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ABOUT THIS MANUAL
SYMBOLS

This manual provides important information to help in understanding the features and safe use of the device. The
symbols outlined here highlight helpful tips and important cautions that will aid in guiding the reader through the manual.

A CAUTION

Caution/warning symbols describe information that the user needs to know to prevent minor injury or product damage.

@ IMPORTANT
Important symbols describe important information about using the device.

g NOTE

Note symbols describe additional information about the device.

Bright Uro, Inc. PD-01-059 Glean Urodynamics System Owner’s Manual Ver 7 9



1 INTRODUCTION

1.1 DEVICE DESCRIPTION

The Glean Urodynamics System (GUS) is a single-channel urodynamic system indicated for standard Urodynamic tests
such as Uroflow (UF), Cystometrogram (CMG), Urethral Pressure Profile (UPP), and Micturition Studies (MS).

GUS consists of the following three physical component elements: Sensor, Insertion Tool, and Uroflowmeter, as well as the
following three software applications: Glean Mobile App (Clinician), Glean Mobile App (Patient), and Glean Web App. The
patient may use the Glean Mobile App as a digital voiding diary, logging fluid input, leakage, urgency, and other urological
symptoms. The clinician may use the Glean Mobile App to prepare the Sensor for insertion, log symptoms, and download
data. The Glean Web App may be used by clinicians to view and analyze data.

The Sensor can be inserted through the urethra into the bladder using the Insertion Tool. Once inserted, the Sensor has a
Removal String that hangs out of the urethra to enable removal of the Sensor. The Sensor may stay in the bladder for the
entire duration of monitoring while collecting data. The Sensor stores data that may be wirelessly transmitted to the Glean
Mobile App (Clinician) once it is removed from the body.

The Uroflowmeter is used to measure voided volume and flow. The Glean Mobile App (Clinician) wirelessly receives data
from the Uroflowmeter after the patient has completed a voiding cycle.

Data from the Glean Mobile App (Clinician and Patient) is synchronized wirelessly in the cloud and made available for
review, analysis, and interpretation by trained clinicians using the Glean Web App. After the clinician has completed analysis
and interpretation, they may use the Glean Web App to generate the report documenting the Urodynamic findings. GUS is
a single channel urodynamics system and it may have difficulty discerning abdominal pressure changes versus bladder
pressure changes in some instances.

1.1.1 Sensor
The Sensor (Figure 1) is a long, flexible tube with rounded ends and a removal string.
The dimensions of the Sensor are presented below.

Table 1. Sensor Dimensions

Sensor Component Nominal (Fr) Min (Fr) Max (Fr)
Sensor Body 15 14 16
Sensor Coude Tip 18 18 19

The Sensor is designed to be inserted into the bladder through the urethra using the Insertion Tool.

The Sensor contains a battery and flexible electronic circuit board with a microprocessor, software, pressure sensor
and memory to store data.

The Sensor is designed to curl into a circular shape once inserted in the bladder to ensure the Sensor stays in the
bladder until removal is desired.

When desired, the clinician may remove the Sensor by gently pulling on the Removal String. This will pull the
Sensor out of the body through the urethra.

The Sensor can collect data for the duration of Urodynamic monitoring.

The Sensor is a one-time use disposable device and designed for use under the supervision of a trained clinician.
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Figure 1. Sensor

1.1.2 Insertion Tool
The Insertion Tool (Figure 2) is used to insert the Sensor in the patient’s bladder.
The Insertion Tool is comprised of two components: the Sheath and the Advancer.
The maximum outer diameter for both male and female sheath is approximately 20 Fr.
Once the Sensor is placed in the bladder, the Sheath and Advancer may be removed leaving the Removal String
hanging out of the urethra.

Figure 2. Insertion Tool - Advancer and Sheath (male-left; female-right)

1.1.3 Uroflowmeter
The Uroflowmeter (Figure 3) measures the voided volume and flow of urine when a patient voids into the urine
collection cup.
The Uroflowmeter is designed to work with commonly available commodes and funnels that may assist users in
properly collecting the urine.
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Figure 3. Uroflowmeter

1.1.4 Software — Glean Mobile Apps (Clinician and Patient) and Glean Web App
The Glean Mobile App (Clinician) is used by the clinician to prepare the Sensor for insertion.
During the period of monitoring, the patient may use the Glean Mobile App (Patient) to complete a digital voiding
diary. The patient may log fluid input, leakage, urgency, and other urological symptoms.
After monitoring is complete, the clinician may use the Glean Mobile App (Clinician) to download data from the
Sensor.
The Glean Mobile App (Clinician) is used to download data from the Uroflowmeter.
Data from the Glean Mobile App (Clinician and Patient) is synchronized in the cloud and available for review,
analysis, and interpretation by a trained clinician using the Glean Web App.
Once complete, the clinician may use the Glean Web App to generate a Urodynamics report.

Figure 4. Software (Clinician App, Patient App, Web App)

1.2 GETTING STARTED
To prepare the GUS before performing any Urodynamics procedures:
1. Remove the Uroflowmeter from the packaging and ensure it goes into Awake state by pressing and holding the
Button LED on the front of the Uroflowmeter.
Clean the Uroflowmeter and charging puck according to instructions in Section Caring for the GUS Uroflowmeter
and Charger before initial use .
Place the Uroflowmeter on the charging puck to charge.
Ensure required items in Table 2 are obtained and set up.
Ensure mobile devices are connected to wireless internet and desktops are connected to internet.
Ensure users have proper access to the Glean Mobile App and Web App.
After steps 1 — 6 are complete, the GUS is ready to begin the Urodynamics procedure(s).

n

Nook~®
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Table 2. Required Equipment

Bright Uro Equipment Customer Provided Equipment
Uroflowmeter Laptop or computer for use with the Glean Web App
Charging Puck Mobile device (tablet/phone) for use with the Glean
Power cables Mobile App
Sensor and Insertion Tool Disposable urine collection cup
Uroflowmeter Quick Start Guide Commaode chair and funnel
Owner’s manual Materials required for aseptic insertion technique (such
as a Foley Catheter Insertion Kit).
Water-based lubricant and/or lidocaine gel.
Biohazard bags

1.2.1 How Supplied

1.2.1.1 Sterility
The Sensor and Insertion Tool are provided STERILE (ethylene oxide [EQ] sterilization). The sterile packaging should be
inspected for visible damage prior to use. Do not use if damage is suspected. Do not reuse or attempt to re-sterilize.

1.2.1.2 Contents
GUS may be provided as two separate packages. One package contains the Sensor and Insertion Tool and a separate
package contains the Uroflowmeter.

The Uroflowmeter package contains the following components:
Uroflowmeter (ME Equipment, no applied parts) - IP54 rated
Uroflowmeter Wireless Charger - IP54 rated
Uroflowmeter Charger AC/DC Adapter (Manufacturer // PN: HDP Power// HDP12-MD-WUSB-4) (no ingress
protection. Keep away from wet areas)
o Input ratings: 90~264VAC, 47~63Hz, 12W max
o Charger rated voltage, power: 5V, 5W
(The combination of the Uroflowmeter Charger and AC/DC Adapter make up the ME System)
The Sensor and Insertion Tool package contains the following components:
Sensor (Type BF Applied Part)
Insertion Tool (Sheath and Advancer)

The Glean Mobile App can be downloaded directly from the Google Play™ store for Android products and Apple App
Store™ for iOS products. The Glean Web App can be accessed at gleanuds.com

1.2.1.3 Additional Required Items
Laptop or computer for use with the Glean Web App
Mobile device (tablet/phone) for use with the Glean Mobile App
Urine collection cup
Commode chair and funnel
Materials required for aseptic insertion technique (such as a Foley Catheter Insertion Kit)
Water-based lubricant and/or lidocaine gel
Biohazard bags

1.2.2 Device Inspection
Inspect each device and packaging to verify that no damage or defects exist. If the device is expired, damaged or if the
sterile barrier has been compromised (e.g., hole in device packaging), do not use the device.

1.2.3 Device Storage

Store the kits at room temperature.
Avoid direct sunlight.
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13

LEARNING ABOUT THE GLEAN URODYNAMICS SYSTEM (GUS)

To learn about the features and how-to of the Glean Urodynamics System, read the following documents or sections of
this manual:

1.4

GUS Uroflowmeter Quick Start Guide (provided with the equipment shipment)

GUS Training Videos (may be accessed at gleanuds.com/training)

Software Features and Functions (see SOFTWARE FEATURES AND FUNCTIONS)

How to Run Tests — CMG/PF Test, Uroflow Test, and Data Analysis (see HOW TO RUN TESTS — CMG/PF TEST,
UROFLOW TEST, AND DATA ANALYSIS)

INTENDED USE / INDICATIONS FOR USE

The Glean Urodynamics System (GUS) is a Urodynamic Analyzer System that is intended to quantify the pressure and flow
characteristics of the lower urinary tract. The system can be used in adult patients only to perform standard Urodynamic
tests such as Uroflow, Cystometrogram (CMG), Urethral Pressure Profile (UPP), and Micturition Studies.

The major application of Urodynamics is the diagnosis of uncontrolled loss of urine (incontinence), abnormal urinary
retention, or neurological cases of micturition disorder. The device is intended to be used as medical diagnostic equipment.

15

1.6

CONTRAINDICATIONS
Use of GUS is contraindicated for any patient who is not a candidate for Urodynamic testing.
The Sensor should not be used on patients who suffer from symptomatic urinary tract infections. Prior to testing,
urinalysis and urine culture should be considered to rule out the presence of infection.
The Sensor should not be used on patients who suffer from a major stricture in the urethra.
Single-use, disposable Sensors and Insertion Tools provided by Bright Uro are “sterile,” unless stated otherwise
on the packaging label and instructions.
The use of the Glean Urodynamics System is contraindicated in patients with Stage 4 prolapse.
The use of the Glean Urodynamics System is contraindicated in patients who do not sense when they are having
an incontinence episode.

TARGET USERS
Only technicians and clinicians trained in Urodynamics should operate this device. The operator must read the
Owner’s Manual entirely and refer to any additional training materials before using the device.
The device should not be used in patients who are unable to manage the use of the Glean Mobile (Patient) app.
To reduce the potential for discomfort during the procedure and/or transient discomfort, dysuria and hematuria,
technicians and physicians should explain any additional risks of the procedure to the patient.
To reduce the risk of serious patient injury, it is vital that clinicians performing Urodynamics studies on patients with
a Spinal Cord Injury be prepared to recognize and treat Autonomic Dysreflexia. Clinicians must monitor patients
with Autonomic Dysreflexia for at least 2 hours after resolution of the episode.
To reduce the risk of cross-contamination or urinary tract infection, clinicians should be knowledgeable and qualified
in applying the appropriate aseptic technique during the intended use of the device. The use of prophylactic
antibiotics is at the discretion of the clinician and the policies of the clinic/institution.
To reduce the risk of serious patient injury, it is vital that technicians and clinicians performing Urodynamics studies
be prepared to recognize and treat symptoms associated with vasovagal syncope (fainting) during Urodynamics
procedures.
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1.7 WARNINGS AND PRECAUTIONS
PRECAUTIONS

A Bright Uro equipment and accessories are licensed by Governments, approved by Safety Agencies, and
warranted to work only with each other.

CAUTION: UNITED STATES FEDERAL LAW RESTRICTS THIS DEVICE TO SALE OR USE BY OR ON THE
ORDER OF A LICENSED PHYSICIAN.

& SYSTEM WARNINGS

A DO NOT USE GUS in the presence of a magnetic resonance imaging (MRI) system as it may contain
ferromagnetic objects that pose a risk to the patient in the presence of a magnetic core. The strong magnetic
field produced by the MRI may cause disruption of the system.

A DO NOT ATTEMPT TO OPEN OR REPAIR GUS components by yourself or by an unauthorized party. ONLY
Bright Uro trained technicians may service GUS components.

A\ Batteries are not operator removable; do not attempt to remove batteries from the GUS system components.
All servicing of the GUS system, components or attachments are to be completed by Bright Uro.

A Exposure to electrostatic discharge (ESD) may cause GUS to FAIL.
A Bright Uro is not responsible for loss of patient files or test data.

A Re-use, reprocessing or re-sterilization of disposables can lead to device failure and create a risk of cross-
infection and/or cross transmission of infectious disease(s) from one patient to another. The Insertion Tool and
Sensor are provided as single use, disposable devices and are intended to be discarded after use.

A DO NOT immerse the GUS Uroflowmeter or other reusable system components in water or any other liquids.
Only use approved cleaning agents to clean the Uroflowmeter as outlined in this Owner’s Manual.

A WARNING: Use of accessories, transducers, and cables other than those specified or provided by the manufacturer
of this equipment could result in increased electromagnetic emissions or decreased electromagnetic immunity of
this equipment and result in improper operation.

A  WARNING: Portable RF communications equipment (including peripherals such as antenna cables and external
antennas) should be used no closer than 30 cm (12 inches) to any part of the Sensor or Uroflowmeter, including
cables specified by the manufacturer. Otherwise, degradation of the performance of this equipment could result.

@ SYSTEM IMPORTANT INFORMATION

1. Use GUS with Bright Uro equipment and accessories only. Do not reuse disposable devices. After use, dispose
in accordance with local regulations. Do not use if device packaging has been opened, or damaged, or if it
presents any fault due to improper transport, storage, or handling that could in any way hamper its use.

2. GUS is a single channel urodynamics system and it may have difficulty discerning abdominal pressure changes
vs bladder pressure changes in some instances.

3. Device intended for use in a clinical environment with controlled electromagnetic compatibility (EMC) standards
to limit potential interference. GUS may be adversely affected by Bluetooth®, cellular or EMC interference.
Minimize interference from other Bluetooth devices by setting up all components of system in proximity to each
other. Placement of GUS Sensor on a patient’s upper torso should be avoided to minimize any possibility of
electromagnetic interference with active implantable devices such as ICD’s and pacemakers.
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4. The EMISSIONS characteristics of this equipment make it suitable for use in industrial areas and hospitals
(CISPR 11 Class A).

5. Frequency: The system radios operate in the 2.4 GHz ISM (Industrial, Scientific, Medical) band. This band
specifically ranges from 2.400 to 2.4835 GHz. Bandwidth: The system radios use a frequency-hopping spread
spectrum, where it occupies a channel with a bandwidth of 2MHz. Modulation: BLE primarily uses Gaussian
Frequency Shift Keying (GFSK) modulation. Effective Radiated Power: +0dBm

6. The appliance coupler or AC/DC power adapter is not used as an isolation means. The Uroflowmeter isolation is
reinforced through plastic and is decoupled to the charger. The 2 means of protection come from the plastics
around the charger and the uroflowmeter. Also, the uroflowmeter does not have an applied part and does not

contact the patient during normal use. The operator touches the device during use and charge. Therefore, the
protection is means of operator, not patient.

E/ SYSTEM SAFETY COMPLIANCE
1. To prevent unexpected exposure to radiation, the device has been tested against EN 60601-1-2 EMC standards.
2. To prevent exposure to potential electric shock, the device meets and exceeds the insulation breakdown
specifications for IEC 60601-1:2005 & A2:2020; EN 60601-1:2006 & A2:2021; ANSI/AAMI ES60601-1:2005 &
A2:2021;.

3. To prevent radiofrequency electromagnetic interferences, the device meets and exceeds the specifications for
IEC 60601-1-2:2014 & A1:2020; EN 60601-1-2:2015 & A2:2021

4. Warning symbols on all labels comply with ISO 7000, EN ISO 15223-1, and ISO 20417.
5. MRI Safety: The Sensor is MR unsafe. The Sensor should be removed before imaging or treatment.

S\/, NOTE: Local laws take priority over the above-mentioned requirements and warnings; if in doubt, consult your
local Bright Uro representative or the technical service department.
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1.7 CLINICAL STUDY SUMMARY

A prospective, open-label, multi-center, interventional study was conducted to evaluate the feasibility, efficacy, and safety
of the Glean Urodynamics System for use in the clinics to collect vesical pressure.

Adult male and female patients with lower urinary tract dysfunction (LUTD) who were recommended or scheduled for
conventional urodynamics (UDS) were eligible. Patients were excluded if they were pregnant or breastfeeding, or pregnant
within the past 6 months; if they intended to become pregnant during the study period; had a symptomatic urinary tract
infection (UTI); were unable to tolerate 18 French (Fr) catheterization; were unable to provide informed consent; and those
who, at the clinician’s determination, would not be appropriate for the study.

Participants underwent standard of care conventional UDS followed by intravesical insertion of the Glean sensor. After
Glean insertion, participants were asked to perform a series of maneuvers (e.g., cough) and then the bladder was allowed
to fill naturally. Upon participant-reported strong desire to void, pressure-flow studies were recorded using the indwelling
Glean sensor and standard uroflowmetry. Post-void residuals were then measured followed by removal of the Glean sensor.
Participants completed comfort and preference questionnaires after removal of the Glean sensor. Participants were followed
up within 7-14 days to assess the incidence of adverse events.

Thirty-eight participants were enrolled, 34 were prepared to undergo Glean UDS, and insertion was attempted in only 33
participants (i.e., the Glean delivery system contacted the participant’s urethral tissue). The device was not available for
insertion in one participant due to a device failure prior to the insertion attempt. There was one failed insertion attempt in a
male participant where a subsequent cystoscopic examination determined the presence of a bladder neck contracture which
likely prevented the advancement of the Glean device for sensor placement in the bladder. Thus, 32 of the 33 attempted
insertions were successful as either having their placement confirmed with the passage of urine through the insertion sheath
or through clinician confirmation. Overall, 32 (84.2%) of the 38 enrolled participants underwent Glean UDS.

The median age of the 32 participants who underwent Glean UDS was 61.0 years (range, 25 to 79) and approximately half
were male (53.1%). The median insertion time of the Glean sensor was 33.62 seconds (range, 12.32 to 256). All 32
participants were able to void with the Glean sensor indwelling. The Glean Urodynamics System successfully recorded
vesical pressure data during the in-clinic ambulatory session in all 32 participants who underwent UDS assessments using
the Glean system. The removal of the Glean sensor was successful in 100 percent of participants who had Glean UDS
(n=32). Eighty-one percent of Glean sensor insertions were rated as easy or very easy by clinicians and 97 percent of Glean
sensor removals were rated as easy or very easy by clinicians. Patient feedback regarding insertion comfort was
comparable between the Glean sensor and conventional UDS catheters. Patients reported higher rates of discomfort with
placement of the Glean device, but when asked their preference for type of UDS testing in the future, more subjects (64.5%)
preferred the subject device over conventional UDS. The higher amount of discomfort during the removal of the Glean
device may be due to every participant having the Glean device used after they went through the conventional UDS
procedure.

Clinicians interpreted the Glean UDS results of the 32 participants who underwent Glean urodynamics assessments and
confirmed the initial diagnosis in eight (25.0%) and changed or refined the initial diagnosis in 21 (65.6%) including two
(6.3%) participants whose Glean results were inconclusive and seven (21.9%) where an incontinence diagnosis was not
specifically confirmed by the investigators due to missing leakage annotations during Glean UDS; data from the clinician
interpretation was unavailable for three (9.4%) participants. In comparison, the clinician’s interpretation of the conventional
UDS results confirmed the initial diagnosis in 24 (75.0%) participants and changed or refined the initial diagnosis in eight
(25.0%). Based on clinician interpretation of UDS outcomes, the Glean UDS was able to diagnose different urological
conditions (e.g., OAB, underactive bladder, incomplete emptying of the bladder etc.) accurately in the study subjects.
However, urinary incontinence conditions were not accurately diagnosed due to the missing leak annotations on the Glean
UDS tracing.

There were 14 adverse events in 12 participants: nine events of gross hematuria (in nine participants), two events of dysuria
(in two participants), two events of genitourinary pain or discomfort (in two participants), and one event of asymptomatic
bacteriuria (in one participant). No serious adverse events were reported. Seven of the adverse events (in seven
participants) were attributed to the Glean Urodynamics System including mild gross hematuria (four events), mild
genitourinary discomfort (two events), and mild dysuria (one event). Four of the adverse events (in four participants) were
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attributed to conventional UDS; all four events were gross hematuria. Device-related adverse events self-resolved without
intervention by follow-up.

In conclusion, the clinical data submitted on the subject device demonstrated effective diagnostic performance for various
urological conditions, comparable to conventional urodynamic systems, with a similar safety profile. While it did not provide
a diagnosis for urinary incontinence due to missing patient annotations, its accuracy in diagnosing other urological conditions
supported its reliability. Information related to the importance of capturing accurate patient annotations regarding the
occurrences of incontinence episodes is included on the labeling. .
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2 ADVERSE EVENTS/RESIDUAL RISKS

2.1 POTENTIAL ADVERSE EVENTS/RESIDUAL RISKS
Possible complications associated with the use of GUS are similar to those associated with other methods of Urodynamics
and include, but may not be limited to:
Autonomic Dysreflexia (for individuals with spinal cord injury)
Bladder or Urethral Spasms
Change in Urinary Frequency
Discomfort
Injury to the Lower Urinary Tract (LUT) and/or Genitals
Urinary Urgency
Urinary Incontinence
Urinary Retention
Urinary Tract Infection
Urinary Tract Inflammation or Irritation
Broken Sensor Removal String
Sensor Fracture
Hematuria
Dysuria

2.2 DEVICE-RELATED ADVERSE EVENTS REPORTING
Any device-related adverse event or other incident regarding GUS should be immediately reported to Bright Uro™. To report
an event or incident, email: support@brighturo.com.
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3 PATIENT COUNSELING INFORMATION

The physician should review the risks and benefits with the patient. Patients with a history of urethral strictures or frequent
urinary tract infections should be monitored closely.
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4 GLEAN URODYNAMICS SYSTEM—CARE AND MAINTENANCE
4.1 GENERAL CARE, CLEANING, AND PREVENTIVE MAINTENANCE

@ IMPORTANT:

Always wear protective gloves when cleaning the equipment to prevent biological contamination.
GUS Sensors and Insertion Tools are intended for SINGLE PATIENT USE only. Do NOT reuse disposables.
The Uroflowmeter and Uroflowmeter Charger are reusable components intended for multipatient use and repeated
use. Thoroughly clean the Uroflowmeter and Charger prior to first use and immediately after each patient use to
minimize the risk cross-contamination between patients and infection during patient care.
The Uroflowmeter and Uroflowmeter Charger components of GUS are non-immersible. The Uroflowmeter and
Charger should be wiped down with a clean cloth dampened with a cleaning solution such as soap and water or
as per hospital cleaning instructions.
Do not sterilize the GUS components.
Performing regular maintenance will reduce the need for costly repairs.
Pay close attention to the LED lights on each device. If they indicate a broken connection and/or low battery, make
sure that the connection is reestablished and fully charge the battery. Refer to 6.1 LED LIGHTS on page 25.
If an object weighing 5Ibs or over is accidentally dropped on the Uroflowmeter surface or the uroflowmeter appears
to be giving incorrect readings, run the following checkups.

o Follow the instructions in section 8.1.9 to Start a new uroflowmetry study

o Fill the container with 100cc of water and complete the study.

o Verify that the measured volume is correct once the data is downloaded on the Mobile App.

0 Repeat the steps above using 500cc of water.

@ If any of the observed readings are incorrect, please contact the Bright Uro™ customer support for further instructions.

4.1.1 Caring for the GUS Uroflowmeter and Charger

The instructions that follow specify how to clean the GUS Uroflowmeter and Charger of possible urine contamination.
Thoroughly clean the Uroflowmeter and Charger prior to first use and after each patient’s use. Always wear protective
gloves when cleaning the equipment to prevent biological contamination

@ IMPORTANT: Do not soak the GUS Uroflowmeter or Charger in water! Do not immerse in water or in any other
liquids! Follow the cleaning instructions precisely to thoroughly clean the Uroflowmeter!

The GUS Uroflowmeter and Charger has an immersion protection rating of IP54 for ingress of water. This means
that the enclosure of the Uroflowmeter and Charger can handle splashes of water and liquid from any direction, but
it is not protected against total immersion into water or any other liquids. This complies with IEC 60529 standards.
After every use, inspect the uroflowmeter or charger for any sign of damage or wear. If any is present, then contact
the Bright Uro customer support.
The Glean Uroflowmeter and Charger should be cleaned thoroughly using the following steps:
0 Separate the Uroflowmeter and Charger from each other and the AC Adapter.
o Setthe Uroflowmeter to Asleep state by pressing and holding the Button LED on the front of the device.
0 Wipe the Uroflowmeter and Charger. Potential cleaning solutions in clinic include:
A cloth dampened with quaternary ammonium germicidal disinfectant solution
Soap
Disinfectant Detergent
Allow the Uroflowmeter and Charger to dry before use.
Inspect the Uroflowmeter and Charger for any visible organic materials or urine stain. If any visible materials are
present, repeat the cleaning process above again. There should be no visible stain or organic materials on the
surface of the uroflowmeter prior to use.

A WARNING: DO NOT SUBMERSE THE UROFLOWMETER OR CHARGER IN ANY FLUID. DOING SO MAY
DAMAGE OR DESTROY THE DEVICE.

Store the Glean Uroflowmeter and Charger in a cool and dry area at room temperature.
Calibration: Return the Uroflowmeter annually to Bright Uro™v for recalibration. Contact Bright Uro™ to schedule
this service as required.
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4.1.2 Reuse Instructions for Uroflowmeter and Uroflowmeter Charger

The Uroflowmeter and Charger have a use life of 15,000 cycles based on successful validation testing of reprocessing and
reuse of the device under normal use conditions. This number of reuse cycles is estimated based on 20 uses per day over
1 year period which is approximately equal to 5000 uses/year. If you expect the number of uses to exceed this estimate,
please notify Bright Uro™ customer support. Note that the number of reuse cycles is dependent on full compliance with the
care and maintenance instructions and directions for use of the Uroflowmeter specified in this manual.

To verify that the Uroflowmeter is ready for each reuse:
Follow the cleaning instructions in Section 4.1.1 prior to first use and immediately after each patient use.
After each use, inspect the Uroflowmeter and Charger for any sign of damage or wear. If any is present, then contact
the Bright Uro™ customer support immediately.
Charge the Uroflowmeter using the Charger as described in Section 5.2.
While switching the Uroflowmeter from the Asleep to Awake state prior to use, the device will automatically run a
Power On Self-Test to check the performance of the device. If the Uroflowmeter shows abnormal LED patterns,
follow the instructions in Section 11 (Troubleshoot). If the problem persists, contact Bright Uro™ customer support.

4.2 BATTERY—CHARGING AND PREVENTATIVE MAINTENANCE
4.2.1 Charging the Battery

The GUS Uroflowmeter contains rechargeable batteries. The battery status is indicated by the Button LED on the front
of the Uroflowmeter. For information on battery status, see
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EQUIPMENT STATUS INDICATORS AND BUTTONS.

To charge the GUS Uroflowmeter:
Plug the power cable of the Uroflowmeter Charging Puck into an electrical outlet.
Place the GUS Uroflowmeter securely onto the Charging Puck.
Confirm that the Uroflowmeter button LED shows that the device is being charged.
(@ NoTE:
When the Button LED on the device is BLUE, it is charging.
The Uroflowmeter is the only rechargeable device in the Glean Urodynamics System.
The Uroflowmeter can be used while charging.

4.3 TREATING AND DISPOSING OF PRODUCT AFTER USE
After use, discard the contaminated, plastic, single-use disposables and any packaging according to your
institution’s standard operating procedures on medical-waste handling.
For end-of-life product, waste electrical and electronic equipment should be collected separately and returned to
the designated local recycling service.
For end of battery life, disposal must be handled according to local regulations.
Packaging waste should be collected separately for available national packaging collection and recycling services.

4.4 ENVIRONMENTAL CONSIDERATION OF WASTE DISPOSAL

Because the GUS is designed to perform Uroflow studies using the Uroflowmeter, it is important to dispose of waste
(such as urine) properly to prevent environmental pollution. The waste should be disposed of in such a way that will not
pollute the freshwater supply system—especially the drinking water system. In areas that have sewage systems with
water treatment procedures, the most convenient method of disposal is to use these sewage systems.

4.5 PREVENTIVE MAINTENANCE—CHECKING CALIBRATION

Proper regular maintenance of the uroflowmeter will maximize the life of the product. The uroflowmeter must be
calibrated every 12 months. If you suspect that the uroflowmeter is giving incorrect readings, please contact the Bright
Uro™ customer support team.

Return the Uroflowmeter annually to Bright Uro™ for recalibration. Contact Bright Uro™ to schedule this service as
required. The Uroflowmeter and accessories has been designed and rated for an expected service life of 3 years with
proper regular maintenance. The Uroflowmeter has been successfully tested for a use life of 15,000 cycles under normal
use conditions.
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5 SET UP THE GLEAN URODYNAMICS SYSTEM (GUS)

Upon receiving the Glean Urodynamics System, inspect the equipment for any visible signs of damage or mishandling.
If damage has been found, notify the carrier immediately. Bright Uro™ recommends saving carrying cases and cartons
to provide a convenient and safe way to return the equipment should service be required.

5.1 SENSOR SETUP
The Sensor and Insertion Tool are intended for SINGLE PATIENT USE only. Do NOT reuse disposables. To set up the
GUS Sensor for Urodynamics and to run a CMG/PF Test, refer to CMG/PF TEST on page 32.

5.2 UROFLOWMETER SETUP
The Uroflowmeter and its Charging Puck are the only reusable components of GUS. The following are required to set
up the GUS Uroflowmeter for Urodynamics:
Charge the Uroflowmeter by placing it on its Charging Puck.
For normal use, place the Uroflowmeter on a flat and reasonably level floor as needed for tests.
Place an unused urine collection cup on the Uroflowmeter. Ensure the urine collection cup is placed inside the
silicon ring as indicated in Figure 5.
To awake the Uroflowmeter from sleep mode, press and hold the button on the front of the device for at least 3
seconds.
To put the Uroflowmeter to sleep mode from Awake mode, press and hold the button on the front of the device for
3 seconds.

Figure 5. Urine Collection Cup Placement
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6 EQUIPMENT STATUS INDICATORS AND BUTTONS

6.1 6.1LED LIGHTS
The LED light for the GUS Sensor is located in the middle of the unit. The LED lights for the GUS Uroflowmeter are
located on the front of the device. Table 3 provides a description of LED light locations.

Table 3. Device LED Light Locations

GUS Sensor GUS Uroflowmeter

Button LED
\ g

LED

6.1.1 Sensor LED Patterns

The Sensor LED will flash after the power button is pressed for at least 3 seconds while it is pairing via Bluetooth. Once
paired, the Sensor will stop flashing. The Sensor will continue flashing for 150 seconds if it is not paired with a Bluetooth
device.

6.1.2 Uroflowmeter LED Patterns

Table 4. Uroflowmeter Device State LED Patterns

Device State Ring LED Button LED
OFF OFF OFF

ON Pulsing Pulsing

ON - Bluetooth Connected Pulsing Solid

ON — Collecting Data Solid Solid

WARNING: If the Button LED displays a Triple ORANGE Flash, then conditions have not been met to enter
acquisition mode (e.g. battery state critical, Bluetooth not connected, session available, Power On Self-Test failed).

WARNING: If the Button LED displays a Single ORANGE Flash, then the Power On Self-Test failed. Put the device
into Asleep state and switch to Awake state again. If the problem persists, contact Bright Uro™.

Table 5. Uroflowmeter Battery State LED Patterns

Battery State Button LED
CHARGING BLUE
NORMAL WHITE
LOW PINK
CRITICAL ORANGE

Q NOTE: If the battery state is LOW or CRITICAL, place the Uroflowmeter on the charging puck.
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7 SOFTWARE FEATURES AND FUNCTIONS

This section provides instructions on how to navigate the GUS Software — Glean Web App and Mobile Apps. For more
information on the software, refer to Software — Glean Mobile Apps (Clinician and Patient) and Glean Web App.

7.1 ACCESSING THE GLEAN APPS
Users can access the Glean Web App at gleanuds.com. The Glean Mobile App can be downloaded directly from the Google
Play™ store for Android products and Apple App Store™ for iOS products.

7.1.1 Access the Glean Web App
Navigate to the Glean Web App at gleanuds.com.

7.1.2 Install the Glean Mobile Apps

Login to mobile device.

Navigate to the Android/iOS App Store.

Search for the “Glean UDS” mobile app.

Download the Glean Mobile App.

Open the Glean Mobile App and allow the app to use Bluetooth.

agrwdhE

“BrightUro QA" Would Like to
Use Bluetooth

Search for, connect to and
communicate with uroflow meter and
sensor

Don't Allow Allow

Figure 6. Glean Mobile App Bluetooth Connection
6. Create an account or login using account information.

7.2 LOGIN TO THE GLEAN MOBILE OR WEB APPS
Users can log into the Glean Mobile or Web Apps with account information.
1. Open the Glean Mobile or Web Apps.
2. Enter user email.
3. Enter user password.
4. Click “Sign In” to login.

glean <
Sign In fo glean g IeG n:
Email wredynamics systen
‘\\: Email
|
O Password Forgot Password? Sign in to your account
Show
U ame mail
Welcome to Glean Remember me 2

Urodynamics System

Your daily companion fo track your
bladder health. Password o

Remember me Forgot Password?

un
Don't have an account? Signup

Figure 7. Glean Mobile App and Web App Login Page

v/ NOTE: If a device is provided to patients by the clinic, ensure the patient is logged out of account upon returning the
device. Accounts will be automatically logged out after 30 minutes of inactivity.
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7.3 CREATE USER ACCOUNTS
Clinic Admins (Referred to as Tenant in the Glean Web App) will create accounts for designated personnel to support GUS
procedures.

1. Login to the Glean Web App (Admin).

2. Navigate to the desired account page (Admin/HCP/Patient) using the three bars icon on the top left.

Tenant Adminl
devenv+tenant.adminl@kebormed.com

A Home
® Admins
2 HCPs
m Patients
-» Groups
@ Devices

E Events

Figure 8. Navigate to Account Page

3. Select the three dots icon at the top right and click “CREATE.”

CREATE

TenantX o

Figure 9. Create an Account

4. Enter the required information and click “SUBMIT.

Figure 10. Enter Account User Information
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7.4 DELETE USER ACCOUNTS

Clinic Admins may use the web portal to delete user accounts as required.
1. Login to the Glean Web App (Admin).
2. Navigate to the desired account page (Admin/HCP/Patient).
3. Locate the user account and click “VIEW.”

BrightUro Tenant -

Search (]

rst Name Last Name Username Email Role Status Last Login

Doctor One doctor.one devenv+dactor.one@kebormed.com Physician Active Mar 18, 2025, 10:41:17 AM VIEW

Dactor two doctortwo devenv+doctortwo@kebormed.com Physician Active Mar 18, 2025, 9:20:53 AM

Figure 11. View User Account

4. Select the three dots icon at the top right and click “DELETE.”

HCP / o

CREATE

BrightUro Tenant
EDIT

RESET PASSWORD

Physician Doctor
Role First Name ADD PATIENT

Figure 12. Delete User Account

5. Click “YES” to delete user account.
Are you sure?

YES NO

Figure 13. Confirm Deletion of User Account
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7.5 RESET PASSWORD
Admin or users may reset a password for a Glean account.

7.5.1 Admin
1. Login to the Glean Web App (Admin).
2. Navigate to the desired account page (Admin/HCP/Patient).
3. Locate the user account and click “VIEW.”

BrightUro Tenant ~

st Name Last Name Username Email Role Status Last Login

Doctor One doctor.one devenv+dactor.one@kebormed.com Physician Active Mar 18, 2025, 10:41:17 AM

Doctor two doctortwo deveny: +doctortwo@kebormed.com Physician Active Mar 18, 2025, 9:20:53 AM

Figure 14. View User Account

4. Select the three dots icon at the top right and click “RESET PASSWORD.”

HCP / °

CREATE
BrightUro Tenant
EDIT
DELETE
file Patients

RESCT PASSWORD )

Physician Doctor

Role First Name ADD PATIENT

-

Figure 15. Reset Password

5. Observe the success message at bottom of screen saying, “Email successfully sent.”

Confirmed
Confirmed Status

Figure 16. Reset Password Email Successfully Sent
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7.5.2 User
1. Open the Glean Mobile or Web App.
2. Select “Forgot Password?”

<

Sign In to glean I
glean
Email
Passwor: d Forgot Password? . .
Sign in to your account
Password Show
Username or email
Remember me
&
Password
Password Show
Remember me Forgot Password?
Don't have an account? Signup

Figure 17. Forgot Password

3. Enter user email and click “Send Reset Link” or “Submit.”

‘ gleanr

Reset Password

Enter the email address associated with your
account, and we'll email you a link to reset

your password, Forgot Your Password?

Email

Username or email

E |

« Back o Login
Enter your username or email address and we will send you instructions on how to create a new password.

Email

—
Send Reset Link

Figure 18. Send Email to Reset Password

4. Click on verification link in email.
5. Enter a new password.
6. Login to the Glean Mobile or Web App using the new password.

7.6 7.6 ADD A PATIENT PROFILE IN THE GLEAN ADMIN PORTAL

Use the Glean Admin portal to ensure the correct patient information is uploaded for future Urodynamics evaluation.
1. Obtain patient information needed for entry into the Glean Web App (Admin).
2. Login to the Glean Web App (Admin).
3. Select the three bars icon and click on “Patients.”
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Tenant Adminl
devenv+tenant.adminl@kebormed.com

A Home
€ Admins
2 HCPs
,?. Patients
- Groups
® Devices

B Events

Figure 19. Patient Account Page

4. Select the three dots icon and click “CREATE.”

BrightUro Tenant

a
CREATE

UPLOAD CSV
INVITE PATIENT

Figure 20. Create Patient Account

5. Enter the patient information and click “SUBMIT.”

Create Patient

First Name *

Sex Assigned at Birth * () Male () Female

Figure 21. Enter Patient Information

6. Observe the green pop-up window at the bottom of the screen to confirm patient entry.

‘\/, NOTE: If a patient’s emalil is already in the system but not associated with a clinic, a pop up will ask “Do you want to
invite this patient to your clinic?” Select “OK”, and an email will be sent to the patient to ask if they would like to
associate with the clinic. Have the patient accept the invitation to be associated with your clinic.
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8 HOW TO RUN TESTS — CMG/PF TEST, UROFLOW TEST, AND DATA ANALYSIS

This section provides instructions on how to run tests with the GUS. For instructional videos on how to run tests with
GUS, visit gleanuds.com/training. For more information on equipment or accessories setup, refer to INTRODUCTION
on page 10.

8.1 CMG/PF TEST

The purpose of running a CMG/PF test is to determine whether the bladder and its surrounding tissues are functioning
correctly. The CMG test involves allowing the bladder to fill in a natural, antegrade manner and determining the vesical
pressure, Pves, via the GUS Sensor.

8 NOTE: Make sure the batteries on the devices are fully charged before the start