SIBEL

203

discovery
INSTRUCTIONS FOR USE

j=]=) =2a =) as
[ 1 1] aE eee 8.
ae =2a as as
= -
a are &8s eare
a |ars ers eYe
o as oo jmjm)

[— L T T ———




S | bEL Discovery Instructions for Use

Table of Contents

Section 1. INtroduction tO DiSCOVEIY......uuuuueeeeriiiiiiiiiiiiiciessssssssssssssssssssssssssssssssasees O

1.7 OVErVieW Of INSTIUCTIONS FOr USE....uiiiiiiciiiiiicteeteeteeetete ettt ettt ettt s b e te et ess e b e s e b e sbesbesseeseessessessassesesaeaseas 6
1.2 OVEIVIEW Of DISCOVEIY ..iiiuieuietiieiistisietetestetetestestete st ete st s teseesesbeseesassessesessesseseasessesessesseseasenseseesesseseasenseseesesseneesenseneasesenes 6
1.3 OVEIVIEW OF SENSOIS..ciiiiiiiiieiieieterie sttt ettt e et e st e st e ae et e et e st e ae b e s b e s aesse e st estesses s e s et e sseeseeseessensensansesbesseeseeseensensensensenes 7
LIRS T B o L= Y= a1~ o OO PR SRPRRRPRUPRI 7
1.3.2 ANINE LIMID SENMSON .ttt ettt ettt e st st e st e e beeaeese e s s ess et e sesbeebeeseeseessessensessessesseeseesaessensansanes 7
(G o =T g BT =T o Yo OO OP RSSO 7
L R N g = T =1 a1 o] OO OO OO O ROO SR RTRU PRSP 7

Section 2. System Unpack and Set-Up..........ueeiiiiiiiiineeiiiiiiisiisneeeiniccsssssnneeeeeeceess 8

2.1 DISCOVENY Kit UNPACKING.....eitiiiiirtiieietete ettt sttt b e bbb et bt b et eb e s b et e bt s b e e e bt st e e e st sbe b ebesbeneenea 8
2.2 TUrning ON the DISCOVENY TABIBT.....ciiiieieirieiet ettt ettt sttt b e b et b e b et ebe st e e sbesseneenesbeneas 9
2.3 Setting UpP the WirelESS CArZer ... oottt sttt ettt st st sb e eae s st e st et et e besbesbesbeeseentensensenbentas 10
2.3.7 SaNItiZe the CRarger Pad.......ccioieieeiececeseeeeee ettt ettt sttt e st e be st e s beeseesaesaensensensenseseens 10
2.3.2 PIUZ IN the POWET AQ@PTET ...ttt ettt b ettt et b e st b e b et bt st e e b e b et ebesbe e ebenbeneeben 10
2.4 SETEING UD TNE SBNSON ...ttt etttk st b e st e st e b et et es st e st e st st enses e e b et e st s b et eneeb e senesbenseneans 11
2.4.1 SANITIZE thE SENSON ...ttt 11
2.4.2 WAKE UP The SENSON ..iiuiiiiieciieeetteeetete ettt sttt ettt et et e s tesae st e s s e e st e st e st essessessessesseeseeseessensensesesaessesseeneeneanes 11
2.5 LED Patfern INTerPrEtatiONS. ..cueiirieriieieeieeieeteteteste sttt ettt et st be bt ettt s bt s bt s bt e bt e se et et e nb e st e e b e ebeebeeseeseennenee 12
2.5.1 Anne, Anne Limb, and Adam LED PatterNS........ccuvireirinieirierieeeiesieestesee ettt ettt st 12
2.5.2 Aria LED PaAtEeIMS ..ot 13
2.5.3 Aria Charger LED Patt@rNS.....ccicuieeeieieieieiertestesie st ste et et e seetestesbestestesseeseessessessessessessessesseensansensensessessessesseeneen 14
2.6 DIiSCOVENY SENSON WOTKFIOW. ....euiiiiitiieietee ettt b ettt e b ettt et ebe e 15

Section 3. Using Discovery Hub.........ccccoovnneeeeeeeeeenniiiiiiiieicccssssssssssssssssesess 10

3.1 LOEEING INtO DISCOVEIY HUD ..cviieiiiiieieeer ettt sttt et s b et st et et b et e s et e e eneebe st esesbeneeneenen 16
3.2 USEI ROIES .. bbb e s 19
3.3 OVBIVIEW ..ttt b e st b e e bbbt h e st et et e e bt e b e e bt e b e e bt e st e s s e b e s e bt e bt e bt e bt e Rt e a e en e et e bt e R e sR e e bt ebeebe e s e e e ennens 20
3.4 SUDJECE IMIANAZEMENT. ...ttt ettt ettt st h et b et b et e e bt e b et e bt st et ebe s b et eh e ek e b e st e b e b eseebe s eneebe st eneebeneeneebens 21
3i4.1 SeIECHING T SIte...iuiiiiieieieee ettt b et et s b et et st e e ese s b et e st e b et ene s b e senesbenaenessesseneas 21
3.4.2 VIEWINEG SUDJECE INTO..tiuiitiieictiieteerese ettt st ettt e b et esa e b e s eseeb e aesassesseneesenseneesensensass 22
S Ve (o 11 == TR o] [t F RSOOSR 24
3.4.4 Configuring a SUDJECt iN the DiSCOVEIY APP ...ttt sttt sttt sttt sttt be e b be e eaes 25

46-002 Rev. H Discovery [FU 2



S | b EL Discovery Instructions for Use

3.4.5 EXPOITING DATA..ccuiiiiiiitisiieiieiteite ettt ettt b st b e bbbt et e b et e s b s b e s be e bt e atea b e st e sbesbeebeeheeaeen e e st et e benbeshesas 26
3.4.6 DEIETING @ SUDJECE....iiiiiiciieieeitceee ettt sttt sttt et et e b et e s be s beebe e st e s e ensensenbesbesbesseeseeneeneensensenes 27
3.5 SUDJECE'S DELAIEA VIBW....icuieieiieeieieies ettt ettt sttt et e e te b e s beeseeseeseessessensesessesseeseeseeseessensensensessensens 28
S TR B o o 31 = 7= TSP P S PRRPRPRPPO 29
3.5.2 SUDJECE INTO ..ttt ettt ettt b e s b et e b e s en e e st s b e st e b e st e e e st s be st es et enseneebe s enesbenseneebeneas 29
35,3 S ENSON INTO. ittt b bbb bt b st h et S b st bbb bbbt h et bttt n et b enes 29
S Y @o T a1 o] 1 =T o ol TSRS 30
3.5.5 SUDJECE'S AUIE TrAlcueiuietiieiietesie ettt b ettt s e bbbt et e bt st e e et e s et ebesbeneebeneeneenens 31
3.5.6 AQAING @ SENSON ..iuieiiiiieieieete ettt sttt e et s b e st e bt e st e bt s b e st e b e b eneebe b enees et eneeb e beneeb e st entenesseneesenseneeses 32
3.5.7 REIMOVING G SEINMSON ..ttt ettt ettt ettt ettt bttt et sab e sh b e s bt et e et e s st e s bt e bt e bt e abessbesat e bt enbeesbeebtenseenbeenbesanes 33
ST B U] o) [=Totul o) o TR SRUUROSN 35
RN N O U] =T o] al o T=1 =TRSOOSR RTRURORRRONY 36
3.5.T0 UNGSSIZN @ Kiliuiitirtirtieiieiieiietetest ettt ettt st h ettt b et e b s b s besbe s bt e st e st e st e st et et e sbesbeebeebeentensensenbesbenee 37
30 POISONNEL. ..ttt b bt h bbbt h e bRt b e bt b et et b e bt b ettt ee 39
3.6.7T VIEWING ACTIVE USEIS. ittt ettt ettt et sttt ste et st e s bt e s bt et e e atesate s bt e beeatesatesbe e beentesntesaeenbeebesnsesneenbeenee 39
3.6.2 AAAING NEW PEISONNEL...cuiiiiiiieet ettt b et b et b e s b et st b et e st st e st e st s be e eneebeneeneas 40
3.6.3 RE-INVITING @ USEI ..uiiiiiiiiiitieieette ettt ettt ettt b sttt s bt bt bt e bt e st et et e st e sbesbesbeebeeseenbenbensenbesbene 41
3.0.4 DEIETING @ USI .ttt ettt ettt sttt et ettt s b e st e s bt s bt ebe e st e st et e st e s besbeebesbeeatenten b e st e benbesbesbesbeeneensensenes 42
37 AUAIT TEAIL ettt bbbt b e bt e bt e b et se bt e e st e bt e st eb et e st e bt st et eb e st et ebe s b et enis 43
R I X el olo 10 [ o | S TP U SV PRR PPN 44
3.9 KNOWIEAEZE CONLET ..ottt b ettt et ae bt s ek e e st e b e b e st ek e b e ne e b e b e st eb e b eneese st e st esesteneenesbeneens 46

Section 4. Pairing a Study Subject with the Discovery App.....ccccceeeeccccccrcrecceeeeec 47

4.1 STArtiNG the DiSCOVEIY AP .cuveieierieriieieetieitetestestesteste st steeseestestessessessessessessesssessessessassessessessessesssessensensensessessessesseensensen 47
A e T o T o TSI T o RO 51

Section 5. Discovery App Dashboard..............eeeeeeeeiiiiiiiiiiiiiiiiiiiisiisssssssnnsseeees 52

5.1 DISCOVETNY APP OVEIVIEW. ..cutiiitirtietietietetete sttt sttt et ett et e te st e te s bt s besbeebeesteste st et e tesbesbeebeebtestenbensenbesbesbesbeeseestensensenbensen 52
5.2 TOP Bttt bt h e E e Rt bbb e et bt s bt e e bttt b et et n e aenes 53
5.3 TASKS ettt bt h bbb bbbt E e bt h e bR bt b e bt b et bt bt bt e e bt e bt e bt et e e b nben 55
T Y <Y {0 OSSR POPPRR 58

ST I [efo Y o I = == T o OO OO OO OSSPSR 58

54,2 ALBIE ICONS ..ttt ettt ettt ettt b et b bt b et et b bt b Rt b e bbbt ae bt b e bt et enen 60
SRl [ E=YoT o I N Lo T u ) Taf= 1 o] o £SO 61

Section 6. Applying and Removing the Sensor...............cceeriiiiinvnneriiicciiinnnne.. 62
6.7 APPIYING the ANNE SENSOI ...ttt ettt b et b et b et b e st et e bt st e st e b et en e eb st et ebesbe st ebesbeneenesbenene 63

46-002 Rev. H Discovery [FU 3



S | bEL Discovery Instructions for Use

6.1.7. Preparing the CREST ArCa.....cci ettt ettt sttt st et st esesbe st e st es e seneesessenesseseneesessenens 63
6.1.2. Anne Sensor Adhesive Preparation (Gentle Wear ADNESIVE)......cccocireeieienienenieceseeeeee s 63
6.1.3. Anne Sensor Adhesive Preparation (Standard Wear AJNESIVE).......cccceeieieierienieneceseeceeeeee e 64
6.1.4. Anne Sensor Adhesive Preparation (Extended Wear ADNESIVE)........c.overiririiinineneneeeseeeeee e 65
6.7.5. PlaCing the ANNE SENSON .c.cuiuiiieiiieieittet ettt ettt bttt b bbbt b ettt bt e b 65
6.1.6. REMOVING the ANNE SENSOI ..ttt sttt ettt et st s besbe e bt e st et e sesbesbessesbesseeseensensensensessens 66
6.2 APPIYING The ANNE LIMID SENSOI . .iiiiiiiieieieeee sttt sttt et e st et e s besteeseeseeseessensesetesseeseesaeseensensenes 67
6.2.1. Preparing the INA@X FINGEI . ..o ettt ettt s b et b bbbt et eb et et beseeneenes 67
6.2.2. ANNE LiMD SENSOI PIACEIMENT. ..ottt sttt et sa e b s es et e s ene s eene 67
6.2.3. RemoVving the ANNE LMD SENSOT ..ottt sttt ettt b b s be s s neeaensenaenbens 68
SRC I Y o] 11Vl g u aTcl Y I= T Y=Y o o PSR 69
6.3.1. Preparing the APPIICATION SIt... ittt st b ettt be et steeenea 69
6.3.2. Adam AdNESIVE PreParation......ccciieieirieieirieieecsiete ettt sttt se st e b e be st ese st e e esesbeneenesseneens 69
6.3.3. Placing the AQ@IM SENSON .....icuiiiiieieietere sttt sttt sttt ettt et et e st e st e sbesbesseese et ensensesbesbesbesbeeneensensensensens 70
6.3.4. ReMOVING the AGAM SENSON ..ccuiiieieiictiee ettt ettt e et e te s te st e saeeseeseeseessessessessessessaeseensensensesansens 71
6.4 APPIYING ThE AN SENSON ..ottt ettt b et b et b et e e bt b et e b et et eb e e b et e bt et et ebe s b et e st et e e e st sbeneens 72
6.4.1. Preparing the APPIICATION SIt.....iiiiiieieieierere ettt ettt be st be b e e s sbeneebesteneenens 72
6.4.2. Aria AQNESIVE PrepParatioN.. ...ttt sttt sttt ettt s bt s bt sae e st e st et entenbesbesbesbesneeseeneenes 72
6.4.3. PlaCing The Al@ SENSON .c.uiiiiieieieriesie sttt ettt st e s teste et et e st e s e stessessesbeste et e essentensessessessessesseeseessensensensessensens 73
6.4.4. REMOVING the AN SENSON ...ttt b ettt b e bbb et bt s b et e b e st et e st s b e e e bt st e e eneebeneas 74

Section 7. Discovery App Alert Handling............cccoiiiiiiiiiiiiiiiiniiinnncccneeeeeececceeeeees. 76

7.1 Sensor Alert Messages & HANAIINGS......coviviiiieiriieeereee ettt sttt sb et b e s se b e s esessensenens 76
71,7, POOE SKIN CONTACT. ...ttt ettt ettt ettt b e bbbt e bt b et e bt st e e bt sb et e s e st e e eneee 77
O Y= o Yo g @ TW Lo = =TSRSS 78
7.1.3. LOW / CritiCal BAtTErY LEVEL....ouiiieiieieieeteet ettt b ettt a et e b et se st et s enes 79
7.1.4. Low / Critical MemOIy StOrage LEVEL ...ccucivirieieiiieeeieeeeestee ettt sttt sttt enes 80
71,5, SENSOF FAIUI....itiiiiiteee ettt b et b et b et et b et b et e e bttt e bt na et enenreneas 81
7.2 SENSOF AlCIT ICON GIOSSAIY..eiiiiieiieiietieietertese st s ettt et et et e st e stestestesseeseeseestessesse st essesseeseessessensensesessessesseeseesaessensensenes 82

Section 8. Sensor Admin Settings and Turning Off Sensor................ccccuuueeee......83

BT TUIN SENSON Off .ttt ettt ettt sttt e st e bt e stk e st et e bt s b e st e b e st eneesesbeneeb e st et enesbentesesbenaeneenen 83
8.2 REPIACE SBNMSON .ttt ettt bttt et at et e st et e be ke s bt e bt eb e e st n b e st e be s b e he ekt ehe e Rt e st et e b e benbeeheebeeneententenes 85
8.3 OPENING AAMIN SEILINES...ccuiiieiiierierieste ettt et e st ettt s et et et e testesbesbesseeseeseessensesesseasessesseassessensensessessessessesnsensens 87
8.4 Enabling Haptic Feedback 0N an Alia SENSOI ..ottt sttt st 88
8.5 Resetting and Putting the SeNSOr iN SHIP MOGE.......ooiiiiieiieee et s 89
8.0 LOZEING OUL ..ttt ettt ettt sttt sttt et et et e s b e s b s b e e bt eat e st e st et e be st e eh e ebeeb e e st ententebesheebeebeeatententenbesbenbesbesbeeseensensansans 91

46-002 Rev. H Discovery [FU 4



S | b EL Discovery Instructions for Use

Section 9. Important Safety Information.............ccceiiiiiiiiiiiiiiiiiiiniinincccccnnneneeeeeee. 93

9T WWAININES. ettt ettt et ettt sttt eh e a e e st e et et e s bt s bt ebe e bt estes b e s b e be s b e e bt eh e eates e es b em b et e beebe e bt eb e eh b entenbenbeebesbeebeebeeat e st enbenbenee 93
0.2 PrECAUTIONS. ..ttt b bbbt ettt b e b e b e s bt e bt e bttt ea bbbt e b e bt st et e nen e r e s b enes 93
9.3 SYMDOIS QN IMATKINES....eeeeieiieieiestece ettt ettt te ettt e et e et e te s teesesseesee st ensessesessesseeseeseeseessensensensessesseeseeseensaneen 95
9.4 StOrage aNd HANGINEG.....cveuiiiieieieie ettt b e bbb et b e s b et e bt st e e e bt s b et e b e st et ebesbeneebesbeneenenbeneas 97
1 o] ] =t SO OO OO SR O PP PUSPTPRRPRUPI 97

Section 10. Product Specifications..........cccceevvvneeiiiiiiiiiscnnneniiiciissssnnnennieccssssennees. 98

10.7T ANNE TeChNICal SPECITICATIONS. ... iviiiti ettt sttt st beebeese e e e st enbesbessessesneeseensensensans 98
10.2 Anne Limb TechniCal SPeCIfiCatiONS.....viii ettt ettt e s e e e e e e s e sesesaessesseesaesseneens 100
10.3 Adam TechNiCal SPECITICATIONS. .....oiuiieirieiet ettt b ettt b st se b e st be e ene e 102
10.4 Aria TeChNICal SPECITICATIONS. ...ccviieirieieireee ettt sttt e et e b eseebesbeseesesseneesessenens 104
10.5 Electromagnetic EMiSSIONS DECIAratioN......cccviiiririiiieieieieniesie sttt st sttt ese e e bestestesbessesseeseensensens 106
10.6 FCC Compliance Notification (FCC ID: 2AAQS-ISPT807)...ccuiiiiriiricieeieieieiesiesie st steseeeeessesesse e ssessessessnessessensenes 106
10.7 Guidance and Declaration: Electromagnetic IMMUNITY .......coeieirerieinieereee ettt 107

10.8 Recommended Separation Distance Between Portable and Mobile RF Communications Equipment and
DISCOVEIY SENSOIS.c..iuieuieteteetteteett ettt st sttt b e aeeat e st et esbe st e sbe e bt eb e e st eatentenbesbeebeebeehe e st esten s et et e sbeebesbeebeententensenbesbeabesbeeneenten 110

46-002 Rev. H Discovery [FU 5



S ‘ @ Et Discovery Instructions for Use

Section 1. Introduction to Discovery

This section provides an overview of the Discovery product.

1.1 Overview of Instructions for Use

This Instructions For Use (IFU) document is for researchers to use Sibel Health Discovery Sensors - including the
Anne, Anne Limb, Adam, and Aria Sensors. The intended use of the Sibel sensors with the Discovery App is for data
collection applications in Clinical Research. This document includes an overview of Discovery, use of the Sibel Health
sensors, and key information necessary for successful operation.

1.2 Overview of Discovery

Discovery is Sibel's clinical research product for clinical research applications.

The Discovery product allows researchers to collect raw physiological data as well as advanced digital clinical
measures from study subjects. The system consists of wireless sensors, adhesives, a wireless charger, a mobile
device, a mobile application, and a cloud portal. The system includes all hardware and instructions to complete data
collection using Sibel's Discovery sensors.

Tasks Q- . @t ' moplace to
Complete daily questionnaire Sync sansors (2/2) L]
Sensors ‘
\ ) Clinical Researcher
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1.3 Overview of Sensors

1.3.1 Anne Sensor

The Anne Sensor (Also sometimes referred to as “Anne Chest”) is an epidermal patch worn below the
suprasternal notch. The device includes accelerometer, temperature, and electrocardiogram sensors
from which key vitals such as heart rate, ECG, respiratory rate, central skin temperature, cough, talk,

swallow, sleep, snoring, activity, and body position can be measured. The device is secured to the
skin via a biocompatible adhesive.

1.3.2 Anne Limb Sensor

The Anne Limb Sensor is a flexible device that conforms to the fingers or toes. The device includes a
temperature sensor and a transmission mode PPG sensor from which key vitals such as pulse rate,

Sp0O2, perfusion index, and peripheral skin temperature can be measured. The device is secured to
the finger via a biocompatible adhesive.

1.3.3 Adam Sensor

The Adam Sensor is an epidermal patch that can be worn on the hand, suprasternal notch, and other
body parts. The device includes accelerometer and temperature sensors from which key metrics can

be measured such as scratch indications and sleep metrics. The device is secured to the skin via a
biocompatible adhesive.

1.3.4 Aria Sensor

The Aria Sensor is an epidermal patch that can be worn on the hand, suprasternal notch, abdomen,
and other body parts. The device includes accelerometer, microphone, barometer, and temperature
sensors from which key metrics can be measured such as scratch indications, swallowing, and bowel
movements. The device is secured to the skin via a biocompatible adhesive.

46-002 Rev. H Discovery IFU 7
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Section 2. System Unpack and Set-Up

This section describes steps to set up the Discovery Kit before starting monitoring with a Subject.

2.1 Discovery Kit Unpacking

To open the package, remove the white lid to reveal two layers inside the box. Each layer contains the components
as listed below:

Top layer:
a. Envelope containing Quick Start Guide
b. Discovery Tablet with Discovery App installed

Middle layer:
c. Sensor container: Sensor (Anne, Anne Limb, Adam, and/or Aria), Wireless Charger
d. Pouch: Adhesives (Anne, Anne Limb, Adam, and/or Aria), Gloves (For Adam or Aria), Cleaning Wipes
(For Anne Only), Discovery Tablet Charger Cable (USB-C to USB-C), Wireless Charger Cable (USB-A to
USB-C), Regional Power Adapter

o—— ©
@ &

AN J

1 2 Tablet with
and/or Quick Start Guide Installed Software
Anne Anne Limb Adam Aria
Sensor Sensor Sensor Sensor o
Fa (MN—.
and/or l
[ 2 B
- Anne Limb Adam Aria
( Adhesuves Adhesives Adhesives Adhesives

B Q Q and/or

Anne Wireless Adam Wireless Aria Wireless
Charger Charger Charger

x J=ReReNr

Gloves IPA Wipes Wireless ablet Power Adaptor
Charger Cable Charger Cable

Note: Additional consumables can be ordered separately. Keep the packaging for future storage and shipment
after use.

46-002 Rev. H Discovery [FU 8



2.2 Turning On the Discovery Tablet

Step 1
Turn on the tablet by holding the power button on top of the
tablet until the screen turns on.

Tablet Front View

Step 2
Press the power button, swipe upwards on the screen, and
enter the password (if applicable) to unlock the tablet.

Step 3
Check the battery level. Charge with the Discovery Tablet Charger Cable (USB-C to USB-C) if needed.

46-002 Rev. H Discovery IFU 9
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2.3 Setting Up the Wireless Charger

2.3.1 Sanitize the Charger Pad

Whenever first receiving a kit, before charging the sensor, wipe the top of the Wireless Charger with a cleaning wipe
to sanitize. Visually inspect the charger and repeat the cleaning process until it is visibly clean.

-

R

Anne Wireless Charger Adam Wireless Charger  Aria Wireless Charger

2.3.2 Plug in the Power Adapter

Plug the USB-C to USB-A cable into the Wireless Charger using the USB-C end. Then, plug the USB-A end into the
USB-A port on the provided power adapter. A blue light indicates that the wireless charger is on. Note that the
USB-C to USB-C cable must be reserved for the Discovery tablet.

Flashing green LED
while it's charging

Charger Power On

. J AN

Anne Wireless Charger Adam Wireless Charger Aria Wireless Charger

46-002 Rev. H Discovery [FU 10
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4 \

2.4 Setting Up the Sensor

2.4.1 Sanitize the Sensor
Wipe both sides of the sensor with a cleaning wipe to sanitize.

Visually inspect the sensor and repeat the cleaning process until it is visibly clean.

\)

2.4.2 Wake up the Sensor
Step 1
Place the sensor on the Wireless
Charger according to the outlines
on the charger's surface. The
shape and “b” logo on the sensor
should match the sensor outline
and “b’ logo on the Wireless
Charger.

Same Orientation
Step 2
A green LED light on the sensor will blink every five
seconds indicating that the sensor is charging. If the ( N
sensor is waking up from Ship Mode or very discharged, it
may take a few seconds before the green LED turns on. If
the sensor is turning on after reaching 0%, the green LED )
will slowly pulse, indicating very low battery. A full charge L /\
from 0% to 100% takes approximately 5 hours. Anne, Anne Limb Adam Aria
The sensor’s battery level can be monitored using the
Discovery app on the tablet.

Sensors
. C Battery level

46-002 Rev. H Discovery [FU 11
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2.5 LED Pattern Interpretations

2.5.1 Anne, Anne Limb, and Adam LED Patterns

The Red LED Blinks: -
e Every 1 second to indicate poor skin contact during wear } 2
e Every 3 seconds to indicate low battery OR low memory G
e Solid to indicate sensor failure
The Green LED Blinks:
e Every 3 seconds to indicate that the sensor is able to connect via bluetooth
e For 1 second every 5 seconds to indicate that the sensor is charging
e With a slow pulse (3 seconds to brighten, 3 seconds to dim) to indicate that e
the sensor is charging, but it has too low battery to be used o
e Solid when on the charger to indicate that the sensor is fully charged
e Solid when pairing to indicate which sensor is being paired
The Blue LED Blinks: -
e Every 1 second to indicate one of two states:
a. The sensor has not yet connected to the Discovery app after turning G

on
b. Has data available for download and is on the charger

The LED is Off:

e When the sensor is off
e When the sensor is functioning normally collecting data

46-002 Rev. H Discovery [FU 12
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2.5.2 Aria LED Patterns
The Red LED Blinks:
e Every 1 second to indicate one of two states:
o Sensor failure

o Critical battery (4 hours remaining)

The Green LED Blinks:

e Solid when pairing to indicate which sensor is being paired

The Blue LED Blinks:
e Every 1 second to indicate one of two states:
a. The sensor has not yet connected to the Discovery app after turning on
b. Has data available for download and is on the charger

The Orange LED Blinks:

e Three times for 1 second each to indicate that the sensor is entering Ship Mode

The LED is Off:

e When the sensor is off
e When the sensor is functioning normally collecting data

46-002 Rev. H Discovery [FU 13
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2.5.3 Aria Charger LED Patterns

» LED location

The Green LED Blinks:

e Solid when the sensor is fully charged

The Orange LED Blinks:

e Solid when the sensor is charging, but not fully charged

® The Red LED Blinks:

e Solid when there is a Charger failure

The White LED Blinks:

e Solid when the charger is functional and ready to use, but the sensor is not on.

The LED is Off:
e When the charger is not plugged in

46-002 Rev. H Discovery [FU 14



2.6 Discovery Sensor Workflow

Anne and Anne Limb sensors for Discovery will automatically start collecting data when they are removed from the
charger and worn, while Adam and Aria sensors will always start recording data once removed from the charger
regardless of whether they are worn. Putting the sensors in Ship Mode when they are off the charger (explained in
Section 8.3) turns off the sensor so it is not collecting data. Sensors are taken out of Ship Mode by placing the
sensor on the charger again. For the data from the sensor to be properly labeled, the sensor must connect to
the application one time before starting data collection after taking the sensor out of Ship Mode (Indicated
by a Blue LED as noted in Section 2.5). When a sensor is worn and is collecting data, it stores all of the data locally

on the sensor. When the data collection is completed and the sensor is returned to the charger, open the Discovery

application and the sensor will automatically sync its data to the tablet. Once data is successfully synced from

sensor to tablet, the tablet will sync to the cloud as long as there is an internet connection. After data is successfully

synced to the tablet it will be removed from the sensor, and the sensor will be ready for the next data collection. If
data is not fully synced with the tablet and it is removed from the charger too early, this data will remain stored on
the sensor and it can be downloaded during the next data sync.

Note: It is important to ensure that the tablet is always connected to the internet while using the Discovery
application.

A summary of the workflow for data collection with a Discovery Kit is as follows:

Put the sensor in Ship Mode until ready to be worn (As explained in Section 8.3)

Place the sensor on the charger when ready to use or wear

The subject wears the sensor over time specified for the study (As explained in Section 6)
The sensor is returned to the charger and the application is opened

The sensor recharges and syncs data to the tablet (As explained in Section 5)

© -, © @ 5

R A

o 0 Vay T ) —

Tasks e -

®
| Comptuce taty ovescernare St somsens (221 o
I /
Y Sensors
| 4
| T o aw .
.

g aa

N J J

Anne, Anne Limb Anne Anne Limb Anne, Anne Limb -
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Section 3. Using Discovery Hub

This section describes the steps needed to use Discovery Hub, the cloud-based service used to manage Subjects
and Discovery Kits.

3.1 Logging into Discovery Hub

Users are invited to log in to Discovery Hub from an email sent by study personnel or Sibel support. Additional
personnel can be added or removed by users with specific account types.

eve o <+
@ googhe.com

®
o o W @ 0 & b e
Welcome to Discovery Hub

Recipient Name

Da

Welcome!

Sibel Health is inviting you to join Discovery Hub for Anne Adam.

Discovery Hub is an online portal for you to link your study participants to Sibel's wearable sensor kits and track their progress. To get started, click the button below
and follow the steps to complete your enroliment.

Accept invitation

Cogyright © 2024 Sibel Inc. All rights resenved.

Note: You may need to work with your IT department to have them whitelist the Discovery Hub site to ensure that

all users can access the site on their computers. You may also need to adjust your browser settings if you are not
using Google Chrome.

46-002 Rev. H Discovery [FU 16
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When first logging in, enter your email address on the starting screen and then press “Next".

000 G cooye x4
€ 5 © O & googlecom/search

+

Login

Welcome to Discovery Hub

Bd anneadams@gmail.com

Forgot password

Next, create a password, and then you will receive an email with a verification code to complete the registration.
Enter the code within 24 hours to log in.

000 5 Gogw x | 4

€ 5 C 0 @ googecomisarch

Login

Welcome to Discovery Hub

P esssecnes

P eesceccene

& 1 accept the Terms of Use

46-002 Rev. H Discovery IFU 17



SIEL

000 G oo x4
€ 5 C O & googlecom/search
€« B 0§ € 0 & me

Your Discovery Hub Verification Code for Sign-Up D warx

Recipient Name « <l -oman coms Unsincrite
o me -

Thank you for signing up with Discovery Hub!

Discovery Instructions for Use

v @

1-5002619 ¢ >
8

UMM (Browsago) T

D

To complete your sign up process, please verify your email address by entering the verification code below in Discovery Hub.

922048

SIGEL

Copyright © 2024 Sibel Inc. Allrights reserved.

If your account is already configured, simply enter your email and then password on the login screen. You can also
click “Forgot Password"” to reset your password if needed.

Login

Welcome to Discovery Hub

P sessseccce

Remember me

Reset password

We sent a 6-digit code to your email
u*r*@grr* please enter it below.

Your code will expire in XX:XX

Forgot password

Please enter the email address associated with
your account.

= 123456

Don't have a code? Resend

& anneadams@gmail.com

PTTTITITT

Forgot p
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Note: Discovery Hub will automatically log you out after 20 minutes of inactivity.

Are you still there?

You will be automatically logged out in X seconds

Session expired

You have been logged out due to inactivity

Log Me Out

No, I'm staying here

3.2 User Roles

A User’s access and ability to use Discovery Hub depends on the type of account associated with their login. These
include:

Admin:
e (Can view every page in their assigned site(s)
Can add, edit, remove and view QR codes for any subject in their assigned site(s)
Can view the detailed view for any subject in their assigned site(s)
Can view notifications
Can add and remove research coordinators in their assigned site(s)
Can view the audit trail for any subject in their assigned site(s)

Research Coordinator:

Can view the subjects, audit trail and account pages for their assigned site(s)
Can add, edit, remove and view QR codes for any subject in their assigned site(s)
Can view the detailed view for any subject in their assigned site(s)

Can view notifications

Can view the audit trail for any subject in their assigned site(s)

46-002 Rev. H Discovery IFU 19
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3.3 Overview

Once logged into the Discovery Hub, you will be taken to the Subjects List page. On the top of the screen you will
see your name and the type of account on the left side, and a notification button on the left to alert you to inactive
subjects and sensor failures. Below this, you will see summary metrics for the selected site. This includes:

e Active Subjects

e Inactive Subjects

e Sensor Failures

e Hours of Data Collected
You can select the site from the site dropdown menu if your account has access to multiple sites. You can also
access the following pages:

e Subjects List

e Audit Trail

e Study Personnel (Admins only)

e Account Information

You can also access the Knowledge Center from the blue button on the bottom of the screen.

Hours of Data Collected

Total subjects using Total subjects enrolled Sensor failures
sensors actively but not actively using sensors Notifications
@1 discavery hub R Not hc.mnro Log out =
Anne Adams
Account Type
t I r Failure ata ¢
3 2 1 59m|n
Site Selection site 1
o
2 Subjects + Add subject & Export data
& Subjects
Tab Selection W Audit trail ACTIVE NACTIVE
e Q [) Sensor error (] Offiine > 24h
Subject ID Last 7 Days Collection Last Online Status

l e l
12434567}k sinls.l 23 hours ago (1]
24347p sl ' . l 14 Apr 2025
99999 slullaal

Rows perpage: 25 ~ 1-50f5

Center

T
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3.4 Subject Management

Discovery Instructions for Use

The Subjects page is viewable by anyone with any account type (for only the sites they have access to).

3.4.1 Selecting the Site

Before adding any study subjects, make sure the correct site is selected. Click on the down arrow near the subject
list to bring up a dropdown menu to select the site. Note that any subjects added on one site cannot be moved to a

different site.

Note: Research Coordinator can only access the site(s) assigned to them upon their registration in Discovery Hub,
so this option will be restricted for them if they do not have access to more than one site. It is also possible to click
the “All Sites” option to view all subjects across all sites when the user has access to multiple sites.

Note: A new subject cannot be added in the “All Sites” view.

Site 1

E) discavery

Anne Adams

Site 1

Q

Site 1
United States of

Press the ~ arrow and select

a single site

3

Subjects

ACTIVE

Subject 1D

Single site option
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Q

Last 703y

Site 1

Press the + arrow and select

“All Sites”
[‘P’ discovery hut
Anne Adams
3 2
Site 1
s Subjects
o\ ACTIVE
Al! S‘ite‘s Q
site 1 Subject 1D Last 7 Day
1 456712345671234567123ddd
1234 712345671 l
ez siul
sinl
siul
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3.4.2 Viewing Subject Info

3.4.2.1 Active

Tab

Discovery Instructions for Use

The Study Subjects currently enrolled and paired to a Discovery Kit are displayed under the “Active” list. These
Subjects have one specific Discovery Kit assigned to them and you will be able to see their compliance with data
collection, check for sensor errors, and view their last online status (the subject will display as online if their tablet is

connected to the internet and the app is open). You may also filter to see Subjects with sensor failures or those who
have not been online in over 24 hours.

& discovery hub

Anne Adams

& Sub

¥ Aud

3 2
Cobhlaaba

ACTIVE

& Account

Subject ID

(@ Knowledge center

Q [) Sensor error

[ Offline > 24h

Last 7 Days Collection Last Online
l LN ] I
12434567) sinlsesal
24347p sinleal
99999 sinleal
Active tab

23 hours ago

14 Apr 2025

A& Notification

239

<+ Add subject

Status

Rows per page: 25 ~

Log out =

1-50f5

Note: If the tablet is not online, their compliance chart will not immediately be updated with newly collected sensor
data and this may lead to inaccuracies in tracking. If this happens, please reach out to the subjects to ensure they

are online so their

progress is kept up to date.

46-002 Rev. H Discovery IFU
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3.4.2.2 Inactive Tab

Discovery Instructions for Use

You can also see a list of Subjects who are no longer assigned a kit under “Inactive”. All of their data is still retained

and viewable in this state.

% discovery hub

Anne Adams
o Account type
Research Active
Coordinator
3

Site 1 .

& Subjects su bjects

W Audit trail ACTIVE

a Account

SubjectiD

12434567jkI
2342342

24347p

@ Knowledge center

Terms of Use
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INACTIVE

Site ID

usa_01
usa_01

usa_01

Inactive tab

23

Sensor Failures

a Notifi(a(iono Log out =

Hours of Data Collected

239hr

[ < Add subject & Export data

Rows per page: 25 + 1-30f3
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3.4.3 Adding a Subject

By clicking in the top-right corner, you will see a window appear where you can enter the Subject's

information.

You must enter a Subject ID, which can be any number-letter combination of your choosing. The Site ID is
automatically configured based on the site selected. In addition, you must register the Subject to a Kit. Under “Kit ID"
enter the 4-digit Kit ID from the label on the bottom of the Kit. Also enter the date when the subject is expected to
begin data collection.

If you do not enter all of the required information, you will be prompted to do so before continuing. After entering
all of the required information, you will be prompted to confirm. Once you do so, the new Subject will be added to
the “Active Subject” list. This information can be edited later under the “Subject Info” page.

. Click the ADD SUBJECT . Click the CONFIRM button to
Rt ) L e e

Add subject X

Please enter the subject information below.

Confirm information  x

Current site Please review and confirm the subject info.

wuss 001
Subject 1D 1234567

1o* Country United States of America
Subject ID usa_001
om

we 0
March 17, 2023

——

March 17,2023

Back to edit
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3.4.4 Configuring a Subject in the Discovery App

Once a Subject is added, a window displaying a QR code appears. This QR code is used to load a Subject profile into
the Discovery App running on the tablet contained in the Kit. This QR code window is also accessible by clicking the
3 dots on the rightmost side of the row on the list of Subjects, and then clicking “Show QR Code". This QR Code will

be referred to when it is scanned into the Discovery App in Section 4.1 Step 2. Also displayed under the QR Code is

the Subject ID, Activation Code, Kit ID, and Tablet ID.

22 Scan QR code

o T ID:1234567

Subject detailed page

Click the SCAN QR CODE button
to setup the subject’s tablet

@ notncaiod® | egest >

Select from the

h .
Show QR code dropdown list
Snincas® {Logon >
239
‘ Scan QR code
+ Ade sudject & Export data « tablet. Make & tablet kobx
E.. E
Staty ; '
i '
OR
°
( ) Subject 1D 1234567
Activation Code 1937203224
Sebject Click “3-dots” Wit ID: 1234
o button to open Tablet 1D KSA113573¢
e dropdownist QTR

Subjects page - Active tab

In addition, you can click on “Subject Info” in this drop down menu to bring up a window that shows the Subject’s ID,
Country they are registered in, Site ID, and the Kit ID assigned to them. You can also change the assigned Kit to this
subject from this window by clicking on “Edit” and entering a new Kit ID when prompted. This menu also allows you
to change the Sensor wear start date as well.

Subject info Select

239

Subjects page - Active tab
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Sensor wars
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button to open
dropdown list
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1234567
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3.4.5 Exporting Data

Discovery Hub allows users to download summaries of a Subject’s data. This includes PDF reports of individual data
collection sessions, and an Excel file summarizing all data collected. Click the blue button on the
top-right corner of the screen to begin.

The export feature allows for data downloads of only one subject. Select the individual subject desired under the
“Subject ID” dropdown menu to choose which data to export. Then click the (S IIEZD button .

On the next pop-up, select the start and end date of data to retrieve, and then click the

button. You will see a preview of all the PDF data reports from that desired date range from the subject. To
download the PDF reports, click “Export pdf’. To download the Excel file, click “Export xIsx".

To interpret the PDF data reports and Excel files, please refer to the corresponding Algorithm Outline papers
provided by Sibel.

Note: Access to the data collected by the Discovery system will be arranged with Sibel as part of the system
deployment.

Click the EXPORT DATA button
LA SCLHEELEE (6 select an individual subject

Confirm subjectinfo  x v x

Fleame review 3nd confim the subyect info,
Select subject optin 2ster Report preview & Export xlsx & Export pdf
Pease select1ne nfomasion celoa wwlo Dnpay o

Poriat > Q
Corvent she Dt 14 da)

- —» . ol =P

Sebject 0 LestOuine ) 200%

View and export

Back
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3.4.6 Deleting a Subject

Discovery Instructions for Use

You can also delete a Subject from the system by selecting “Delete subject” from the same drop-down menu. Before
doing so, you will be prompted to type out the subject’s ID to confirm. If accidentally deleted, contact Sibel to

recover lost information.

Select from the

Delete subject dropdown list

B Notification Log out =

Hours

239

Offline > 24h

Sens r Status '
Collegting Dats H
Subject info Click “3-dots”
show QR code button to open
Delete st dropdown list
elete subject
Rows per p «—

View details

Delete subject?

Warning: This action starts the subject-
deletion process.

The subject will move to Pending Subject
Deletion status, where the subject info wil
remain on Hub until the participant uploads all
remaining data and logs out.

Please ensure all data has been uploaded before
proceeding. If any data remains on the device,
the participant will be prompted to upload it.
Once logged out, data will be made
inaccessible on Hub. Data will be retained per
Sibel's data policy.

—

Contact Sibel for support if deleted accidentally.

Yes, delete subject

Cancel

Placeholder text for “Pending Subject Deletion” view in “Active” tab.

Status

Pending Subject Deletion

Pending Kit Unassignment

Rows per page: 25 v 1-50f5
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Status
Collecting Data

-

Pending Subject Deletion

Subject info
Pending Kit Unassignment

Show QR code

Rows per page: 2%
View details

27

Delete subject?

Please type the subject’s ID to confirm deletion.

Subject ID
Confirm
Cancel
Click “3-dots”

button to open
dropdown list
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If it is no longer necessary to Delete the Subject, click “Undo subject deletion” and the subject will be returned to the
normal status and the “Study Ended” workflow will be removed from the Discovery App.

Undo subject deletion bgtton: & Undo subject deletion
Changes from “Delete subject”
to “Undo subject deletion”

ID: 1234567 % Undo subject delation @
Subjects > 10: 1234567 (Rning sbiet deletn)
8o |§im |phm |05 Bk, (D Undo delete subject?
i w5 cancel the pending deletion o Subject Deletion
sUaECTINFO : Cancelled
o0 Cancel
Pending subject deletion’ Status: 4 Edit Edit button:
Display new status Disable button during
while pending “Pending subject
deletion” status
0 0 0 0
3.5 Subject’s Detailed View
By clicking on a Subject or clicking View details in the drop down menu (the “3-dots” icon), you can access

the Subject’s Detailed View. On the top of the screen, you can access the Compliance, Subject Info and
Questionnaire sections. The IDs of the Sensors assigned to this Subject are listed above. The sensor icon will be red
if an error is detected, indicating it must be replaced. There are also buttons to delete the subject, unassign the kit,

and to display the QR Code.
Select from the

View details dropdown list

Sensor Status

Click “3-dots”
button to open
dropdown list

p
View details
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3.5.1 Top Bar

Subject ID
ID: 1234567

Subjects > 1ID: 1234567

ID: 1234567

Subjects > 1D: 1234567
Anne Anne Limb Adam
99 L2366 Ac227
Anne Anne Limb
C3099 L2366

Sensor list:
Display the sensors

Discovery Instructions for Use

Delete subject button Scan QR code button

22 Scan QR code

CYUNTOTTUSIN =2 scan QR code

(1 Delete subject

O Delete subject

(1E7] $123H8

OIS

e

d / R
Adam ( @3 Unassignkit )

A4227
+ /- buttons:
Click to add or
remove sensors

Unassign kit button

Top bar overview of Subject Detailed View Page

3.5.2 Subject Info

Parent page

Patient ID

ID: 1234567

ID: 1234567

Subjects

3.5.3 Sensor Info

Anne
C3099

46-002 Rev. H Discovery IFU

Subjects| > | ID: 1234567

Breadcrumb Item: Patient ID

ID: 1234567

Anne Limb Adam Sibel Aria

L2366 A4227 C1131 a i;:zl::}:es
An ne Sensor type Aria
C3099 sensor ID S123H8
Sensor status Fa i | ure
29
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3.5.4 Compliance

Discovery Instructions for Use

This tab contains a table that tracks the Subject’s compliance. The table displays each day the Subject has had the
kit, and will indicate days when the Subject collected data. Hovering the cursor over one of the cells displays the

date.

Alegend is provided on the left side to differentiate the status of collected data over each day. The last online, last
data upload, and last questionnaire upload statuses are also displayed.

Tooltip:
Display the selected date

Scheduling Status

O Today
Today (Non-Scheduled)

Non-Scheduled Day

Data Collection Status

. Data Collected
Kit Unassigned
Nothing Uploaded
Incomplete Data Collection
2 Uploading Data
7/ No Cloud Connection

® Error

46-002 Rev. H Discovery IFU

COMPLIANCE

SUBJECT INFO QUESTIONNAIRE

Other statuses:

Jar Feb Mae Apr
as as as as
.ae as oee e
as ae (] 1

Last online time: Last data uploaded: Last questionnaire uploaded:
S mins age 3 hours ago 15 Apr 2025

Display the last online, data uploaded, and questionnaire uploaded time

Last online time:
5 mins ago

30

Last questionnaire uploaded:
15 Apr 2025

Last data uploaded:
3 hours ago
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3.5.5 Subject’s Audit Trail
Clicking on a cell displays the Subject’s Audit Trail. This tracks actions performed in the Discovery App by the subject.

Note: This is different from the Audit Trail explained in Section 3.6, which covers actions performed in Discovery
Hub by study personnel.

Subject’s Audit Trail actions include:

e Added a Subject (Add kit to a subject) e Connected Sensor

e Unassigned a Kit e Uploaded Data

e Started Survey e Disconnected Sensor
e Completed Survey e Replaced a Sensor

o Failed Sensor

e ~N
A Notification }\ Logout = |
J

. Full list of actions
Actions
All A -
Audit trail for 16 Apr 2025 ( e J

All Actions
Added a Subject

Action Time

) Unassigned Kit

Disconnected Sensor 16 Apr 2025 18:56

Uploaded Data 16 Apr 2025 16:33 Started Survey

Connected Sensor 16 Apr 2025 10:07 Completed Survey

Completed Survey 16 Apr 2025 10:01 Connected Sensor

Started Survey 16 Apr 2025 09:44
::; Click the cell to Failed Sensor 16 Apr 2025 09:10
see subject’s audit

trail for that date

Uploaded Data
Disconnected Sensor
Replaced a Sensor

Failed Sensor
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3.5.6 Adding a Sensor
To add a new sensor to the kit, click the@ button next to the sensor ID.

ID: 1
Subjects

Anne
C3099

Click + button

234567 to add a sensor I Delete subject @ Unassign kit 22 Scan QR code
> ID: 1234567

Anne Limb Adam Sibel Aria

L2366 A4227 1 S$12

On the pop-up menu, under “Sensor ID” enter the ID of the new sensor to add to the kit.

Note: You must enter the EXACT Sensor ID of the new sensor, and any differences will result in the inability to pair

the new sensor.

Under “Sensor Type” you will see a drop down for the type of sensor to add.

You can add “Anne”, “Anne Limb”, “Adam”, “Aria”, or “Sibel” sensors. (“Sibel” Add sensor X
sensor repl’esents a generic Sensor) Please enter the information below for the sensor
: you would like to add.

Under “Sensor Location”, you will see a drop down menu to configure the

Sensor ID*

cain

location of the sensor.

All types of sensors allow you to select a generic “Location 1-9” Sensor type*
Anne Sensors also allows you to select “Chest”, “Chest 24h”, and Anne
“Chest 7 day” (These correspond to use of the Standard Wear, Gentle
Wear, and Extended Wear adhesives respectfully. Please refer to
Section 6.1 for details on each)

Limb also allows you to select “Finger" - Next ]

Adam also allows you to select “Hand" or “Suprasternal Notch”

Sensor location*

Chest 24h

Aria also allows you to select “Hand" “Suprasternal Notch”, or
“Abdomen".
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Once entered, click “Next” and you will be prompted to confirm, and then the new sensor will be paired. You will see
the new Sensor ID on the Subject's Detailed View page and if the kit is in use, the user will be able to see their App
Screen Dashboard update to include the new sensor if connected to the internet. It may be necessary to restart the
app if the sensor does not appear immediately.

L. Anne
nn S123H C41 1 1

QUESTIONNAIRE

Confirm to add X -

You have selected sensor C4111 to be added . . . - . .

ot bjects ke a0 =6. ==. .=.
O O [

L confim o 8 8 8Ue

Last ¢

Back to select

3.5.7 Removing a Sensor
To remove a sensor from the kit, click the @ button next to the sensor ID.

Click - button to

ID: 1 234567 remove a sensor i Delete subjectr ) / (@ Unassign kit 22 Scan QR code
Subjects > ID: 1234567 '

Anne Anne Limb Adam Sibel Aria /
C3099 L2366 A4227 a1 S123H8

On the pop-up menu, select the ID of the sensor to remove from the kit.
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Once selected, proceed and confirm to remove the sensor. You will see that the Sensor ID is no longer present on
the Subject’'s Detailed View page. If the kit is in use, the user will be able to see their App Screen Dashboard update

to remove the old sensor if connected to the internet.

Remove sensor

Please select the sensor you would like to
remove.

® C3099

O L2366

O a4g227

A\ amnnn

Confirm to remove

Confirm to remove X

You have selected sensor €3099 to be removed.
Please confirm this is the sensor you would like to
remove from this subject’s kit.

Edit

Note: There is also a way to replace a sensor in the app itself, this is described in Section 8.1.

46-002 Rev. H Discovery IFU



S' bEL Discovery Instructions for Use

3.5.8 Subject Info
On this tab you can view the Subject’s information, which shows their Subject ID, Country, Site ID, and Kit ID.

. SUBJECT INFO [ e
1234567
Country United States of America
001 Edit button:

Click to edit subject info

You can also click “Edit” and enter the ID of a new Kit to change the Kit assigned to this Subject.

- . .
Edit subject info X
Please edit the subject information below. H H
’ Confirm Information  x
Subject ID: Please review and confirm the subject info.
1234567
Subject ID 1234567
Kit ID* I Country United States of America
1234567 Site 1D usa_001
Kit 1D 001
Sensor wear start date* ft.anrsto;:tl:" 17 Mar 2023

46-002 Rev. H Discovery IFU 35



SIBEL

3.5.9 Questionnaire

Discovery Instructions for Use

On this tab you can view the Subject’s responses to the questionnaire. You can also arrange the responses by
newest or oldest, and search for specific responses.

You can view the responses from each day that Subject submitted by clicking on the arrow next to each response
and scrolling through the window that pops up.

Contact Sibel to implement a questionnaire if needed as a part of the study protocol.

QUESTIONNAIRE

Questionnaires

Program name 4
Program name 3
Program name 2

Program name 1

46-002 Rev. H Discovery IFU

Date &

15 Apr 2025

11 Apr 2028

10 Apr 2025

9 Apr 2025

Click the entire row or the
— button to view the responses

Rows per page: 25 +

36

1404

Program name 4 x
ubmit time: Tue 30 Sep 2024 12:14:39 +0900 (Korean Standard Time

1. Did you take your medications as prescribed today?
® Yes

O N
2. How s your stress level today?

o o] ® o )

3.What's a fun way you will move your body today? A walk, standing while tatking on
the phone, dance to some music?

4. How many hours of sleep did you get last night?
©  Less than 4 hours.
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SIEL

3.5.10 Unassign a Kit

Once the subject is done using a kit, there are two ways to Unassign a Kit - one from the app (Refer to Section 8.5)
and one from the Hub explained here.

Click “Unassign Kit" and confirm by entering the Subject ID. This will prompt the removal of the associated kit from
the subject through the “Study Ended” workflow in the Discovery App (Please refer to Section 8.6). Until this is
completed, the Subject will remain in the “Active” Subjects List with the status “Pending kit unassignment”.

. . Click the UNASSIGN KIT button to
<® Unassign k't) unassign the kit from the subject

Unassign kit?

Warning: This action starts the kit
unassignment process.

The subject will move to Pending Kit
Unassignment status, where the subject info will

remain on Hub until the participant uploads all

remaining data and logs out. Klt unaSSIgned

Please ensure all data has been uploaded before successfu“y

proceeding. If any data remains on the device,

the participant will be prompted to upload it. You can find the subject under active tab with the
Once logged out, the kit will be fully status “Pending Kit Unassignment”.

unassigned and ready for use on a new
subject.

Contact Sibel for support if unassigned

accidentally.

Yes, unassign kit

Subject will remain in the
“Active” Subjects List

Status. Status.
Collecting Data H Collecting Data
(] i o 1
o t Deletion : + Perding Subject Deletion
Pending Kit Unassignment | : Pending Kit Unassgament
Click “3-dots”
Rows per page: 25 » 15005 Rows per page: 24

button to open
dropdown list

“Delete subject”
option is removed
from the dropdown list
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Until the “Study Ended” workflow is completed, the new status “Pending kit unassignment" will be displayed next to
the subject ID. If it is no longer necessary to Unassign the Kit, click “Undo kit unassignment” and the subject will be
returned to the normal status and the “Study Ended” workflow will be removed from the Discovery App.

Undo kit unassignmgnt I?utton: (' 8 undo kit unassignment
Changes from “Unassign kit" to
“Undo kit unassignment”

ID: 1234567 B Unde kit amassignment

< > 101234567 (RSN
8 & =0 | | e || U (@& Undo unassign kit?
' Kit Unassignment

b s d 10 1D: 12434567)k! Cancelled

1234567 ) _’ The pending unassig t of the kit linked to 10;
12434567]kl has been cancelled

United States of Ammric

s 01 Yes, undo unassign kit “

o Cancel

Pending kit unassignment  St3tUS: ( egic  Edit button:
Display new status Disable button during
while pending “Pending subject

deletion” status

Once the “Study Ended” workflow is completed, the subject will automatically be moved to the “Inactive” Subjects
List, and the kit can be associated with any new subject or other inactive subject as desired.
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3.6 Personnel

The Personnel page is accessible by Admins (for their assigned site only), Research Coordinators cannot view this
page or add/remove personnel.

3.6.1 Viewing Active Users

First, you may view a list of enrolled Personnel. Each user has an assigned account type, along with their email
address and optionally, a phone number.

You will also be able to see a list of Personnel who have been invited to use Discovery Hub but have not yet
accepted the invite under “Pending”.

ENROLLED tab: PENDING tab:

ENROLLED . PENDING List of personnels who have not
List of enrolled personnels o
yet accepted the invite

Q\ discavery hut .m.m»r.—-o Log out >
Anne Adams Anne Adams.
O ccounrype O o Personnel e
Admin
Site 1 . ENROLLED ENDING
Q O) Admin () Research Cosrdin
Account type: ® subjects " areh Cosrdnator

Only accessible for Admin s resomnei - Accoust e 1 il aderess Delete
to the "Personnel” page " audetrsi
Kathryn Murphy Admin Kathryn1 234Bgmat.com

@ EDIT and DELETE button:

o e " . - C= Edit or delete a “Research
5 wsoarch Coordinator ot s dgmlLcom . )

Coordinator” as a "Admin”

Devon Lane Research Coodnator Devoauserdgmal.com rén

Pows cer page: 25 v 1-3cf3
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3.6.2 Adding New Personnel

Clicking “Add research coordinator” in the top-right corner will bring up a window where you will be prompted to
enter a new user’s information to track.

You will then select their Site Access, deciding if they are to access all sites or only the currently selected site (from
the site dropdown menu). You must enter the user’s First and Last Name, as well as a valid email address.
Optionally, their Middle Name and Phone Number may also be added.

If you do not enter all of the required information, you will be prompted to do so before continuing. Once
confirmed, the user will be invited. Their next step is to click on the link on the email sent to them and follow the
steps to activate their account. Contact Sibel for help in inviting new personnel if needed.

<+ Add research coordinator

B Notif catio® Log out = Add personnel X
Please enter the user information below.
—
Account type
: R Coordinator
Click to add a research .
coordinator as a personnel ite access*
@® Current site only
- . .
Confirm information %
O Allsites Please review and confirm the user info
om
O custom
: m Account type Research Coordinator
m Edit ___", --I’»
Full name* Site access usa_001
Full name Anne Adams
Rows per page: 25 ~ 130f3 Email address Admin.newuser@gmail.com

Contact info*

Next
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3.6.3 Re-Inviting a User

To resend the invite email in case the invited user has trouble locating it, click “Resend Invite”. A window will open
showing a list of all users that were invited to the Discovery Hub but have not yet accepted the invitation and their
last invitation date.

Select all users to re-invite and then click “Confirm”. The invitation will be re-sent to everyone’'s email addresses and

they once again have a 30 day window to enroll.
dinvi Click RESEND INVITE
Resend invite button to open pop up

and select the user(s)

Resend invite

Choose user(s) to resend the invite email to.
[J Email address Last invitation date
O John.user@gmail.com 16 Mar 2024 18:56
@ Kathryn1234@gmail.com 7 Mar 2024 18:56

O Devon.user@gmail.com 1 Mar 2024 18:56

Confirm

i After selecting the user(s),
Confirm click the CONFIRM button
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SILEL

3.6.4 Deleting a User
You can delete a user from the list by selecting “Delete” at the end of row and confirming the deletion by re-entering

their full name.
Click DELETE USER Delete
button to open the popup
and delete the user

Delete this user?

Please type the user's full name to confirm
deletion of the user, All information related to
this user will be deleted and can not be restored,

Leshe Alexaner
Delete this user? Confirm
Al information related to Leslie Alexander will
Cancel

be deleted, Once deleted, this information cannot
be restored,

Yes, delete user

User has been deleted

Allinformation related to Leslie Alexander has
been removed.

After confirming the user’s name,
click the YES, DELETE USER button Yes, delete user

Deleted users will receive an email confirming that they have been deleted per an admin’s request.

O0 @ G Googe x4
€ 5 C 0 & googlecom/search o 05
« B 01 ® 0 ¢ me 1-0012619 < >
User Account Deleted D werx L
SIAAM (Bhowsagn) YT &

Recipiont Name vl dorm e coms Unsurbe

= wme-

D

Hello,
This message confirms that your account has been deleted based on an administrator's request.

Please contact your administrator or the Sibel helpdesk for support if you feel that this was done in error.

SleEL

Copyrght © 2024 Sbel In. All ights reserved.

Note: Admins may only delete Research Coordinators, not other Admins.
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3.7 Audit Trail

Discovery Instructions for Use

The Audit Trail section is accessible by any user for their assigned site only. This page tracks actions performed by
all enrolled personnel on Discovery Hub. This page also allows you to filter for specific actions, the users who

performed the action, and the time when the action occurred.

Audit trail actions include:

e Signed Up (Enroll in Discovery Hub)
e Reset Password
e Changed Password
e Changed Account Information
e Changed Summary Email Settings
e Added a Subject (Add kit to a subject)
e Edited a Subject (Change kit)
e Deleted a Subject
e Unassigned a Kit
Actions:
List of the actions from all enrolled personnels
B’ discovery hut
T Audit Trail
& subjects Action User Affected User

Added a Personnel

Deleted a Personnel

Added a Sensor

Removed a Sensor

Replaced a Sensor

Exported Data

Viewed Resource (Knowledge Center)
Downloaded Resource

Downloaded Report

User:
List of the users who performed the action

og out =

EXPORT button:
[SRSCIU Cick to download a
csv file for listed items
8

Start date and End date:
Filter the time when the
action occurred

You can export a csv file of the filtered list by clicking the button on the top right corner. It will only
export listed items into the csv.
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3.8 Account

Account information for your Discovery Hub account is viewed here. This page allows the user to view their account
information, change their password, edit any personal info, and opt in or out of summary emails.

Anne Adams

Account type: Research Coordinator

Change password Change password:
View account type and change the password

& discavery hub B Nouifica u«o Logout =

Anane Adams.

Account type Account

Research

Coordmater

Account Info
Site 1 .
arr Full mame  Arine Adams Account info:
Anne Adams " " "

& Sublects O il 123321ANNESgmallcom View and edit user’s full name and email address

W Asdit trail Change password L‘l Edit
A& Account

Sumeary email settings

y Summary email settings toggle:
(. @) Opt in or out of summary emails
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Summary emails are sent once a week on Monday to any Admins or Research Coordinators who opted in, and
include a summary of sensor issues, hours of data collected, active study subject compliance and online status.

E

Weekly Summary

Hi Anne Adams, here is a summary of what happened on Discovery Hub last week:

Total number of subjects with kits Hours of data collected

19 123 hr 23 min
Total number of su cts offline > 24h (UTC)

[»] Last online

001la Sep 5, 2022

Total number of sensor failures

[+] Falled sensor

‘BB’-'; ANNE Chest

pO0ij ANNE Chest

Go to Discovery Hub

SIkEL

Copyright © 2024 Sibel Inc. All rights reserved.
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3.9 Knowledge Center

The Knowledge Center is accessible by pressing the button on the bottom-left corner of any

page. The Knowledge Center contains educational resources on the Discovery system, such as PDF copies of the
Quick Start Guides included in each kit, an FAQ, and a checklist to fill out before deploying the kits. There are also
videos demonstrating how to apply the sensor adhesive and other actions.

N
Additionally, you can access the Sibel Support website by clicking the\ Support center _/button. This site contains
additional information for troubleshooting and answering frequently asked quest|ons Add|t|onally pressing

will direct you to a page where you can submit a support ticket if you were not able to find the
answer on this page. An agent from Sibel Health will respond within 1 business day to help.

STUDY PARTICIPANT RESOURCES DISCOVERY HUB RESOURCES ADDITIONAL RESOURCES Different categories of resources

g ™~

Support center ) Directs to Sibel Support website
N 4

that has FAQs and troubleshooting

bmi Directs to the page to submit a
Submit request support request ticket

9\ discovery hub ‘Hctmc.uamo Log out =
Anne Adams
Account type Welcome to the Knowledge Center! swporcconer ) (TN

STUDY PARTICIPANT RESOURCES DISCOVERY HUB RESOURCES ADDITIONAL RESOURCES

2

Site 1 — L11]

& Subjects List Grid

List and grid view

¥ Audit trail
& Account
How to put on sensors How to put on sensors How to put on sensors How to put on sensors
Lo
Types of file format:
Download Download Download Download M
Image, PDF, and video
MHow to put on sensors How to put on sensors Mow to put on sensors How to put on sensors
Lo v Lore P dolo Lore
v dip piscing e, Fu 2dip
Download Download Download Download

Click KNOWLEDGE CENTER button
@ Knowledge center A
to view and download resources
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Section 4. Pairing a Study Subject with the Discovery App

This section describes the steps needed to begin using the Discovery App with the sensor.

4.1 Starting the Discovery App

Step 1
Open the Discovery App from the tablet's home screen.
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Step 2
Scan the QR Code provided from Discovery Hub or Manually input the Subject ID and Activation Code. The
Activation Code is viewable underneath the QR Code displayed on Discovery Hub.

27

dscavery

Scan Instruction for Coordinator

After registering a patient, scan the QR code
generated by Discovery Hub.

Ready to Scan

QR CODE SCAN

Align the QR code with the frame to scan FQ

discavery

& SubjectiD

G Activation code

Back

Note: An internet connection on the tablet is required to complete this step.

After inputting a code, the Subject's data begins loading into the app, indicated by this icon next to the
Subject ID and Site ID.

S
ne

After loading completes, the configured Subject ID and Site ID will be shown.

46-002 Rev. H Discovery IFU 48



Sl OEL Discovery Instructions for Use

Step 3
Agree to the Terms of Use. If the wrong QR code was scanned, click “Admin Setting” and follow the instructions in
Section 8.6 to log out. If a different sensor is needed, follow the instructions in Section 8.2 to replace the sensor.

Click the (N button to continue to the next step.

Note: This screen is what the App should display when Subjects begin using the Discovery Kit. When deploying a
kit, close the app on this screen.

23

discavery

welcome to discovery

With Discovery, collect health data in the comfort of your home.

Subject ID 234567890
Site ID 123456789
Sensor Kit ID 1234

[Q I have read and agreed to the Terms of Use}

Subject Logout Available Sensors
Select one sensor to replace the existing coe.
Current sensor in the kit
Sesect the 5650 yOU WONL L0 rEplaxe. ® @ wwwwwizze

8 wwwwwwwi23

B wwwwwwi2z
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Step 4
Confirm the steps the Subject will be performing on the “What you will be doing” screen. Click the

D b ton to continue to the next step.

What you will be doing
a 71
Ok
A A\, ! T '
Wear the sensors Collect and
according to instructions sync data
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4.2 Pairing the Sensors

Wake up the sensors by placing them on the charger as described in Section 2.4. Once the sensors are turned on,
move them close to the tablet for pairing. Once they are paired, click “Next” to advance to the dashboard.

Wake up the sensors

Note: The sensor must be within 2 meters of the tablet to pair.
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This section describes the instructions for using the Discovery App, as well as interpreting information displayed on
the app dashboard.

5.1 Discovery App Overview

The Discovery App Dashboard has three distinct sections: Top Bar, Tasks, and Sensors.

Help Center Button Turn Sensor Off button

Kit Info Sensor Instructions button Sync/Online Status

& SiteID:C1234 Subject ID: 12345678 |Sensor kit ID: 123-2345.3423 ( Sy%u (% M Admin Setting
cacaveny \ /4 \ ok

/G N B\ & R G X
TaSkS I\ e Help ) i\ A0 Sensor Instructions ,: l,\ @ Turn Sensor Off | | {U Replace Sensor )— Replace Sensor button
Questionnaire ets dall ; ; s . . £ o " Charging & Syncing
Button | Complete daily questionnaire | Syncsensors (2/5) \ @ How to Charge & sync /“,‘— Instruction Button
Sensors
w0 coraww
Sensor Status : / . Sensor failure. Contact your coordinator. o
sensor Type "’\-" ., Last synced: XX mins ago CHEST
— nne )
A3214 “ 100% Collecting Status /
B- . o & Poor skin contact. Adjust the sensor location. | Collecting data ) —_— g
Last synced: XX mins ago HAND /57 Body Location
Adam \ e ol
L3214 I
. Low battery. Place the sensor on the charger.
Anne Lirib Last synced: XX mins ago FINGER
ne Lim
) €3234565 . Sensor disconnected. Please check that the sensor is charged, 1
Pl Last synced: XX mins ago active, and within range. LocATION
a $12345 ol ) 80% | ® Sync completed e
Arla \_Last synced: XX mins ago J\. Leave the sensor on the charger until battery level is 100% /  Ascomen
ri \ 7 N
Sensor Info Syncing Status

Discovery App Dashboard
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5.2 Top Bar

The Top Bar contains identification information for the Kit associated with the tablet (Site ID, Subject ID, Kit ID), as
well as online status and access to admin settings.

E:Q Site ID : LAB1234567890 Subject ID : SH1357891224 Sensor kit ID : CB0942978438 . QW, ) (Q) ™~ Admin Setting
Synced nline
discavery -

Site ID Subject ID Sensor kit ID Sync/Online Status ~ Admin setting

Site ID:

ID for the site where this Kit will be used, as selected in Discovery Hub.

Subject ID:
ID for the Subject using this Kit, as configured in Discovery Hub.

Sensor Kit ID:

ID for the Kit containing this tablet and app, as assigned in Discovery Hub.
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9 X

Sync Status: synced Unsynced
Sync Status can be one of the following:
e Synced: If all data from the tablet is synced with the
cloud OR there is no data to sync. A
e Syncing: If there is data synced from the sensor to the
app and a cloud upload is in progress.
e Unsynced: If there is data locally on the tablet not D P S hnger 10 Couioad
synced with the cloud due to a connection issue. The

pop-up message on the right appears when unsynced

for over 24 hours. “

Sync the data

If the problem persists, please contact your coordinator.

Note: For faster data syncing, we recommend connecting to WiFi if possible, as cellular data may be slower. If the
sync icon stays gray for a long time, please contact Sibel.

Y

Online Status: Online  Offline

Online Status displays whether the tablet is connected to X
the internet or not:

e Online: Connected to the internet.
e Offline: Not connected to the internet. The pop-up

message on the right appears when not connected
for over 24 hours. No internet connection

There has been no internet connection for
more than 24 hours. Please check your internet
to enable the full functionality of the App.

If the problem persists, please contact your coordinator.
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Admin Setting: QLELIGEELT

Enables access to admin settings:

e Subject Logout: Unenrolls the subject and returns the Current sensor in the kit
app to the first screen

e LED: Toggles the Sensor LED On/Off

e Reset Memory: Deletes all data in the Sensor

e Ship Mode: Puts the sensor to sleep

e Haptic On/Off: Toggles Haptic On/Off (Aria Only)

A ABcD1234 [ 20% used

LED RESET MEMORY SHIP MODE

B wwwwwwwwww B 40% used

LED RESET MEMORY SHIP MODE HAPTIC ON .

Please refer to Section 8.3 for more detailed information on G wwwwwwwwww - B 40% used
Admin Settings. LED  RESETMEMORY  SHIP MODE
5.3 Tasks

The Tasks Section provides access to various instruction windows, as well as the questionnaire and a tracker for
how many sensors have been synced.

lEQ SiteID:C1234 SubjectID:12345678 Sensor kit ID : 123-2345-3423 S an OQJ Admin Setting
Synced nliine
discavery )

TaSkS @ Help @B Sensor Instructions @© Turn Sensor Off {J Replace Sensor
Complete daily questionnaire > Sync sensors (2/5) @ How to Charge & Sync
Sensors
a $12345 -l @) 80% e Sync completed Ly
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Help: = @Help

Displays the Help Center, which provides information on the

meaning of each sensor icon and troubleshooting
information.

Sensor Instructions: 8 Sensor Instructions

Provides instructions for how to apply and use each set of

sensors.
Sensor Instructions X
S e ™ oS
)
-/ a
Anne - Chest Aria - Abdomen Aria - Hand Aria - Notch
© o~ e
Q Q “/: " j
\Lr
Adam - Hand Adam - Notch  Anne Limb - Finger
Contact research coordinator for specific wear location instructions.
Turn Sensor Off: @ Turn sensor off

Allows the user to turn the sensor off when they
are not using it to save battery.

46-002 Rev. H Discovery IFU
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Help Center X

SENSOR IS FUNCTIONAL
u a a é b No action needed.

SENSOR FAILURE

8 A ¢ k3  Contact your coordinator to get a
replacement.

POOR SKIN CONTACT
Adjust sensor location. If error persists,
use a new adhesive,

SENSOR OUT OF RANGE OR NO
BATTERY

Position the sensor and tablet close to
each other to attempt connection. If
that does not work, place the sensor on
the charger.

LOW BATTERY

Charge the sensor as soon as possible,
o otherwise it will automatically

disconnect from the app.

D

Anne Sensor Step 1 X
L L
_
-»> -
[ ]

Using the adhesive found in your kit, peel off the "1" liner.

Turn sensor off X

Note: Please only turn off your sensor(s) if you will not be using them
for an extended period of time according to your study protocol.
Turning off your sensor(s) will stop any data collection until turned on
again. Please contact your research coordinator if you have any
questions.
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Replace Sensor: {U Replace Sensor
Enables the replacement of any sensor associated with the Replace Sensor X
klt Select the sensor you want to replace in this subject kit.
8 c1234
® [ A3z
B cs9s9
5 1 QqQq
Complete Daily Questionnaire: Complete daily questionnaire ’
Brings up the questionnaire to be filled out as required by the 1/6 »
study protocol. Note that this can only be selected if thereis a Questions
questionnaire available for the Subject, otherwise it will be Please stand straight as photo
. . . shows with sensor on sternum for 1
grayed out and the subject will not be able to select it. The minute. Click start to start a count
guestionnaire can be submitted multiple times within one day down timer.
if desired.

00:06:00

Back

Sync Sensors:

Indicates how many of the sensors have synced their data Sync sensors (1/2) © How to Charge & Sync
with the tablet out of all registered sensors.
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How to Sync & Charge: @) How to Charge & Sync

Displays instructions on how to place the sensor on the
charger to sync the data.

How to Charge & Sync X

1. Plug in the wireless charger to an outlet using the
charging cable in your kit.

2. Orient your sensor so that the logo is in the same
orientation as text on the charger.

3. Place the sensor on the outlined area of the charger to
initiate charging.

4. Make sure the green LED light on your sensor or
charger is on after being placed on the charger. Adjust
sensor position if the light does not appear.

5.4 Sensors

The Sensors Section displays all sensors paired with this Discovery Kit and their statuses, including the type of
sensor, sync status, battery level, and its configured body position.

5.4.1 Icon Legend

Sensor Status/Type  Sensor Signal and Battery Collecting Status / Body Location
e N
CJ1234 -l @) 80%
u ) ' Collecting data AN
Last synced: 45 mins ago CHEST
\ Anne - /
N _/
4 N
c CJ3214 sl @ 100% Syncing... 80% time left c/r:s\T
G
Anne /
N _ L/
. ™\
a A7177 .0 @E)40% e Sync completed o
g Lasi synced: 5 mins ago Leave the sensor on the charger until battery level is 100% CHEST
Adam /
Sensor ID Sync Status

46-002 Rev. H Discovery IFU 58



Sl bEL Discovery Instructions for Use

Sensor Type: ﬂ O B @

Anne Adam Sensor Aria Anne Limb
Sensor Signal: sl <8 .
@) 100% @) 80% @)60% @) 40% ) o%
Sensor Battery:
@A) 100% ®@2)80% [ )60% @ )40% ) o%
Sync Status: ® Sync completed e Sync the sensor ® Sync needed immediately
Syncing... 80% time left
D

See Section 7.1.5 for explanation of the sensor sync statuses.

Body Location: @ AN 1 A &]

HAND CHEST  LocatioNn aspomeN FINGER
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5.4.2 Alert Icons
High Priority:

e Sensor Failure

Discovery Instructions for Use

p
CJ3214 .ol @ 100%
c ) Sensor failure. Contact your coordinator. N
Last synced: 45 mins ago CHEST
\_ Anne /
e (ritical Battery Level
e A
cJ3214 o0 | 0%
c ) ’ Low battery. Place the sensor on the charger. AN
Last synced: 45 mins ago CHEST
\ Anne
\ J/
e (ritical Storage Level
c CcJ3214 .ol @) 100% e Sync needed immediately P
Last synced: 45 mins ago Place the sensor on the charger CHEST
Anne
Medium Priority:
e Poor Skin Contact
e
CJ3214 ol @) 100%
) Poor skin contact. Adjust the sensor location. Collecting data AN
Last synced: 45 mins ago CHEST
\_ Anne - ).
e Low Battery Level
-
CJ3214 o0
c ) Low battery. Place the sensor on the charger. AN
A Last synced: 45 mins ago CHEST
L nne y,
e |ow Storage Level
( N
c CJ3214 .ol @@ 100% | * Syncthesensor e
Last synced: 45 mins ago Place the sensor on the charger to sync the data CHEST
\ Anne /
Low Priority:
e Outof Range
4 A
c cJ3214 Sensor disconnected. Please check that the sensor is charged, P
Last synced: 45 mins ago active, and within range. CHEST
\ Anne J

See Section 7 for a detailed summary on how to respond to each type of sensor alert.
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5.5 In-app Notifications

The following in-app notifications appear under the following conditions:
e Low battery: If the sensor’s battery is below 20%.
e Memory almost full: If 90% of the sensor's memory is used.
e Connect to WiFi: If the mobile device detects it is not connected to WiFi (including if it is using cellular data).

Connect to WiFi

Low battery Memory almost Full
Your sensor’s battery is below 20%. 90% of your sensor's memory is For best perform{ance, we
Please place your sensor on the used. Please sync your data by recommend conr.1ect|ng to WiFi if
charger. placing it on the charger. possible.

I TG G
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Section 6. Applying and Removing the Sensor

This section describes the steps needed to apply the Discovery sensors to the subject.

The following application instructions include best practices Sibel has found for sensor wear to prevent skin
irritation and ensure sensor adhesion to the skin. Some steps may not be necessary for users that have good

adhesion of the sensors and users may not experience skin irritation even if not following all steps.

Best practices for all sensor wear:

Sensors should be applied to healthy, intact skin only. A sensor should not be applied to skin that is broken,
damaged, diseased or irritated.

Users should utilize a cleaning wipe on the site of sensor placement and let it completely dry (30 seconds)
prior to putting on the sensor (Anne Sensors only).

Users should be advised not to use hydrating soaps or lotion at the site of sensor wear.

If skin irritation occurs, the user should remove the sensor and inform the researcher. The site of irritation
can be gently cleaned with unscented soap and water and have lotion applied. Irritation usually subsides
within 24 hours of sensor removal.

Users that experience poor adhesion of the sensors may benefit from gentle skin cleansing and exfoliation
at the site of sensor wear.

If foreign matter sticks to the Adhesive prior to use, discard it and apply a new one.

Damaged sensors should not be used and should be returned to Sibel for replacement.
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6.1 Applying the Anne Sensor

6.1.1. Preparing the Chest Area
Prep the skin at the location of the Anne Sensor application site, 0 9
which is directly under the collarbones on the sternum. First, shave
any hair. Then use a cleaning wipe to gently scrub away any lotion,
oils, previous adhesives, dirt, dead skin, etc. Proper skin prep 1
improves sensor adhesion and signal quality. @ ,
VD

6.1.2. Anne Sensor Adhesive Preparation (Gentle Wear Adhesive)

Step 1

Remove the adhesive from the pouch. Orient it so o
that the side with “1" is facing towards you. Peel

off the “1” liner.

Step 2 9

Orient your Anne sensor with the logo facing \ "

towards you. Place the sensor onto the adhesive ) ! i =)

and line up the two leads (golden circles) with the LR R Tvvewl
i ; 400 0.9,0.9.¢

circles on the adhesive. Press down to ensure S 0000 ¢

roaaa e

adhesion. Flip the sensor to the other side.
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Step 3
Flip the sensor over and check that the gray stripes 9

4o !
on the adhesive are aligned with both gold plates 'f;‘ ..4:_
on the sensor. Then remove the clear liner labeled A0 N

A A )

“Step 3" from the adhesive. Hold the adhesive on OO0 !

Yo ©,

the sensor while peeling O
6.1.3. Anne Sensor Adhesive Preparation (Standard Wear Adhesive)
Step 1 (1)
Orient the adhesive so that the liner labeled “1" is S §
facing you, then peel the “1” liner.

]
Step 2
Attach the Anne sensor to the adhesive, aligning the 9
circles on the adhesive with the gold plates on the B B 2l
sensors. Flip the adhesive (with the sensor) and peel / J "

off the “2" liner.
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6.1.4. Anne Sensor Adhesive Preparation (Extended Wear Adhesive)

Step 1

Peel off the first clear liner labeled “1” that has the 0 [}
ANNE sensor outline. By following the location of

the outline, attach the Anne sensor on the top of

the adhesive after the line is off. Make sure that the @ L"_J‘

sensor is oriented correctly with the logo.

Step 2
Flip the adhesive (with the sensor) and peel off the e N
“2" and “3" liners. ‘ =

6.1.5. Placing the Anne Sensor

Position the sensor upwards facing away from you and with the Sensor ID and letter “b” of the logo oriented up.
Place the Anne Sensor directly underneath the collarbones, with the very top of the sensor/adhesive meeting the
bottom of the suprasternal notch. Gently apply pressure on the top and bottom parts of the sensor when placing it
to make sure it is stuck on correctly.

Note: The temperature module is directly under the lower gold plate of the sensor.

Extended Wear Adhesive Gentle Wear Adhesive
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For the 3-Day adhesive, after placing the adhesive on skin, gently peel off the white liner on the outline of the
adhesive.

Standard Wear Adhesive

6.1.6. Removing the Anne Sensor
Step 1

Gently remove the Anne Sensor from the skin by peeling it off slowly.
Gently peel the Anne Adhesive from the sensor and discard it.

Step 2

Gently wipe away any residual adhesive from the skin with a cleaning wipe or a damp
cloth.

Step 3
Wipe the front and back of the sensor with a cleaning wipe.

Step 4 X

Check that the sensor is clean and repeat the cleaning process until it is visibly clean.

Step 5

Inspect the sensor for damage and return it to the wireless charger so it can sync data.
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6.2 Applying the Anne Limb Sensor

6.2.1. Preparing the Index Finger o 0 '3}
Remove any nail polish and clip the nail to a short

length. The Anne Limb sensor will not be able to fit

if nails are too long. ol

6.2.2. Anne Limb Sensor Placement

Step 1 0

Lay out the Anne Limb Adhesive with the white side facing up.
Peel off the middle section of the liner.

Step 2
Place the sensor with the ivory-colored side facing up as shown, 9
with the top of the sensor lining up with the top edge of the
bottom wing of the adhesive in the center. Place the finger onto
the sensor so that the top is level with the extrusions with the
notch, and ensure that the nail is facing down, covering the
bottom square window.

Step 3

Fold the top of the sensor along with the adhesive over the
fingertip. Make sure that the notches and bumps on the side
of the sensor fit together.
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Step 4
Remove the white liners from the longer wings of the adhesive 0 é A~
and wrap them around the bottom of the finger. Repeat with 6 ) L,,@\“\

the shorter wings on top.

6.2.3. Removing the Anne Limb Sensor
Step 1

Unwrap the Anne Limb Adhesive, first peel off the lower wings, and then the upper wings.

Step 2

Remove the adhesive from the sensor and discard it. Sanitize the sensor with a cleaning
wipe.

Step 3

Adhesive residue on the fingernail is common. You can wipe it off using the cleaning
wipe.

Step 4
Inspect the sensor for damage and return it to the wireless charger so it can sync data.
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6.3 Applying the Adam Sensor

6.3.1. Preparing the Application Site

The Adam Sensor can be applied to the suprasternal o \\\\“\ o N )
notch, the back of the hand, and other body parts. Shave \\ \ —_— —

any hair and then clean the target site with a cleaning

wipe to ensure proper adhesion. —~ \"-.\
- \
— \
6.3.2. Adam Adhesive Preparation
Step 1 (1)
Peel off one side of the clear liner by the flap and
expose the adhesive attached to the remaining liner.
\

Step 2

Attach the Adam Sensor to the adhesive, orienting
the tab on the sensor on the opposite side of the flap
on the adhesive.

—
Step 3 3]
Peel off the remaining adhesive liner, leaving the ! o
adhesive attached to the sensor. Hold down the (' )

adhesive if necessary. =7
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6.3.3. Placing the Adam Sensor

Placing the Adam Sensor on the Hand:

Align the Adam Sensor with the center of the index finger and place it just
below the knuckle, applying pressure to ensure proper adhesion. Line up
the top of the sensor with the index finger. \’:”"’*

It is highly recommended to use the provided glove over the sensor to
ensure sensor adhesion. Put on the glove by sliding it over the hand,
making sure to pull the glove over the sensor.

Gloves can be machine washed by subjects (on cold temperature) and
reused as many times as needed by that study subject. Once returned,
dispose of the glove and replace it with a new glove for future
deployments.

Placing the Adam Sensor on the Suprasternal Notch:

Align the Adam Sensor vertically between the two collar bones and press down
to ensure proper adhesion.

Placing the Adam Sensor on Other Body Parts:

The Adam Sensor may be attached to other areas on the body. For best adhesion, remove any hair at and around
the sensor location, clean area prior to attaching the sensor. Some sensor locations may require an additional
oversensor solution such as another adhesive or wrap to keep the sensor secure if it rubs against clothing or other
areas of the body. Ensure it is placed in a method compatible with data collection needs. If you would like more
recommendations on sensor wear in other areas of the body, please contact Sibel to discuss.
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6.3.4. Removing the Adam Sensor

Step 1 .
Gently remove the Adam Sensor from the /AW
skin by peeling it off slowly using the tab on ) \1

the bottom of the device. Gently peel the ( J
Adam Adhesive from the sensor and \
discard it.

Note: Make sure to always remove the Adam Sensor by pulling on the bottom tab, this impacts the long term
reliability of the sensor.

Step 2

Gently wipe away any residual adhesive from the skin with a cleaning
wipe or a damp cloth.

Step 3

Wipe the front and back of the sensor with a cleaning wipe.

Step 4
Check that the sensor is clean and repeat the cleaning process until it is visibly clean.

Step 5
Inspect the sensor for damage and return it to the wireless charger so it can sync data.
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6.4 Applying the Aria Sensor

6.4.1. Preparing the Application Site
The Aria Sensor can be applied to the
suprasternal notch, the back of the hand,
abdomen, and other body parts. Shave any hair
and then clean the target site with a cleaning
wipe to ensure proper adhesion.

6.4.2. Aria Adhesive Preparation
Step 1

Peel off the “1” liner. Then, carefully peel off
the “2" liner.

Step 2 (2]

Orient your Aria sensor with the “b” logo
facing upright and towards you. Place the
sensor onto the adhesive and press down to
ensure adhesion. Make sure the dot is not
covered by the adhesive.

Step 3
Flip the sensor to the other side. Remove the
“3" clear liner from the adhesive.
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6.4.3. Placing the Aria Sensor

Placing the Aria Sensor on the Hand:

Align the Aria Sensor with the center of the index finger and place it just
below the knuckle, applying pressure to ensure proper adhesion. Line up
the top of the sensor with the index finger.

It is highly recommended to use the provided glove over the sensor to (2]
ensure sensor adhesion. Put on the glove by sliding it over the hand,
making sure to pull the glove over the sensor.

Gloves can be machine washed by subjects (on cold temperature) and
reused as many times as needed by that study subject. Once returned,

dispose of the glove and replace it with a new glove for future
deployments.

Placing the Aria Sensor on the Suprasternal Notch:

Align the Aria Sensor vertically between the two collar bones and press down to ensure
proper adhesion.

-
Placing the Aria Sensor on the Abdomen: \\
Align the Aria Sensor in the center of the abdomen (approximately .

1 cm below the navel) and press down to ensure proper adhesion. \
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Placing the Aria Sensor on Other Body Parts:

The Aria Sensor may be attached to other areas on the body. For best adhesion, remove any hair at and around the
sensor location, clean area prior to attaching the sensor. Some sensor locations may require an additional
oversensor solution such as another adhesive or wrap to keep the sensor secure if it rubs against clothing or other
areas of the body. Ensure it is placed in a method compatible with data collection needs. If you would like more
recommendations on sensor wear in other areas of the body, please contact Sibel to discuss.

6.4.4. Removing the Aria Sensor

Step 1

Gently remove the Aria Sensor from the skin by peeling it off slowly using the tab on the bottom of the device.
Gently peel the Aria Adhesive from the sensor and discard it.

‘ A\

A )) 3
a4y
A

N/ o

Step 2

Gently wipe away any residual adhesive from the skin with a cleaning wipe or a damp cloth.

Step 3
Wipe the front and back of the sensor with a cleaning wipe. /)
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Step 4
Check that the sensor is clean and repeat the cleaning process until it is visibly clean.

Step 5

Inspect the sensor for damage and return it to the wireless charger so it can sync data.
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Section 7. Discovery App Alert Handling

This section describes troubleshooting steps to take when facing errors in the Discovery App.

7.1 Sensor Alert Messages & Handlings

This section includes the resolution procedures for the following issues:
e Poor Skin Contact
e Sensor Out Of Range
e |ow/Critical Battery Level
e Low/Critical Memory Storage Level

e Sensor Failure

All of these error states will be represented on the user interface. Section 5.4.2 shows the user interface display of
the error messages and the methods of recognition. Each error has a specific icon to indicate different meanings.
Being familiar with the icon glossary table in Section 7.2 with the descriptions and recommended user action is
necessary to quickly solve the problem for future use.
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7.1.1. Poor Skin Contact

If the Anne or Anne Limb sensor is not detecting proper skin contact, a “Poor Skin Contact” alert will appear in the
sensor status section of the sensor list. If the alert is not resolved within 30 minutes, the sensor will stop
recording data until it detects proper skin contact. For the Adam or Aria sensor, the alert will appear after 3
hours of no movement being detected, and then the sensor will stop recording data immediately until it
detects movement again.

Discovery Instructions for Use

cJ3214 ol @ 100% /
) Poor skin contact. Adjust the sensor location. Collecting data | AN
Last synced: 45 mins ago CHEST
\ Anne
A1234 ol @ 100% /
) ’ Poor skin contact. Adjust the sensor location. Collecting data | O
Last synced: 45 mins ago HAND
Adam
L1234 ol @) 100% /
) ’ Poor skin contact. Adjust the sensor location. Collecting data | @
) Last synced: 45 mins ago FINGER
Anne Limb
$1234 -l @ 100% /
_ Poor skin contact. Adjust the sensor location. Collecting data | K
. Last synced: 45 mins ago \ ABDOMEN
Aria
Solution
Option 1

Readjust the sensor placement to ensure that it is properly attached. For the Anne, Adam, and Aria sensors, gently
apply pressure on top of the sensor over the electrodes and contact areas. For the Anne Limb sensor, check that the
notch and bump on the side of the sensor are aligned.

Option 2

RS

If the first step does not work, replace the adhesive.

Option 3

If there is still an alert after replacing the adhesive, then replace the sensor.
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7.1.2. Sensor Out of Range

If the sensor is not detected nearby, then an “Out of Range” alert will appear in the sensor status section of the
sensors list. The application will automatically attempt to reconnect to the sensor after the signal is detected.

c CJ3214 Sensor disconnected. Please check that the sensor is charged, P

Last synced: 45 mins ago active, and within range. CHEST
Anne

If the sensor is out of range
Bring the tablet and sensor closer together. Make sure there is no physical barrier between the sensor and the
tablet (e.g. a wall). After they are close to each other, the App will automatically attempt to reconnect to the sensor.

Tasks

b) Complete dally questionnalre Sync sensors (2/2)

Sensors
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7.1.3. Low / Critical Battery Level

If the sensor has a low battery, then a “Low Battery” alert will be displayed in the sensor status screen of the sensor
list. The alert will show up when the battery level of the sensor has fallen below 20%.

If the sensor battery level has fallen below 5%, the “Critical Battery” alert will appear. This is a high-priority issue,
so please address the problem IMMEDIATELY if there is a “Critical Battery” warning.

c CJ3214 ol N
) Low battery. Place the sensor on the charger. —
Last synced: 45 mins ago CHEST
Anne
CJ3214 ol 1 ) 0%
: ) Low battery. Place the sensor on the charger. AN
A Last synced: 45 mins ago CHEST
nne

If the sensor has a low or critical battery,
a) Remove the Discovery Sensor from the Subject.
b) Clean the sensor using a cleaning wipe.
c) Check that the sensor is clean and repeat the cleaning process until it is visibly clean .
d) Charge the sensor on the wireless charger.
e) Once the sensor is charged, you can continue collecting data.
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7.1.4. Low / Critical Memory Storage Level

If the sensor has not synced its data with the tablet in over 1 day, then a “Sync the sensor” alert will be displayed in
the sensor status screen of the sensor list. This indicates that the sensor has been collecting data for a long period
of time and its memory storage level is getting filled up.

If the sensor has not synced its data with the tablet after 2 days, the “Sync Needed Immediately” alert will appear.
This is a high-priority issue, so please address the problem IMMEDIATELY if there is a “Sync needed
immediately” warning, as the sensor’s memory will soon completely fill up.

o CJ3214 - @)40% P
Last synced: XX mins ago Place the sensor on the charger to sync the data CHEST
Anne
c CJ3214 -0 @8 100% e Sync needed immediately P
A Last synced: XX mins ago Place the sensor on the charger CHEST
nne

If the sensor has low or critical memory storage level, sync the data from the sensor by placing the sensor on
the wireless charger. The sync will start automatically after placing the sensor on the charger. Note that the app

must be open and the sensor must be connected.

4 A g 4
»
c CJ3214 ol @ 100% Syncing... 80% time left E)‘E‘S\T
C—— H
Anne
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7.1.5. Sensor Failure

The “Sensor Failure” Alert appears in the sensor status screen of the sensor list when the Discovery sensor reports a
sensor failure. A “SENSOR FAILURE" warning indicates that the sensor will not function appropriately for
wear or data collection.

M CJ3214 ) ) o
= ) Sensor failure. Contact your coordinator. )

A Last synced: 45 mins ago CHEST
nne

If there is a sensor failure,
a) Notify Sibel Health of the sensor failure issue and request a replacement sensor.
b) Take off the current sensor and replace it with a new sensor.

Note: ONLY failed sensors need to be replaced.
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7.2 Sensor Alert Icon Glossary

Discovery Instructions for Use

Alert Icon | Alert Name | Alert Description Recommended User Action Priority
Poor Skin Sensor is not detecting good contact | 1. Press the sensor to ensure Medium
Contact with the skin. the sensor is properly attached.
2. Adjust the sensor placement.
3. Replace the sensor adhesive.
4. Switch the sensor.
Sensor Sensor has reported a sensor failure. | Replace the sensor with a
@ a e failure The sensor should be replaced functional one, contact Sibel for
immediately. a replacement.
o
Low sensor | Battery of the sensor has fallen Place the sensor on the Medium
battery below 20%. There is less than five charger.
hours of battery life remaining.
(%) 0% Critical Battery of the sensor has fallen Switch the sensor and put it on
sensor below 5%. There is less than one the charger.
Cr)o% battery : s
hour of battery life remaining.
Sensor out Sensor is not detected nearby. Data Bring the sensor closer to the Low
o of range sync will not be available. The tablet (Within 1 meter). Place
i application will automatically attempt | the sensor on the charger to
to reconnect to the sensor after the make sure it is on and charged
signal is detected. (Only if not wearing the sensor).
80% used | Low storage | Storage of the sensor is over 80% full. | Sync the data from the sensor Medium
(Visible in Admin Mode only) to clear the storage.
@ 100% used | Critical Storage of the sensor is 100% full. Sync the data from the sensor
storage (Visible in Admin Mode only) to clear the storage.
Offline App is not connected to the internet. | Connect the tablet to the
Offline internet and check connection.
o Unsynced Data is unable to sync with the cloud. | Connect the tablet to the

Unsynced

internet and check connection.
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This section describes how to end the data collection process on the Discovery App.

8.1 Turn Sensor Off

The Sensor(s) can be turned off from the main dashboard to save battery if desired. Press “Turn Sensor Off” on the
top dashboard to begin this process.

l Q Site ID : Sitel Subject ID : 123456 Sensor kit ID : KSA1 syfced “Q;e Admin Setting
Sypce O
Succen
Turn sensor off X
Tasks QHep A0 Sensor Instructions| @ Turn Sensor Off | [U Replace Sensor Note: Please only turn off your sensor(s) if you will not be using them
7 . for an extended period of time according to your study protocol

Turning off your sensor(s) will stop any data collecticn until turned on
again. Please contact your research coordinator if you have any

Complete daily questionnaire > Sync sensors (2/2) © How to Charge & Sync questions.
Sensors
n 3214 " 30” Callartinn dats f‘
Step 1

Select th ttot ff, then click “Next".
elect the sensor(s) you want to turn o en click “Nex Step 1 x

Select one or more sensors you want to turn off.

Select all
B4 g s

B cu9994

8 cizza2

8 cuzzaz
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Step 2

Remove the sensor(s) from the charger.

Step 3

Wait for the App to confirm that the sensor(s) have turned off.

F(Q Site ID: Site 1

Discovery Instructions for Use

Step 2

X

Remove the sensor from the charger. If using an Aria sensor, please

wait 40 seconds after removal before continuing.

Back Proceed to turn off

Subject 1D : 123456 Sensor kit 1D : 8293 Q Q w

Tasks QHelp W0 Sensor Instructions 0 Replace Sensor
Step 3 Complete daily questionnaire > Sync sensors 0/2) © How to Charge & Sync
Wait until the sensor status shows Off,
Sensors
e on o
Sensor turned off
blace your sensors on the charger to turn them on ag N
9234 off ) CJ1234 Place your sensors on the charger to turn them on again e
_’ Anne when ready.
Sensor turned off
€J9234 Place your sensors on the charger to turn them on again 2 .

Anne

Go to dashboard

when ready.

Note: A sensor can be turned on again by placing it on the charger. Remember to confirm that the sensor is once

again paired with the tablet before attempting to collect data.
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8.2 Replace Sensor

Discovery Instructions for Use

In addition to the method described in Section 3.5.6 and Section 3.5.7, sensors can be replaced with new ones if

needed via Admin settings.

Step 1

Press the “Replace Sensor” button on the top bar of the dashboard.

Subject ID : 123456

F(D\ Site ID : Site1

discavery

Tasks Qe
Complete daily questionnaire

Sensors

a c3214 .ol @) 80%

Step 2
Select the sensor to be replaced and press “Next".

46-002 Rev. H Discovery IFU

Sensor kit ID : KSA1

YO | imin setti
Synced Online dmin Setting

A0 Sensor Instructions @ Turn Sensor ( m Replace Sensor

Sync sensors (2/2) © How to Charge & Sync

Callartina daka K‘

Replace Sensor X

Select the sensor you want to replace in this subject kit.

B c1234

® (A3
B ca9s9

5 1QqqQq
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Step 3

The next screen displays nearby sensors to pair with the
system. Locate the Sensor ID of the replacement sensor in
the list and click “Replace”.

Available Sensors X

Select a replacement sensor from the list below to assign to this
subject kit.

® Aasis3
£ Az0s9

A As3so

Back Replace

Step 4

The new sensor will automatically connect and appear on the Sensor Replaced

sensor dashboard. Confirm that the new sensor has connected The sensor has been successfully

and is functional. replaced and assigned to this
subject kit.
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8.3 Opening Admin Settings

To open the Admin Settings window, click “Admin Settings” on the top-right corner of the screen and enter the

password. The password will be the current month and date in that order (‘“MMDD” format). For example, on
October 1st, the password will be 1001.

In most cases it is advised to not grant participants access to Admin Settings unless you provide a reason to do so,
as they may inadvertently change settings that can affect data collection.

Admin Setting

Current sensor in the kit
B A8co1234 B 20Mused
LED RESET MEMORY SHIP MODE

Admin password

'wwwwvmwmm B 20% used

LED  RESETMEMORY  SHIP MODE
. . . .

G Wwwwwwwwww B 40% used

LD RESETMEMORY  SHIP MODE
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8.4 Enabling Haptic Feedback on an Aria Sensor

The Aria sensor has the capability to relay haptic feedback (vibration). This can be enabled or disabled by toggling
the switch labeled “Haptic On” or “Haptic Off” next to the listed Aria sensor.

Subject Logout

Current sensor in the kit

B wwwwwi123 [ 0% used

LED RESET MEMORY SHIP MODE

A ABcD1234 B 20% used

LED RESET MEMORY SHIP MODE ' ™~

WWWWWwWwwww [ 40% used HAPTICON @@

LED RESET MEMORY SHIP MODE

HAPTICOFF |
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8.5 Resetting and Putting the Sensor in Ship Mode

If the sensor has recorded data not important to the study, such as test runs or empty data generated from leaving
the sensor still while collecting, you can reset the sensor's memory to delete this data. In addition, the sensor can be
put to sleep (referred to as “Ship Mode") when data is not being collected to save battery.

In Admin Settings, press “Reset Memory” to empty any remaining data from the sensors. After resetting the sensors,
the data collection session will stop for approximately 3 seconds if it is not on the charger.

x

Current sensor in the kit

B wwwwwi23 B 0% used

LED RESET MEMORY SHIP MODE

A ABcD1234 [ 20% used

LED RESET MEMORY SHIP MODE

B wwwwwwwwww B 40% used

LED RESET MEMORY SHIP MODE HAPTIC ON .
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Press “Ship Mode” to put the sensor to sleep. While in Ship Mode, the sensor status will display “Disconnected”. Ship
mode will stay active until the sensor is placed on the charger once again, this will wake up the sensor and it will
automatically reconnect to the tablet.

x x
Current sensor in the kit Current sensor in the kit

Disconnected
B wwwwwi23 B 0% used

8 wwwwwwwwww

’ A ABCD1234 [ 20% used

LED RESET MEMORY SHIP MODE

LED RESET MEMORY SHIP MODE

A ABcD1234 B 20% used

LED RESET MEMORY SHIP MODE

B wwwwwwwwww B 40% used
B wwwwwwwwww B 40% used

LED RESET MEMORY SHIP MODE HAPTIC ON .
LED RESET MEMORY SHIP MODE HAPTIC ON .

Note: Make sure that all data has been uploaded and synced to the cloud before resetting the sensor's memory.
Any data still on the sensor will be erased after resetting the memory.
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8.6 Logging Out

Discovery Instructions for Use

Once the Subject’s data collection period with the sensors is over, the research coordinator will unpair the sensors

and log the Subject out.

First, ensure that all data from the sensor is uploaded and synced with the cloud. Then, remove any sensors from
the charger, and in admin settings, click “Subject Logout".

Subject Logout

Current sensor in the kit

8 wwwwwi23 B 0% used

LED RESET MEMORY SHIP MODE

f) ABcD1234 B 20% used

LED RESET MEMORY SHIP MODE

B wwwwwwwwww [ 40% used

LED RESET MEMORY SHIP MODE

The Logout will not proceed unless:

e The Sensor is taken off of the charger
e The Sensor is connected to the tablet by bluetooth
e All data has been synced with the cloud and nothing remains on the tablet

HAPTIC ON

Once the above conditions are met, the “Study ended” workflow will proceed. The app will automatically reset the
sensor memory, put it in ship mode, and then it will return to the “Scan Instruction for Coordinator” screen, where
you are prompted to scan a QR code to associate a new Subject to the Kit. Note that also this will cause the Subject’s
status on Discovery Hub to be moved to an “Inactive” subject and the kit will be unregistered from the subject.
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Q 3 Q 3
Study ended
A}
e -] . f 5
- =
Anne Uims
o Semasten
DL T —
e, and i o
Q a 3 a
wat \ . \
Log O
Y [ T comgleted b
s " o)
Ance Umb (S50 Semortumedot. G
Ao Uit
0 cnew o Sensor e = T anvew PR -
8 onee AW+ sy ompleted ) e Sensatturned ot
8 omm FL TN T— o aar pe——"
2 o

Scan Instruction For Coordinator

gomer.

Note: If granted access to Admin Settings, please make sure to point out to the Subjects not to perform the
subject logout as this will require re-registering the subject to the kit and having them re-scan the QR code.
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Section 9. Important Safety Information

This section describes important information related to safety regarding Discovery sensors.

9.1 Warnings

Discovery sensors may cause mild discomfort, skin irritation, redness, itching, rash, or contact dermatitis in
some individuals. Histories of skin irritations should be considered prior to placing the sensors on a study
subject. Sensors should be removed if any pain or discomfort occurs.

Keep the wireless charger away from liquids “T . The sensors and tablet are splash resistant but are not
waterproof. Do not submerge the sensors and avoid exposing the sensors to liquids for prolonged periods
of time such as when bathing or showering.

The sensors are NOT MRI safe ® and should be removed prior to an MRI scan.

The sensors are NOT defibrillator proof and should be removed prior to external defibrillation or
cardioversion.

Discovery sensors should not be used in the presence of strong electromagnetic fields such as high
frequency surgical equipment.

WARNING - PACEMAKER PATIENTS. Rate meters may continue to count the pacemaker rate during
occurrences of cardiac arrest or some arrhythmias. Do not use this device with pacemaker patients.

9.2 Precautions

Discovery sensors and adhesives are non-sterile.

The adhesives are single-use only and should not be reused ®

Do NOT use this product if the silicone shell is damaged.  Return @roken or damaged devices to the
manufacturer.

Depending on wireless connectivity, temporary interruption of data sync is possible. Similar devices may
cause signal interference during data transmission. If you experience this effect, avoid operating near
interfering devices.

Do NOT wear Discovery sensors over regions of the body with body hair. Body hair should be shaved prior

to wear. Adhesives should be applied to clean dry skin only. The site can be cleaned and prepped by gently

scrubbing with a cleaning wipe to remove loose skin, dirt, oils, lotions, etc prior to use to improve adhesion

and signal quality.

The devices should be applied to healthy, intact skin only. They should not be applied to skin that is broken,
damaged, or irritated.
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e Keep loose devices, accessories, and packaging materials away from small children as it may pose a choking
hazard and may be harmful if swallowed.

e The battery used in the sensors and tablet may present a risk of fire, explosion, or chemical burn if
mistreated. Do not expose the sensors or tablet to excessive heat or fire. Do not crush, puncture, or
incinerate as doing so can result in fire, explosion, or the release of toxic gasses. Do not use or charge if the
sensors appear to be leaking, discolored, deformed, or in any way abnormal.

e Return all non-consumable components to Sibel Health for disposalﬁ\ following all state and federal laws
governing the disposal of routine, non-hazardous electronic waste.

e DO NOT put unneeded mechanical stress (bending twisting, stretching, etc) ! on the Discovery sensors as it
may damage the device.

e DO NOT attempt to disassemble, repair, or modify the devices.
e DO NOT plug in any unauthorized cables to the hardware ports located on the tablet device.

e Use only the sensors assigned to the system. If you see any devices you do not recognize within the
software interface, do not attempt to connect or interact with the device.

e In case of emergency, unplug the wireless charger from the wall.
e Discovery has no cardiac arrhythmia detection capabilities.

e Itisrecommended that healthcare providers evaluate the underlying skin integrity after continuous use of 5
days and determine whether continued use is warranted and safe.
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9.3 Symbols and Markings

Symbol Title
[E Consult Instructions for

Use
ﬂ Type BF Applied Part
O Class Il Equipment

® MRI Unsafe
Rx ONLY Prescription Use Only
@ Does not contain natural
latex rubber
Manufacturer

® Do not re-use

Direct current
Alternating current

Do not use if package is
damaged

e N
®
T Keep dry
G

Federal Communications
Commission Mark

LOT Batch code

Serial number

I Fragile, handle with care

Use-by-date
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Table 1: Symbols and Markings
Description

Indicates the need for the user to consult the instructions for use
Type BF Applied Part

Class Il Equipment

This device is not safe for use with MRl equipment
Federal law (USA) restricts this device to sale by or on the order of a
licensed healthcare practitioner

Natural rubber latex was not used as a material in the manufacture of
this medical device, its container, and/or packaging

Indicates the medical device manufactured, as defined in EU Directives
90/385/EEC, 93/42/EEC and 98/79/EC

Indicates a medical device that is intended for one use, or for use on a
single patient

Direct current
Alternating current

Indicates a medical device that should not be used if the package has
been damaged or opened

Indicates a medical device that needs to be protected from moisture

FCC marking indicates the electronic device, which sold in the United
States, is certified and the electromagnetic interference from the device
is under the limits that are approved by the Federal Communications
Commission

Indicates the manufacturer’s batch code so that the batch or lot in
which the device was manufactured can be identified

Indicates the manufacturer’s serial number so that a specific medical
device can be identified

Indicates a medical device that can be broken or damaged if not
handled carefully

Indicates the date after which the medical device is not to be used
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&l Date of Manufacture

Indicates date when medical device was manufactured

REF Catalog number

Indicates the manufacturer’s catalog number so the medical device can
be identified

c E CE Marking

CE marking indicates that a product complies with applicable European
Union regulations

WEEE (Waste Electrical
and Electronic

Electrical and electronic items should not be disposed of in your
dustbin or wheelie bin but should be recycled

f— Equipment)
The classification and technical standards for the specified radio
— TELEC Certification equipment listed in the official online technical regulations compliance
~> certification system
P Ingress Protection Degree of protection of electrical enclosures against foreign bodies and

moisture

@ UL (Underwriters
USTED || aboratories)

The product has successfully passed UL requirements

ROHS  |RoHs (Restriction of
compliant ~|Hazardous Substances)

Regulates the use of toxic materials with the purpose of making
electronics manufacturing safer at every stage of its life cycle

Non-sterile

Indicates a medical device that has not been subjected to a sterilization
process

9 ‘® Bluetooth®

Indicates that the sensors use Bluetooth® as the wireless
communication protocol

Caution

Indicates the need for the user to consult the instructions for use for
important cautionary information such as warnings and precautions
that cannot, for a variety of reasons, be presented on the medical
device itself

Temperature limits

Operating temperature range

Atmospheric pressure
limitation

Operating pressure range

Humidity limitation

Q@ P

Operating humidity range

Non-ionizing
electromagnetic radiation

’:\\
e
B =

Equipment includes RF transmitters that generate non-ionizing
electromagnetic radiation

Indoor use only

>

Identifies electrical equipment designed for indoor use
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9.4 Storage and Handling

Storage temperature range: -15°C - 43°C (5°F - 109.4°F)
e Storage relative humidity range: 5 - 95% RH (non-condensing)
[ ]

We recommend handling any subject-contacting system components with gloves

9.5 Contact

e Ifareplacementis needed for any component of Discovery, contact Sibel Health.

e Contact Sibel Health for any of the following issues:

o Assistance in setting up, using, or maintaining Discovery

o To report unexpected operation or events
Address: 2017 N Mendell St, Chicago, IL 60614
Phone: (224) 251-8859

Website: www.sibelhealth.com

Email: support@sibelhealth.com

46-002 Rev. H Discovery IFU
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Section 10. Product Specifications

This section includes technical specifications for each item in Discovery.

10.1 Anne Technical Specifications

Use type

Safe Operating Environment
Range

Operation Time (per full charge)
Battery Type

Battery Capacity

Charging Time (to full charge)
Charging Method

Water Resistance
Encapsulation Material
Wireless Technology
Frequency Band

Maximum Connection Distance
Dimensions (L x W x H)

Weight (grams)

Attachment Method

Sensor Capabilities

46-002 Rev. H Discovery IFU

Table 2: Anne Sensor Specifications

For research use only, the sensors are reusable for up to 1 year. Itis
recommended that healthcare providers evaluate the underlying skin
integrity after 7 days of continuous use and determine whether continued
use is warranted and safe.

43°C 95% 120
109.4°F % rea-condenting ma
10°C — 30
5%

50°F kPa

36 hours - 7 days (Depending on Configuration)
Rechargeable lithium polymer battery
70 mAh
5 hours
Wireless charging using custom Anne Wireless Charger
IP47 - Water-proof/Shower-proof
Low Durometer Silicone
Bluetooth® 5 Low Energy
2402-2480 MHz
10 meters

7.2cmx3.9cmx0.9cm

17 grams
Anne Adhesive

Single-Lead Biopotential AFE (Analog Front End)
Range: 650 mV
Sampling Rate: 256 Hz

Thermometer
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Range: 23°C - 43°C
Sampling Rate: every 4 seconds
Accelerometer
Range: +4g
Sampling Rate: 25 Hz - 1.6 kHz

Heart Rate (beats/min) 30-270 bpm
(the greater of £10% or +5bpm)
(2 bpm RMSE)

Respiratory Rate (breaths/min) 8-35bpm
(£3 bpm RMSE)

Step Count 0 - 65,535 steps
(greater of 5% or £10 steps)

Fall Count 0- 255 falls
(90% sensitivity, 98% specificity)

Body Temperature* 93.2°F - 109.4°F (+0.54°F)
34°C - 43°C (+0.3°C)

Skin Temperature 73.4°F - 109.4°F (£0.54°F)
23°C-43°C (+0.3°C)

*when placed under the axilla

Table 3: Anne Adhesive Specifications

Gentle Wear Adhesive Standard Wear Adhesive Extended Wear Adhesive
Dimensions (L x W) 13.9cm x4.49 cm 15.6 cm x 5.8 cm 149cmx6.7cm
Material Biocompatible silicone gel Biocompatible acrylic adhesive Biocompatible polyurethane gel
adhesive with acrylic border adhesive
Use Type Single use disposable Single use disposable Single use disposable
Shelf Life 2 years 2 years 2 years

Table 4: Anne Wireless Charger Specifications

Dimensions (L x W x H) 11.8cmx9.9cmx 1.3cm
Weight (grams) 102 grams
Power supply USB-C 10W power adapter 5V, 2A

Water Resistance Wireless Charger: 1P20 T

Charging Frequency Band 13.56 MHz
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10.2 Anne Limb Technical Specifications

Table 5: Anne Limb Sensor Specifications

Use type For research use only, the sensors are reusable for up to 1 year. Itis
recommended that healthcare providers evaluate the underlying skin
integrity after 7 days of continuous use and determine whether continued

Safe Operating Environment
Range

Operation Time (per full charge)
Battery Type

Charging Time (to full charge)
Charging Method

Water Resistance
Encapsulation Material
Wireless Technology
Frequency Band

Maximum Connection Distance
Dimensions (L x W x H)

Weight (grams)

Attachment Method

Sensor Capabilities

Pulse Rate (beats/min)

Functional Oxygen Saturation
(Sp02) (%)

Perfusion Index

46-002 Rev. H Discovery IFU

use is warranted and safe.

43°C 95% 120
S e % kA kPa
10°C " 30
5%

50°F wa
36 hours
Rechargeable lithium polymer battery
5 hours
Wireless charging using custom Anne Wireless Charger
IP47 - Water-proof/Shower-proof
Low Durometer Silicone
Bluetooth® 5 Low Energy
2402-2480 MHz

10 meters

94cmx3.5cmx0.9cm

13 grams
Anne Limb Adhesive

Pulse Oximeter AFE
Sampling Rate: 128 Hz

Thermometer

Range: 23°C -43°C
Sampling Rate: every 4 seconds

30-300 bpm (+3 bpm RMSE)

70-100%
(£ 3% ARMS)

0.5-20%
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Body Temperature*

93.2°F - 109.4°F (£0.54°F)
34°C-43°C(z0.3°C)

Skin Temperature

73.4°F - 109.4°F (£0.54°F)
23°C-43°C(£0.3°C)

*when placed under the axilla

Table 6: Anne Limb Adhesive Specifications

Dimensions (L x W)

13.0cm x 5.7 cm

Material Biocompatible medical foam adhesive
Use Type Single use disposable
Shelf Life 2 years

Table 7: Anne Wireless Charger Specifications

Dimensions (L x W x H)

11.8cmx99cmx1.3cm

Weight (grams)

102 grams

Power supply

USB-C 10W power adapter 5V, 2A

Water Resistance

Wireless Charger: IP20 T

Charging Frequency Band

13.56 MHz

46-002 Rev. H Discovery IFU
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10.3 Adam Technical Specifications

Table 8: Adam Sensors Specifications

For research use only, the sensors are reusable for up to 1 year. It is
Use type recommended that healthcare providers evaluate the underlying skin
integrity after 7 days of continuous use and determine whether continued

Safe Operating Environment Range

Operation Time (per full charge)
Battery Type

Charging Time (to full charge)
Charging Method

Water Resistance
Encapsulation Material
Wireless Technology
Frequency Band

Maximum Connection Distance
Dimensions (L x W x H)

Weight (grams)

Attachment Method

Sensor Capabilities

Skin Temperature

46-002 Rev. H Discovery IFU

use is warranted and safe.

95 °F 95% 120
o % o »
50 °F o 30
10 °C 5% KPa

36 hours

Rechargeable lithium polymer battery

5 hours

Wireless charging using custom Adam Wireless Charger

IP44 - Splash-proof
Low Durometer Silicone
Bluetooth® 5 Low Energy

2402-2480 MHz
10 meters

42cmx24cmx1.1cm

6 grams

Adam Adhesive

Thermometer
Range: 23°C - 43°C
Sampling Rate: every 4 seconds
Accelerometer
Range: t 4g
Sampling Rate: 1.6 kHz
73.4°F-109.4°F (£0.54°F)
23°C-43°C (+0.3°F)
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Table 9: Adam Adhesive Specifications

Dimensions (L x W)

44cmx1.9cm

Material Biocompatible medical-grade silicone gel adhesive
Use Type Single use disposable
Shelf Life 2 years

Table 10: Adam Glove Specifications

Dimensions (L x W)

15.8 cm x 11.9 cm (Adult L)
13.0cm x 11.4 cm (Adult S)
11.9cm x 10.5 cm (Pediatric L)
11.3 cm x 9.0 cm (Pediatric M)
7.5 cm x 8.0 cm (Pediatric S)

Material 88% polyester, 12% spandex
Use Type Reusable
Shelf Life 2 years

Table 11: Adam Wireless Charger Specifications

Dimensions (L x W x H)

11.8cmx9.9cmx1.3cm

Weight (grams)

102 grams

Power supply

USB-C 10W power adapter 5V, 2A

Water Resistance

Wireless Charger: IP20 T

Charging Frequency Band

13.56 MHz

46-002 Rev. H Discovery IFU
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10.4 Aria Technical Specifications

Table 12: Aria Sensors Specifications

For research use only, the sensors are reusable for up to 1 year. It is
recommended that healthcare providers evaluate the underlying skin
integrity after 7 days of continuous use and determine whether continued
use is warranted and safe.

Use type

120

95 °F 95% f2
35°C @ nen-condensing @

50 °F AAA, 30

10°C 5% KPa

24 hours

Safe Operating Environment Range

Operation Time (per full charge)
Battery Type Rechargeable lithium polymer battery
Charging Time (to full charge) 5 hours
Charging Method Wireless charging using custom Aria Wireless Charger
Water Resistance IPX4 - Splash-proof
Encapsulation Material Medical Grade Plastic (Makrolon 2458)

Wireless Technology Bluetooth® 5 Low Energy

Frequency Band
Maximum Connection Distance

Dimensions (L x W x H)

2402-2480 MHz

10 meters

3.0cmx2.1cmx 1.2 cm

Weight (grams) 6 grams
Attachment Method Aria Adhesive
Sensor Capabilities Thermometer

Range: 0°C - 45°C
Sampling Rate: every 4 seconds
Accelerometer
Range: + 4g
Sampling Rate: 1.6 kHz
Acoustic Microphone (Inward):
Range: 20Hz - 8kHz
Sampling rate: 16kHz

Acoustic Microphone (Outward):
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Range: 20Hz - 8kHz
Sampling rate: 16kHZ

Barometer:
Sampling rate: 80Hz
300 hPa to 1250 hPa measurement range (full accuracy)
+30 Pa absolute accuracy
+6 Pa relative accuracy pressure

Skin Temperature

73.4°F-109.4°F (x0.54°F)
23°C-43°C(+0.3°F)

Table 13: Aria Adhesive Specifications

Dimensions (L x W)

3.0cmx2.1Tcm

Material Double Sided Spunlace Non Woven medical tape
Double Sided Silicone/Acrylate medical tape

Use Type Single use disposable

Shelf Life 1 year

Table 14: Aria Glove Specifications

Dimensions (L x W)

15.8cm x 11.9 cm (Adult L)
13.0cm x 11.4 cm (Adult S)
11.9 cm x 10.5 cm (Pediatric L)
11.3 cm x 9.0 cm (Pediatric M)
7.5 cm x 8.0 cm (Pediatric S)

Material 88% polyester, 12% spandex
Use Type Reusable
Shelf Life 2 years

Table 15: Aria Wireless Charger Specifications

Dimensions (L x W x H)

59cmx3.8cmx4.8cm

Weight (grams)

26.7 grams

Power supply

USB-C 10W power adapter 5V, 2A

Water Resistance

Wireless Charger: IPX4 T

Charging Frequency Band

13.56 MHz

46-002 Rev. H Discovery IFU
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10.5 Electromagnetic Emissions Declaration

Discovery sensors are intended for use in the electromagnetic environment specified below. The end user of the
device should ensure that it is used in such an environment.

Table 16: Electromagnetic Environment

Emission test Compliance Electromagnetic environment

RF emissions Group 1 Discovery sensors use RF energy only for their internal function.

CISPR 11 Therefore, their RF emissions are very low and are not likely to
cause any interference in nearby electronic equipment.

RF emissions Class B Discovery sensors are suitable for use in all establishments,

CISPR 11 including domestic establishments and those directly connected to

the public low voltage power supply network that supplies buildings
used for domestic purposes.

10.6 FCC Compliance Notification (FCC ID: 2AAQS-ISP1807)

Discovery sensors have been verified for RF exposure and found to comply with Council Recommendation
1999/519/EC and FCC OET-65 RF exposure requirements. This equipment complies with FCC radiation exposure
limits set forth for an uncontrolled environment.

This equipment has been tested and found to comply with the limits for a Class B digital device, pursuant to part 15
of the FCC Rules. These limits are designed to provide reasonable protection against harmful interference in a
residential installation. This equipment generates, uses and can radiate radio frequency energy, and if not installed
and used in accordance with the instructions, may cause harmful interference to radio communications.
Additionally, there is no guarantee that interference will not occur in a particular installation. If this equipment does
cause harmful interference to radio or television reception, which can be determined by turning the equipment off
and on, the user is encouraged to try to correct the interference by one or more of the following measures:

e Reorient or relocate the receiving antenna;

e Increase the separation between the equipment and receiver;

e Connect the equipment into an outlet on a circuit different from that to which the receiver is connected;

e Consult the dealer or an experienced radio/TV technician for help.

The Anne sensors comply with Part 15C of FCC Rules (FCC ID: 2AAQS-ISP1807). The included Discovery Tablet (FCC
ID: A3LSMT547U) complies with Part 15 and Part 18 of the FCC Rules. Operation of each device is subject to the
following two conditions: (1) this device may not cause harmful interference, and (2) this device must accept any
interference received, including interference that may cause undesired operation.
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10.7 Guidance and Declaration: Electromagnetic Immunity

(For ME equipment ME system that are not life-supporting)

Discovery sensors are intended for use in the electromagnetic environment specified below. The end user of the

device should assure that it is used in such an environment.

Immunity test

Electrostatic
discharge (ESD)
IEC 61000-4-2

Electrical fast
transient/burst
IEC 61000-4-4

Surge
IEC 61000-4-5

Voltage dips, short
interruptions, and
voltage variations on
power-supply input
lines IEC 61000-4-11

Power frequency
(50/60 Hz) magnetic
Field IEC 61000-4-8

Conducted RF
IEC 61000-4-6

Radiated RF
IEC 61000-4-3
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Table 17: Discovery Sensors Electromagnetic Immunity

IEC 60601 test level

+ 8 kV contact
+ 15 kV air

12 kV for power
supply lines

11 kV for
input/output
lines

0.5 kV differential
mode

1 kV common mode

>95% dip in 0.5 cycle
60% dip in 5 cycles
30% dip in 25 cycles
>95% dip in 5
seconds

30 A/m

3Vrms
150 kHz to 80 MHz

3V/m
80 MHz to
2.5 GHz

Compliance level

+ 8 kV contact
+ 15 kV air

12 kV for power
supply lines
Not applicable

0.5 kV differential
mode

1 kV common mode

>95% dip in 0.5 cycle
60% dip in 5 cycles
30% dip in 25 cycles
>95% dip in 5 seconds

30 A/m

3Vrms

3V/m
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Electromagnetic environment guidance

Floors should be wood, concrete, or
ceramic tile. If floors are covered with
synthetic material, the relative humidity
should be at least 30 %.

Mains power quality should be that of a
typical commercial or hospital environment

Mains power quality should be that of a
typical commercial or hospital environment

Mains power quality should be that of a
typical commercial or hospital environment

Power frequency magnetic fields should be
at levels characteristic of a typical location
in a typical commercial or hospital
environment.

Portable and mobile RF communications
equipment should be used no closer to any
part of Discovery than the recommended
separation distance calculated from the
equation applicable to the frequency of the
transmitter.

Recommended separation distance:

d=1.2VP
d=1.2VP 80 MHz to 800 MHz



Conducted
disturbances
induced by RF
fields

Proximity Fields
from RF wireless
communications
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Test levels:
3V 0.15-80 MHz

6V
ISM bands between
0.15 MHz to 80 MHz

27 V/m
385 MHz

28 V/m
450 MHz

9V/m
710, 745, 780 MHz

28 V/m
810, 870, 930 MHz

28 V/m

1720, 1845, 1970 MHz

28V/m
2450 MHz

9V/m

5240, 5500, 6785 MHz

27 V/m
385 MHz

Test levels:
3V 0.15-80 MHz

6V
ISM bands between
0.15 MHz to 80 MHz

27V/m
385 MHz

28 V/m
450 MHz

9V/m
710, 745, 780 MHz

28V/m
810, 870, 930 MHz

28V/m

1720, 1845, 1970 MHz

28 V/m
2450 MHz

9V/m

5240, 5500, 6785 MHz

27V/m
385 MHz
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d = 2.3VP 800MHz to 2.7 GHz

where P is the maximum output power
rating of the transmitter in watts (W)
according to the transmitter manufacturer
and d is the recommended separation
distance in meters (m).

Field strengths from fixed RF transmitters,
as determined by an electromagnetic site
survey® should be less than the compliance
level in each frequency range®. Interference

may occur in the vicinity of
equipment marked with the (((i)»
following symbol:

Conducted disturbances induced by RF
fields should be at levels characteristic of a
typical location in a typical professional

healthcare facility environment or domestic
establishment.

Proximity fields from RF wireless
communications should be at levels
characteristic of a typical professional
healthcare facility environment or domestic
establishment



28 V/m 28V/m
450 MHz 450 MHz

9V/m 9V/m
710, 745, 780 MHz 710, 745, 780 MHz

28V/m 28 V/m
810, 870,930 MHz 810, 870,930 MHz

28 V/m 28 V/m
1720, 1845, 1970 MHz | 1720, 1845, 1970 MHz

28 V/m 28V/m
2450 MHz 2450 MHz
9V/m 9V/m

5240, 5500, 6785 MHz | 5240, 5500, 6785 MHz

Note 1: At 80 MHz and 800 MHz, the higher frequency range applies.

Note 2: These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects, and people.

Note 3: UT is the a.c. mains voltage prior to application of the test level.

(a) Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless) telephones and land
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoretically with
accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an electromagnetic site survey
should be considered. If the measured field strength in the location in which the device is used exceeds the
applicable RF compliance level above, the device should be observed to verify normal operation. If abnormal
performance is observed, additional measures may be necessary, such as re-orienting or relocating the device.

(b) Over the frequency range 150 kHz to 80 MHz, field strengths should be less than 3 V/m.
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10.8 Recommended Separation Distance Between Portable and Mobile RF
Communications Equipment and Discovery Sensors

(For ME equipment/ME systems that are not life-supporting)

Discovery sensors are intended for use in the electromagnetic environment in which radiated RF disturbances are
controlled. The end user of the device can help prevent electromagnetic interference by maintaining a minimum
distance between portable and mobile RF communications equipment (transmitters) and the Discovery Sensors as
recommended below, according to the maximum output power of the communications equipment.

Table 18: Separation distance

Rated max output Separation distance according to frequency of transmitter (meters)
trar‘]’:r‘;viitre?f(w) 150 kHz to 80 MHz 80 MHz to 800 MHz 800 MHz to 2.7 GHz
d=1.2VP d=1.2VP d=23VP

0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73

1 1.2 1.2 2.3

10 3.8 3.8 7.3

100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation distance d in
meters (m) can be estimated using the equation applicable to the frequency of the transmitter, where P is the
maximum output power rating of the transmitter in watts (W) according to the transmitter manufacturer.

Notes:
e At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.

e These guidelines may not apply in all situations. Electromagnetic propagation is affected by absorption and
reflection from structures, objects, and people.
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