained the SDM also
will give a ‘Remote monitoring interrupted’ alarm. Refer to the Technical Manual for the SDM (HB-005752) for further
details.

The following table summarizes how interruption of the connection between V-CareNeT and a SDM affects the
‘V-CareNeT Control Window’ and — if a patient is admitted - the remote monitoring window. The column on the left
shows the V-CareNeT Control window and the remote monitoring window of the 3™ SDM if the connection is established
between V-CareNeT and the 3™ SDM whereas the right column shows these dialog windows with the connection
between V-CareNeT and the 3™ SDM being interrupted.

V-CareNeT connected to 3™ SDM via the network Connection between V-CareNeT and 3™ SDM
interrupted
V-CareMeT Control Window W-CareMeT Control Window
LESN @ X||| &aEHS8 @ X
SOM DevicefHaost Mame Connect  Connection  Download  Admit SOM DevicefHost Mame Connect Connection  Download  Admit
Statuz Trend Data  Patient Status Trend Data  Fatient
SenTec-SOMI0N4ETI [a]s 1 ~ SenTec-S0OM304273 K 1: -~
SenTec-50OMIMGET V] f:j 0K & SenTec-S0OMI0IBET v Ok 2
ZenTec SOMZIDHE 7 ) 0K ] SenTec_SOM210416 ¥ @ a3 ke
The 'SDM Device/Host Name’ of the 3™ SDM is not The 'SDM Device/Host Name’ of the 3™ SDM highlights
highlighted. cyan (only if a patient is admitted to the respective
station).
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V-CareNeT connected to 3" SDM via the network

Connection between V-CareNeT and 3™ SDM
interrupted

The ‘Connect’ check box of 3™ SDM is accessible

The ‘Connect’ check box of 3™ SDM is accessible

Note: The interruption of the communication with the SDM
does not change the selection status of the respective
station’s 'Connect’ check box.

The ‘Connection Status Indicator’ of the 3@ SDM lights
green (e)

The ‘Connection Status Indicator’ of the 3™ SDM lights red
(e), indicating that the communication between V-CareNeT
and the 3 SDM is interrupted/not established.

The ‘OK’ button of the 3™ SDM in the ‘Download Trend
Data’ column is accessible

The ‘OK’ button of the 3™ SDM in the ‘Download Trend
Data’ column is not accessible (dimmed grey)

The ‘Admit Patient’ check box of 3™ SDM is accessible

The ‘Admit Patient’ check box of 3™ SDM is not accessible
(dimmed grey)

Note: The interruption of the communication with the SDM
does not change the selection status of the respective
station’s 'Patient Admit’ check box

3: SenTec-50M300517 - Room 1, Bed 2
Clinton Sarah

O

Suspend

PR bpm

58
£

3 SenTec-50M300517 - Room 1, Bed 2
Clinton Sarah

[y ?

Suspend

Remote Monitoring Interrupted

Online data of the 3™ SDM are displayed.

The message ‘Remote Monitoring Interrupted’ replaces the
online data of the 3™ SDM.

Other remote monitoring related windows can be opened.

Other remote monitoring related windows are closed /
cannot be opened.

A low priority auditory alarm signal is triggered if a patient
is admitted.

Note: If the connection interrupts between V-CareNeT and
a SDM a low priority auditory alarm signal is only triggered
If a patient is admitted to the respective station. This low
priority alarm signal will only be audible a) if technical
alarms of the central station are not disabled (see 12.2), b)
if V-CareNeT's audiitory alarm signals are not paused or
permanently switched off (14.5, 14.9.2), c) if remote
monitoring for the respective station is not suspended (see
14.8.1), and d) if audiitory alarm signals of the respective
station are not paused or permanently switched off
(14.8.1, 14.9.2).
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15. Tools Menu

Note: Once your V-STATS license has been registered (see 15.1) and V-CareNeT has been activated (see 15.2) the
'Tools Menu’ is not any longer needed and will, therefore, be removed from the menu.

15.1 Sub-menu ‘Tools / Register V-STATS'

SenTec AG recommends that you register your V-STATS license as registered users will be notified upon availability of
new V-STATS versions. Furthermore free updates can only be made and the ‘V-CareNeT’ only can be activated, if the
V-STATS license that is installed on your PC is registered.

The sub-menu ‘Tools / Register V-STATS' opens the dialog ‘Registration’. Please follow the instructions provided in the
dialog ‘Registration’ to generate a ‘Registration Code” and to activate the registration of your V-STATS license after
having obtained the ‘Registration Code’.

Note: Once the registration of your V-STATS license has been activated this sub-menu is not any longer needed and
therefore not any longer available.

v-sTaTS sentec

To register your V-STATS license you need a "Registration Code".

To generate a "Registration Code" you will need the
License number: (please see CD-Label)
Identification Code: C3437067261212

You can generate the "Registration Code" by yourself on the website:
http://reqistration.sentec.ch/vstats. htm|

Alternatively you can request a "Registration Code" by sending an Email to:

vstats reg@sentec.ch
or a fax to +41 61 726 97 61 with the following contents:

Subject: V-STATS Registration

Contact details: (max. 50 characters)
I Email address: (only required if requesting "Registration Code" by fax)
FAX number: (mandatory if requesting "Registration Code" by fax)
User name under which V-STATS will be registered (max. 50 characters)
License number: (please see CD-Label)
Identification Code: C3437067261212

Once you have obtained the "Registration Code" you must enter it in the field below
and press the button "Activate registration”

User name:

Registration code: O Activate registration!

| 0 Cancel H ? Help |

15.2 Sub-menu ‘Tools / V-CareNeT Package Activation’

In order to activate the ‘V-CareNeT Package’ (see 14) you need a ‘V-CareNeT Package Activation Code’. This code can
be generated on a webpage by using a ‘V-CareNeT Package Registration Code’, which can be purchased from your local
SenTec representative or from SenTec. ‘V-CareNeT Package Registration Codes’ are available for 5, 10, 20, 30 or 40
beds/ patients (order codes V-STATS_CPRC_5, V-STATS_CPRC_10, V-STATS_CPRC_20, V-STATS_CPRC_30,
V-STATS_CPRC_40). ‘V-CareNeT Package Registration Codes’ start with the letter C followed by a (typically) 10 digit
number. The two first numbers after the letter C encode the number of beds/ patients included in the ‘V-CareNeT
Package Registration Code’. The code ‘C2000450208’, for example, includes 20 beds/ patients.

The sub-menu ‘Tools / V-CareNeT Package Activation’ opens the dialog V-CareNeT Package Activation’. Please follow the
instructions provided in the dialog ‘V-CareNeT Package Activation’ to generate a ‘V-CareNeT Package Activation Code’
and to activate the V-CareNeT Package after having obtained the ‘V-CareNeT Package Activation Code’.

Note: This sub-menu is not accessible (dimmed grey) as long your V-STATS license is not registered. Once the
V-CareNeT Package has been activated this sub-menu is not any longer needed and therefore not any longer
available.

Note: See 15.3 to activate a 'V-CareNeT Trial, 15.4 to activate an 'Extended V-CareNeT Trial, and 12.3 to activate
the 'V-CareNeT Demo Mode".
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License number: 20100041
Identification Code: 3437067261212
V-CareMeT Package Registration Code

To activate the V-CareMeT Package you need a "V-CareMeT Package Activation Code”,

To generate a "V-CareMeT Package Activation Code™ you wil need the

=5

To purchase a "V-CareMeT Package Registration Code™ please contact your local SenTec

representative or SenTec: www.sentec.ch

Once you have a "V-CareNeT Package Registration Code™ you can generate the
V-CareMeT Package Activation Code by yourself on the websits:

http: jireqistration.sentec.chivstats CPAC.html

Alternatively you can request a "v-CareMeT Package Activation Code™ by sending an Emall to:

vstats reg@sentec.ch

or a fax to +41 61 726 97 61 with the following contents:
Subject: V-CareNeT Package Activation
Contact details: {max. 50 characters)

Email address: (only required if requesting "V-CareMeT Package Activation Code™ by fax)
FaX number: (mandatory if requesting "Registration Code™ by fax)

License number: 20100041
Identification Code: (3437067261212

V-CareMeT Package Registration Code: (please indicate your "V-CareMeT Package Registration Code™ here)

Once you have obtained the ™V-CareNeT Package Activation Code”™ you must enter itin the field below

and press the button "Activate V-CareNeT Package™.

V-CareNeT Package Activation Code:

LO

Activate V-CareMeT Package ]

[ cancel || 2 e |

Note: After activation of the V-CareNeT Package the 'V-CareNeT Registration Code’ that was used to generate the
'V-CareNeT Activation Code’is displayed in the dialog 'Product-Info’ (see 16.6).

Note: After activation of your V-CareNeT Package it is at any time possible to upgrade V-CareNeT to a higher number

of beds/ patients (see 16.6.1).

15.3 Sub-menu ‘Tools / V-CareNeT Trial’

The sub-menu ‘Tools / V-CareNeT Trial’ opens the following information dialog.

Information

-, =

You can trial the V-CareMeT Package up to 30 min.
Press "OK" to initiate the V-CareNeT Trial,

[ o

|| concel |

Click on ‘Cancel’ to abort activation of a ‘V-CareNeT Trail'.

Click on 'OK’ to activate the ‘V-CareNeT Trial’. The trial time

is 30 minutes. The V-CareNeT Trial’ can be (re)activated an unlimited number of times (after restarting V-STATS).

Note: During a 'V-CareNeT Trial” download of SDM Trend Data via the network (see 6, 14.6) is not supported,

otherwise, V-CareNeT is fully functional.

Note: If a SDM is configured in 'V-CareNeT Only Mode’ it is not possible to admit a patient to the respective station

during a 'V-CareNeT Trial".

Note: The sub-menu 'V-CareNeT Trial” /s not accessible (dimmed grey) as long your V-STATS license is not
registered. It is also dimmed grey if a 'V-CareNeT Trial, an ‘Extended V-CareNeT Trial, or the 'V-CareNeT Demo

Mode’ is active.

Note: Once the 'V-CareNeT Package’ has been activated (see 15.2) this sub-menu is not any longer needed and

therefore not any longer available.

When V-CareNeT is running (open) during a V-CareNeT Trial the remaining trial time is indicated in the V-CareNeT

Control Window (see 14.5).
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V-CareNeT Control Window ]
- - RS 0 @ Remaining Trial Time: 28:25 min X
@ A

Connect Connection Download  Admit
SDM DevicetHost Name —/

Status Trend Data  Patient

SenTec-SOM300517 @

SenTec-SDMI78277

L S

SenTec-SDM201302
SenTec-SDM301272
SenTec-SDM301585

SR EO

SenTec-SDM301583
SenTec_SDM302523
SenTec-SDM301588

IR ERENREE

1

PP RN R AR

SenTec-SOM301587

< [

SenTec-SDM301586

3
g

0000000000 ®

SenTec-SDM210376 @ )

Note: The time available for trailing V-CareNeT is only used up if V-CareNeT is running (open).

If patients are admitted to V-CareNeT (see 14.7) when five or fewer minutes remain until the V-CareNeT Trial expires an
audible Jow priority alarm occurs at the central station and V-CareNeT opens the following alert-dialog:

Warning @

Five (5) or fewer minutes remain until the V-CareNeT Trial expires.

Remote Monitoring will be terminated once the V-CareNeT Trial expires.

LO o ]

15.4 Sub-menu ‘Tools / Extended V-CareNeT Trial’

The sub-menu *Tools / Extended V-CareNeT Trial’opens the following information dialog:

Extended V-CareNeT Trial [

[ 0 | You can extensively trial the V-CareNeT Package during up to 10 days of use within a maximum of 4 weeks.
) Press "OK" to initiate the Extended V-CareNeT Trial.

Note: An "Extended V-CareNeT Trial" can be activated only once.

Click on ‘Cancel’ to abort activation of the ‘Extended V-CareNeT Trail’. A click on ‘OK’ activates the following warning
dialog:
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'Waming &

Warning: The "Extended V-CareNeT Trial" can be activated only once.

Press "OK" to activate the "Extended V-CareNeT Trial".

EQUKiLQAm}

A

Click on ‘Cancel’ to abort activation of the ‘Extended V-CareNeT Trail. A click on ‘OK’ activates the ‘Extended
V-CareNeT Trial. The trial time is 10 days which have to be used within 4 weeks. An ‘Extended V-CareNeT Trial’ can be
activated only once.

Note: V-CareNeT is fully functional during an 'Extended V-CareNeT Trial’; in contrast to a 'V-CareNeT Trial’ (see 15.3)
download of SDM Trend Data via the network (see 6, 14.6) is supported during an ‘Extended V-CareNeT Trial".

Note: If a SDM is configured in 'V-CareNeT Only Mode’ it is not possible to admit a patient to the respective station
during an ‘Extended V-CareNeT Trial".

Note: The sub-menu 'Extended V-CareNeT Trial’ is not accessible (dimmed grey) as long your V-STATS license is not
registered. It is also dimmed grey if a 'V-CareNeT Trial” or the 'V-CareNeT Demo Mode’ is active.

Note: Once an 'Extended V-CareNeT Trial” has been initiated or after activation of the 'V-CareNeT Package’ (see
15.2) this sub-menu is not any longer needed and therefore not any longer available.

When V-CareNeT is running (open) during an Extended V-CareNeT Trial the remaining trial time is indicated in the
V-CareNeT Control Window (see 14.5).

( V-CareNeT Control Window
ﬂ E g @ Remaining Trial Time: 9 d, 23:51:16 ¢
R 4
@

. Connect Connection Download  Admit
SDOM DevicelHost Name 1

Status Trend Data  Patient

SenTec-SDM300517 @] (@) Cokd t [@
SenTec-SDMI78277 @] Cok) 2 |
SenTec-SDM201302 @ Cxd) 3 [@
SenTec-SDM301272 @ Cox) « [@
SenTec-SDM301585 @ Coxd) s @
SenTec-SOM301589 @ o) & [@
SenTec_SDM302523 @ ® Of 7.
SenTec-SDM301588 7] Cok) &
SenTec-SOM301587 ] Ot 9
SenTec-SDM301586 @ (@) Cok) 1o
SenTec-SOM210376 @] Cok)

Note: The time available for trailing V-CareNeT is only used up if V-CareNeT is running (open).
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If patients are admitted to V-CareNeT (see 14.7) when five or fewer minutes remain until the Extended V-CareNeT Trial
expires, an audible low priority alarm occurs at the central station and V-CareNeT opens the following alert-dialog:

Warning

Five (5) or fewer minutes remain until the Extended V-CareNeT Trial expires.

Remote Monitoring will be terminated once the Extended V-CareNeT Trial expires.
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16. Help Menu

16.1

Sub-menu ‘Help / Contents; Search for’

V-STATS provides context-sensitive online help. To activate the online-help please click on the help-icon or press the

[F1] key.

16.2

Sub-menu ‘Help / Instruction manual’

The sub-menu ‘Help / Instruction manual’ opens the PDF-version of the Instruction manual.

16.3

Sub-menu ‘Help / License Terms'’

The sub-menu 'Help / License Terms’ opens the dialog ‘License Terms’ which displays the V-STATS license terms, which
were accepted by installing V-STATS. The license terms can be printed.

16.4

Sub-menu ‘Help / New features of V-STATS x.xx’

The sub-menu ‘Help / New features of V-STATS x.xx’ opens a document that summarizes the most important new
features and modifications introduced by the current V-STATS version.

16.5

Sub-menu ‘Help / Hotline’

The Hotline is operated by FuG: +49 7471 93740.

16.6

Sub-menu ‘Help / Info’

The sub-menu ‘Help / Info’ opens the dialog ‘Product-Info” which — besides contact information for SenTec AG and for

FuG - provides update/upgrade information as well as the following information:

Prior Activation of the V-STATS
Registration

After Activation of the V-STATS
Registration / Prior Activation of
the V-CareNeT Package

After Activation of the V-CareNeT
Package

Version 4.00

Unregistered Version

License number: not available
Identification Code: Cyyyyy

To register V-STATS see menu ‘Tools /
Register V-STATS'

V-CareNeT Package: not activated

V-CareNeT Package Registration Code:
not available

Version 4.00

Registered Version

License number: xxxx?
Identification Code: Cyyyyy

The current V-STATS Updater? can be
downloaded from
registration.sentec.ch/downloads/upda

Version 4.00

Registered Version

License number: xxxxx
Identification Code: Cyyyyy

The current V-STATS Updater® can be
downloaded from
registration.sentec.ch/downloads/upda

tervstats.zip

V-CareNeT Package: not activated®

V-CareNeT Package Registration Code:
not available

To activate the V-CareNeT Package
see menu ‘Tools / V-CareNeT Package
Activation’

tervstats.zip

V-CareNeT Package: activated (kk bed
license)

V-CareNeT Package Registration
Code: Ckkzzzzz¢

V-CareNeT Package Upgrade®

2 The license number is not available after updating V-STATS 2.02h or older to V-STATS 3.02
b Indicates ‘Extended V-CareNeT Trial’ during an ‘Extended V-CareNeT Trial’ (see 15.4). For activation of the V-CareNeT

Package see 3.6 and 15.2.

¢ The two first numbers (kk) after the letter C encode the number of bed/patients included in the ‘V-CareNeT Package
Registration Code’ that was used to activate/ upgrade the ‘V-CareNeT Package. The code ‘C2000450208’, for example,

includes 20 beds/ patients.
94 see also 3.5.

€ Click on the link ‘V-CareNeT Package Upgrade’ opens the dialog ‘V-CareNeT Package Upgrade’ (see 16.6.1). Therein all
steps and information required to upgrade an already activated ‘V-CareNeT Package’ to a higher number of beds/

patients are displayed.
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Note: The information shown in red, bold font in the table above, can be copied by clicking on them with the

mouse.

Note: The 'Identification Code’ is the factory default password to access the dialog 'Profiles / SDM Setting’ (see
13.2), the dialog ‘Special Functions’ (see 8.1) and the dialog V-STATS Settings’ (see 12.1). The 'V-CareNeT
Package Registration Code’ is the factory default password to access the dialog 'V-CareNeT Settings’ (seel2.2)
and the dialog ‘Edit SDM Device/Host Name’ (see 14.5.1).

16.6.1 Dialog ‘V-CareNeT Package Upgrade’

To open the dialog ‘V-CareNeT Package Upgrade’ use the sub-menu ‘Help/ Info’ to open the dialog ‘Product Info’ (see
16.6) and then click on the respective link.

r

Ve e T Pk PO e —

Your V-CareMeT Package license currently supports a maximum of 20 beds [ patients
being simultaneously available for remote monitoring.

To upgrade your V-CareMNeT Package to the desired number of beds [ patients
you need to generate a corresponding "V-CareMeT Package Upgrade Code”,
To do so you need the

License number: 20100041

Identification Code: 3437067261212

Current "V-CareNeT Package Registration Code”: C2000891213

Mew "V-CareMeT Package Registration Code” (to be purchased)

When reguesting a new "V-CareMeT Package Registration Code” from your
local SenTec representative or SenTec (www. sentec.ch) please indicate the desired
number of beds / patients and send a screenshot of the present dialog.

Once you have received the new "™V-CareMeT Fackage Registration Code™ you can
generate the "V-CareMeT Package Upgrade Code”™ by yourself on the website
http: /freqistration.sentec. chfvstats CPUC.html

Enter the "V-CareMeT Package Uparade Code™in the field below and then
dick an "Upgrade V-CareMNeT Package”™

V-CareMeT Package Upgrade Code:

@ Cancel H ? Hep ]

(S

’ O Upgrade V-CareMeT Package! ]

If your V-CareNeT Package is already activated and if you want to upgrade the maximum number of beds/ patients for
which remote monitoring simultaneously shall be possible you need a new ‘V-CareNeT Package Registration Code’
(CPRC) for the corresponding number of patients/ beds. When requesting a new CPRC from your local SenTec
representative please indicate the desired number of beds/ patients and send a screenshot of the dialog ‘V-CareNeT
Package Upgrade’. Once you have received the new CPRC you must generate the corresponding ‘V-CareNeT Package
Upgrade Code’ (CPUC) on the website registration.sentec.ch/vstats CPUC.html. To upgrade the V-CareNeT Package you
finally must enter the CPUC within V-STATS into the appropriate field of the dialog ‘V-CareNeT Package Upgrade’.

Note: After upgrade of your V-CareNeT Package it is at any time possible to further upgrade your V-CareNeT
Package to a higher number of beds/ patients.
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